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FOREWORD 

There is no doubt that the issue of nutrition and health claims is of great interest. Especially 
health claims have been a hot topic since the concept of “functional foods” was launched in the 
beginning of the 1990s. In the United States (US) the issue has been discussed for twenty-odd 
years. The US starting point was in October 1984 when Kellogg’s supported by the National 
Cancer Institute made health claims on cereals saying cereals rich in fibre would prevent cancer 
(Laser Reuterswärd 2005). The starting point in Sweden had to do with fermented milk products 
(relating to micro-organism and the gut), polyunsaturated margarines (relating to fat quality and 
cholesterol) and oat bran (relating to fibre and cholesterol). Some advertisements on oat bran 
went too far, claiming: “No need neither for medicine, nor diet”. “Prescribe a plate of porridge” 
“Combat cholesterol” and “Cholesterol-lowering” (Sjölin, 2001). 

When dealing with nutrition and health claims it has to be kept in mind that it is voluntary to put 
the claims on the label or using them in presentation and advertising. The interest to voluntarily 
include such claims is great. No doubt there is economy involved. Nutrition and health claims 
give added value to products involving and affecting trademarks, marketing, image, design and 
prize. Rather than having health claims banned the industry early declared that they wanted 
strict rules. 

The driving force for allowing nutrition and health claims is for the industry the added value, 
while the driving force for society is improvement of public health and reduction of the 
economic consequences of obesity and other dietary related diseases. 

The European Communities (EC) institutions have to choose system for dealing with nutrition 
and health claims. Firstly, whether it should be a pre-market approval (as in the US and Japan) 
or a pre-market notification or something else. Secondly, whether nutrition and health claims 
and also fortification shall be linked to nutrient profiles or not. Thirdly, there are still important 
details that have to be considered in this EC draft and/or other EC legislation (such as the 
forthcoming revision of the directive on nutrient value declaration). 
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EXECUTIVE SUMMARY 
This policy brief was written at the request of the European Parliament’s Committee on 
Environment Public Health and Food Safety. It addresses in particular the development of 
nutrition and health claims within the CODEX system, differences between CODEX and the EC 
and future issues. 

A common position of the Council was reached on 8 December 2005 for the proposed 
regulation on nutrition and health claims as well as the proposed draft regulation on the addition 
of vitamins and minerals and of certain other substances to foods (“EC draft regulation on 
fortification”). These two regulations are closely interlinked. 

In short, foodstuffs may be fortified, but may not bear nutrition and health claims if certain 
nutritional conditions that would be specified later are not fulfilled (nutrient profiles). The work 
on nutrient profiles will start once the regulations have been adopted. Firstly, the system will be 
elaborated. Secondly, exemptions will be considered. Derogations from nutrient profiles are in 
fact already set in the EC draft, e.g. nutrition claims referring to the reduction of fat, sugar and 
salt/sodium. The concept of nutrient profiles, although not mentioned as such in Codex, has its 
correspondence in the Codex guidelines on nutrition and health claims, by a boxed preamble 
addressing national health policy including nutrition policy and some paragraphs dealing with 
conditions e.g. Health claims should have a clear regulatory framework for qualifying and/or 
disqualifying conditions for eligibility to use the specific claim, including the ability of 
competent national authorities to prohibit claims made for foods that contain nutrient or 
constituents in amount that increase the risk of disease or an adverse health-related condition. 
The health claim should not be made if it encourages or condones excessive consumption of any 
food or disparages good dietary practice.” 

Once the draft regulation on nutrition and health claim is adopted it will be binding in the 
European Union (EU), i.e. there will be binding rules when nutrition claims and health claims 
are used. The use of both nutrition and health claims is a voluntary system. 

Codex guidelines are not binding for the Codex member countries, but countries can adopt them 
in their national legislation. Codex guidelines and standards tend to be more and more important 
in the world trade.  

Most of the general principles, general conditions etc in the EC draft has a correspondence in: 
the Codex general guidelines of claims, the Codex guidelines on nutrition and health claims and 
the Codex guidelines on nutrition labelling 

The experiences from the EC countries with on-going activities such as Codes of Practice and 
guidelines as well as the experience from Canada, US and Japan were crucial for the progress in 
the Codex work with nutrition and health claims. In total four yearly (2000-2003) working 
groups only dealing with health claims were held. The Codex working groups categorized and 
defined health claims and presented ways to differ between prevention claims and reduction of 
disease risk claims. 
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In the Codex guidelines on nutrition and health claims there are wordings on national 
acceptance, but Codex cannot oblige countries to introduce authorisation procedures. The 
guidelines held the door open for different systems when it comes to authorisation.  

National health policies are stressed in the boxed preamble of the guidelines of nutrition and 
health claims as well as in the conditions for use. The comparison in section 3.3 shows that 
Codex also imply some kind of acceptance: "Any health claim must be accepted by or be 
acceptable to the competent authorities of the country where the product is sold". 

Different levels of restricting advertising and other commercial communication directed to 
children can be perceived in the debate. Some levels of restriction would hinder commercial 
communication on healthy choices for children, which might be useful when trying to reduce 
obesity or attract children who refuse to eat. A ban on nutrition and health claims directed to 
children would not, as such, hinder commercial communication without nutrition and health 
claims directed to children, e.g. on candy, chocolate and softdrinks. 

Although, conditions for claims on cholesterol are included in the Codex guidelines, the 
European Commission (hereafter "the Commission") did not include such claims in their 
original proposal (2003/0165 COD). The main reason behind this is that the cholesterol content 
in food is subordinate to fat content and fat quality and can therefore be misleading. 

While Codex was working with conditions for nutrition and health claims, scientific criteria for 
health claims were considered in a concerted action called FUFOSE between 1995-1998. After 
that the Council of Europe dealt with scientific criteria between 1998-2001. The Commission 
concerted action programme, PASSCLAIM (Process for the Assessment of Scientific Support 
for Claims on Foods) coordinated by ILSI Europe was run between 2001 – 2005 and their 
recommendations have been published in European Journal of Nutrition. 

Codex is still working with scientific criteria. It is unlikely that scientific criteria would be 
included in legislation. It has been expressed by the Commission that guidelines seem to be the 
appropriate place. EFSA shall publish detailed guidance to assist applicants in the preparation 
and the presentation of their applications. Such guidance might include scientific substantiation. 

Two important questions are “Who can make use of rules for nutrition and health claims and 
what are the benefits for different groups”? The EC draft regulation on nutrition and health 
claims, the draft regulation on addition of vitamins, minerals and certain other substances 
together with an amended directive on nutrition value declaration have been mentioned as a 
“trilogy” of important rules to enhance the possibility for consumers to make wise choices. 

It is generally concluded that harmonisation will considerably increase legal certainty for 
involved parties (e.g. consumers and food business operators as well as governments). 

The “light claim” is an example where some re-evaluation of the Codex conditions is needed. 
The same light claim in the EC draft would need further consideration. Maybe one way to deal 
with that dimension is to link the condition for light (of 30 % reduction) also to the energy 
content of the product (e.g. light products have also to comply with the conditions for “low 
energy”). 

Future activities (from 2006 – 2017) are listed in a table with a hypothetical date for the entry 
into force as guidance. 
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INTRODUCTION 

The European Parliament Committee on Environment, Public Health and Food Safety has 
requested a written briefing on some aspects of nutrition and health claims. The briefing should 
address in particular the following questions: 

• the development of nutrition claims and health claims within the CODEX system and 
the EC, including an explanation of what these claims are. 

• what is currently the availability of data / accepted methodologies for scientific 
substantiation of claims and is there/will there be a difference between CODEX and 
EC. 

• different benefits for different groups (e.g. consumers, companies, governments, 
research) 

• what is left to settle - important issues to focus on in the future 

The present policy brief, which was prepared by Kristina Sjölin, deals with these four questions. 

Codex, a UN body for legislation of foodstuffs, had considered claims in general and adopted 
guidelines as early as 1979. Guidelines for nutrition claims were adopted 1997. Guidelines for 
nutrition and health claims were recently adopted (2004). 

On 18 July 2003, the Commission presented a proposal for a Regulation of the European 
parliament and of the Council on nutrition and health claims made on foods1. The proposed 
regulation will apply for labelling, presentation and advertising of foods. It has to be kept in 
mind that it is voluntary to put claims on the label or using them in presentation and advertising. 

One of the reasons why the Commission brought forward the proposal in July 2003 could be the 
results of the progress in Codex, i.e. a forthcoming worldwide agreement what health claims are 
and what conditions should be met to permit health claims. The possibilities to succeed with the 
difficult task to introduce community rules on nutrition and health claims were much larger 
when a Codex agreement on the issues was foreseen in the near future. 

A Common position of the Council was reached on 8 December 2005 for this proposed 
regulation as well as another proposed regulation, Regulation of the European Parliament and of 
the Council on the addition of vitamins and minerals and of certain other substances to foods2 
(“EC draft regulation on fortification”). These two regulations are closely interlinked. 

In short, foodstuffs may be fortified, but may not bear nutrition and health claims if certain 
nutritional conditions that would be specified later are not fulfilled (article 4 on nutrient 
profiles). To solve problems with other substances that might pose a risk, the Commission had 
included a chapter on other substances in the draft regulation on fortification. 

                                                 
1  2003/0165 (COD) 

2 2003/0262 (COD) 
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1 WHAT IS CODEX? 

The Codex Alimentarius is a collection of internationally adopted food standards presented in a 
uniform manner and elaborated within the FAO/WHO Food Standards Programme. 

The purpose of the FAO/WHO-programme is protecting the health of the consumer and 
ensuring fair practices in the food trade.  

Codex standards and related texts are not mandatory. Nevertheless they serve as a benchmark 
when there is a trade dispute in the World Trade Organization (WTO). It does not matter 
whether it is a standard or a guideline, both serves as benchmarks. Two agreements related to 
WTO are of specific interest: the agreement on Technical Barriers to Trade (TBT) and the 
agreement on Sanitary and Phyto Sanitary measures (SPS) respectively. TBT covers all kinds of 
measures in a standard or technical regulation. SPS applies when the purpose of the measure is 
to protect human, animal or plant life or health. In SPS Codex is specifically mentioned. In TBT 
Codex is not mentioned, but it is implied as “international standardisation organisations” are 
mentioned. 

The Codex Alimentarius Commission (CAC) is the decision making body, e.g. deciding to 
undertake new work or deciding to adopt a standard or guideline. It has 175 members including 
the EC. Several organizations participate in Codex as observers. In 2003 the European 
Community became member of Codex. Before that the Commission participated in Codex as an 
observer organization. 

FAO and WHO are the responsible UN organizations. These two are sometimes called the 
parent organizations of Codex. There are more than 200 standards and over 50 guidelines and 
Codes of practice elaborated by Codex. The Codex elaboration of standards follows an eight- 
step procedure, mostly involving two opportunities for members and interested international 
organizations to comment on all aspects: 

• Codex committees (20 different) meet generally 1 week/year 
• Working groups sometimes before and/or during the meeting 

• Agreement by consensus 

• The Committee makes proposals on further actions 

• Report adopted the last day, published about four weeks later 

• Final decision by CAC 

The CAC are committed to revision of texts to ensure that they are consistent with and reflect 
current scientific knowledge and other relevant information. E.g. the general guidelines on 
claims were revised 1991. 

The work on nutrition and health claims is related to two Codex committees: the Codex 
Committee on Food Labelling (CCFL) and the Codex Committee on Nutrition and Foods for 
Special Dietary Uses. (CCNFSDU) 

Sources: Codex procedure manual and information from Eva Lönberg, 2005 
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2 DEFINITIONS 

Comprehensive explanations and definitions are given in this section. Detailed definitions are 
listed alphabetically in Appendix 1. 

2.1 Definitions and concepts 

There are many types of claims, where health claim is one category. Health claims are often 
linked to the concept of “Functional foods” although health claims could appear on traditional 
foods as well as innovative products. There is no uniform legal definition of the concept 
“Functional foods”. Usually the term covers foodstuffs with documented health effects beyond 
the physiological effect that normally are perceived with nutrients. The Commission Concerted 
Action on Functional Food Science in Europe (FUFOSE), presented a working definition for 
functional foods in their Consensus document (FUFOSE 1999). That long working definition 
(see appendix 1), shows the complexity of the concept and that it is not suitable to include a 
definition of functional foods as such in legislation. It is of importance that health claims are 
clearly distinguished from medicinal claims. Medicinal claims have to do with medicines and 
their use in prevention, alleviation, treatment or cure of a disease, disorder or particular 
physiological condition. Such claims are prohibited on foods both in Codex and the European 
Union. According to the last years’ discussions the dividing line has been put between reduction 
of disease risk claims and medicinal claims (see Table 1). 

Table1: The hierarchy of facts and claims 

1. NUTRIENT VALUE DECLARATION  

2. NUTRITION CLAIMS  

HEALTH CLAIMS: 

3. Nutrient function claims 

4. Other function claims (formerly called enhanced function claims) 

5. Health promoting claims 

6. Reduction of disease risk claims (contributes, helping, may, can, might help) 
without mentioning a disease 

7. Reduction of disease risk claims (contributes, helping, may, can, might help) 
mentioning a disease 

MEDICINAL CLAIMS: 

8. Medicinal claims saying that a product prevents or protects against a disease   

9. Medicinal claims saying that a product treats, cures, alleviates (etc.) a disease 
 

Source: Author’s modification from Swedish National Food Administration. Report 6-2000. 

The nutrient value declaration is a factual representation of at least the content of energy, 
protein, carbohydrates and fat. At present a nutrient value declaration is not obligatory for all 
foods, but for foodstuffs for particular nutritional uses. The rules on Nutrient value declaration 
are harmonised by the directive 90/496/EEC, which the Commission has far going plans to 
revise. The Commission hopes to distribute a proposal within the period of the second reading 
of the proposal on nutrition and health claims (Information from Mathioudakis 2005). 
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The presentation becomes a nutrition claim when e.g. the energy or fat content is described as 
“low energy” or “low fat”. 

Nutrient function claims go a bit further and relate the content of nutrients to a function in the 
body, e.g. “Calcium aids in the development of strong bones and teeth”. 

Other function claims go even further than the nutrient function claims and could e.g. relate to 
improved bone density. 

The three claims (5-7) above the dividing line to medicinal claims have to do with diet and 
health relationships with or without mentioning a disease. 

For further examples see Appendix 2. 

A claim referring to a single food is product specific. The claim cannot be generalized to other 
similar products unless acceptable supporting evidence is provided. E.g. a specific 
brand/proprietary product of fruit juice. 

A claim of a general nature is called generic. The claim may be applied to any diet, food 
category or food product, provided that it meets the criteria for the claim. E.g. based on food 
groups, fruits and vegetables. 

To avoid product specific claims (attributing properties to one single food) health claims can be 
presented in two steps, the two step principle. In this concept the claim must be formulated in 
two parts: the first part of the claim consists of information about the generally accepted diet-
health relationship (or connection between diet and a reduced risk of disease), and is followed 
by relevant information on the composition of the product (see Appendix 2 for examples). One 
of the main rules in this concept is that claims based on the fact that a certain product has a 
specific effect should not be made. In the conditions for health claims in Codex, it is stated that 
health claims must consist of two parts. 

2.2 What are Nutrient profiles? 

“Nutrient profiles” is a key-issue for the Commission. Further on the Commission has said that 
it is a concept that needs time. The work will start once the regulations have been adopted. 
Firstly, the system will be elaborated. Secondly, exemptions will be considered. 

Derogations from nutrient profiles are in fact already set in Article 4 paragraph 2, embracing 
nutrition claims referring to e.g. the reduction of fat, sugar and salt/sodium. 

Example: Let’s say that a manufacturer has reduced the salt content in potato crisps. The 
derogation in Article 4 paragraph 2 would enable the manufacturer to claim “reduced salt” even 
though potato crisps are high in fat. 

There is a link between the draft regulation on nutrition and health claims and the draft 
regulation on fortification. In short, you may fortify, but you may not make nutrition and health 
claims if the nutrient profile is not the right one. The Commission believes that nobody will 
fortify a product if they cannot make claims. Nutrient profiles will thus be expected to hinder 
addition of vitamin and minerals to candy. 
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The General principles for the addition of essential nutrients to foods in Codex states that 
addition of essential nutrients to foods should not be used to mislead or deceive the consumer as 
to the nutritional merit of the food. 

Claims have the potential to attract consumers to buy a particular product. Therefore attractive 
claims should be preserved for products that are suitable because of its nature or that do not 
encourage dietary habits harmful to health. Claims should never imply that a food has a 
healthier image than is actually the case. (BEUC 2001). 

The author maintains that the concept of Nutrient profiles is fundamental. Nutrition and health 
claims deal with nutrition and health, so why should not nutrition and health policies within the 
EC be taken into account? The concept is not new. It is applied in the US, in some Member 
States and also by the industry. Codex clearly states the relation to nutrition and health policies 
in the guidelines on nutrition and health claims. See also section 3.3. 
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3 THE DEVELOPMENT OF NUTRITION CLAIMS AND HEALTH 
CLAIMS WITHIN THE CODEX SYSTEM AND THE EC 

Many EC countries contributed constructively to the progress of guidelines on nutrition and 
health claims in Codex. The development in Codex then paved the way for the EC in elaborating 
legislation in this area.  

Before Codex embarked on guidelines on health claims guidelines on claims in general were 
adopted as early as 1979. An initiative to start working with nutrition claims in Codex was taken 
in 1989 (ALINORM 89/22). This year the EC had adopted a directive on Foodstuffs for 
particular nutritional uses (89/398/EEC) and the next year a directive on Nutrition value 
declaration (90/496/EEC) dealing i.a. with nutrition claims. The Codex guidelines on claims 
were revised in 1991 when also a first draft on nutrition and health claims was presented,  
“Proposed draft general guidelines on nutrition and health claims for food labelling”, which 
covered all foods. The purpose was to supplement the Codex general guidelines on claims. This 
first draft introduced mandatory nutrition labelling for foods with nutrition or health claims. 
Conditions on “Claims related to dietary guidelines and healthy diets”, “Claims for the role of 
essential nutrients in human health” and “Claims for nutrient content”, “Comparative claims” 
and an Annex suggesting conditions for, “low energy”, “low fat”, “fat free” etc were included. 
Health claims related to reduction of disease risk claims were, however, prohibited in the first 
draft. 

Following the development in Japan, the US and also Sweden (where a Self-regulating 
programme on health claims in labelling and marketing of food products was developed 1990) 
claims on foods were discussed in the EC in the early nineties. The Commission had no 
intention to make specific proposals for functional foods and meant that some of those might fall 
under the directive on foodstuffs for particular nutritional uses (sometimes called the dietetic 
directive or parnut directive) 89/398/EEC (Information from Mathioudakis 1993). 

Codex adopted guidelines on nutrition claims in 1997. It was decided not to include health 
claims at that stage as further consideration was needed. The work on health claims went on and 
the main Codex work took place in four working groups in the Codex Committee on Food 
Labelling (2000, 2001, 2002, 2003) dealing specifically with health claims. 

While Codex was working with this, health claims were also considered in a concerted action 
called FUFOSE between 1995-1998. After that the Council of Europe dealt with scientific 
criteria between 1998-2001. See section 4 and 7. 

In the EU the views on health claims differed very much. A few Member States did not want to 
introduce health claims, especially health claims involving diseases. Many Member States 
(Belgium, Finland, France, the Netherlands, Spain, United Kingdom, Sweden and Austria) 
already in 2000 had Codes of practice, guidelines or other systems dealing with health claims 
(Swedish National Food Administration, 2000). Further exploring the early experiences from 
these countries might be an inspiring way forward whether it has to do with lists of permitted 
claims or control issues. 
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In 1999 DG SANCO assigned a consultant company, Hill and Knowlton, to carry out a study on 
the application of claims in the European Union. The study was carried out in the second half of 
1999 and was presented in April 2000. As much as 400 pages covered country practices (EU 
and its Member States, the United States and Canada). The consultant company suggested that 
nutrition and health claims needed to be better regulated at the EU level. In summary they 
suggested that three directives should be amended (misleading advertising directive, food 
labelling directive, nutritional labelling directive) and also suggested an EU wide information 
campaign to educate consumers. 

One part of the recommendations in the study was to amend the food labelling directive 
(79/112/EEC) in the following aspects: 

1. to provide a definition of “health claim” and 

2. to amend Article 2 (with the restrictions on prevention claims etc) in order to allow 
certain types of “health claims”. With reference to Codex both enhanced function claims 
and reduction of disease risk claims were recommended to be allowed. 

3. requirement for scientific substantiation 

4. a generic list with allowed claims 

5. a notification procedure for innovative claims (product specific claims) 

Another part of the recommendations was to amend the directive on nutrient value declaration 
90/496/EEC and there introduce Codex guidelines on nutrition claims 

The commission made a discussion paper on Nutritional Claims and Functional Claims 2001 
and got plenty of comments from EU Member States, one third country (Norway), consumer 
groups, industry, retail- and distribution chains. Both the study from Hill and Knowlton and the 
comments on the discussion paper gave very useful input for the Commission and other 
interested parties how to proceed. 

3.1 Proceedings in Codex Working Groups 

The proceedings in Codex can be followed through the official reports from the meetings, the 
“ALINORMs”. The following text is also based on the author’s observations at the meetings in 
the Codex Committee on Food Labelling (CCFL) between 2000-2003. 

Substantial progress was made in the CCFL working group 2000: a definition of health claims 
(that still is valid in Codex) including nutrition function claims as a part of health claim, 
defining enhanced function claims and reduction of disease risk claims. The difference between 
prevention and risk reduction was discussed and examples involving the two step principles 
were added in connection to the definitions. The CCFL decided 1998 to request the CCNFSDU 
to start elaborating criteria for scientific substantiation (ALINORM 99/22) 

To facilitate the process in developing guidelines on health claims in Codex an intermediate 
table was compiled, explaining the different types of claims with the two-step principle. This 
table was not included in the subsequent versions as such a table might imply that the 
exemplified claims were specifically approved by Codex, but appeared in the draft guidelines 
presented in the ALINORM-report 2001. Anyhow that table is useful when discussing different 
types of claims, see Appendix 2. 
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In 2002 the Codex Working group agreed on the definition of “reduction of disease risk claims”. 
The final discussions were held in 2003 and the guidelines were adopted in 2004. 

Parallel to the Codex Work the Commission convened a Working group on nutrition and health 
claims in July 2002 and the Council working groups started in July the next year. So far 23 
Council working groups (July 2003 – February 2005) dealing with nutrition and health claims 
have been held. 

3.2 Key-issues 

It leads too far to present all the discussions in Codex from 1989 and onwards. The following 
section will focus on the key-issues related to health claims and the discussions that were 
important for arriving at consensus:  

1. Nationally or globally, reference to national health and nutrition policies 

2. Distinction of prevention and risk reduction 

3. Good or bad food/context of the total diet/single food 

4. Infant and baby foods 

5. Psychological claims 

6. Pre-market approval 

7. Monitoring 

Although the guidelines on nutrition and health claims have been adopted in Codex, some issues 
are still considered, i.e. scientific criteria (mainly in CCNFSDU) and advertising issues (mainly 
in CCFL). 

3.2.1 Nationally or globally, reference to national health and nutrition policies 

One key-issue in Codex has been whether health claims should be dealt with nationally or 
globally. The Consumer International declared that their position always had been that health 
claims shall not be determined on a global level and they must help the consumer (CCFL 2000). 
Several delegations and observers expressed their concern on health claims, as it would greatly 
mislead and confuse the consumer on their relevance, especially if provided without appropriate 
consumer education programmes. A good compromise was reached in the text, following the 
example of the already adopted guidelines on nutrition claims which said that “nutrition claims 
should be consistent with national nutrition policy and support that policy. Only nutrition claims 
that support national nutrition policy should be allowed”. A similar but broader text on health 
claims was included to address the nutrition and health policy importance, but there was one 
objection saying that national health policies should be consistent with international trade 
obligations (CCFL 2000). 

In CCFL 2002 the US supported by two countries, some industry organisations and the Food 
Law Association wanted to delete the reference to national nutrition and health policy and only 
refer to science as they thought it otherwise would hinder international harmonisation. A 
majority of countries and consumer organisation, however, opposed to this as they thought it 
would lead to misleading health claims (CCFL 2002). 
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3.2.2 Distinction of prevention and risk reduction 

Attributing to any foodstuff properties of preventing, treating or curing a human disease or refer 
to such properties is not allowed (article 2.1 in Directive 2000/13 on labelling, presentation and 
advertising of foodstuffs). Nevertheless the proposal presented by the Commission in July 2003 
included a definition of reduction of disease risk claims, an exemption to article 2.1 in the 
labelling directive and an authorisation procedure for reduction of disease risk claims. The 
ground had been prepared by the study of Hill and Knowlton and their recommendation. Even 
more the discussion about prevention and reduction of disease risk claims in Codex had paved 
the way. 

In the EC Council working groups the annex with nutrition claims, was extensively discussed. 
There was no discussion about including an additional annex with diet-health relationships 
related to reduction of disease risk claims, similar to the relationships that already have been 
elaborated in some countries (see the suggestion by Hill and Knowlton number 4 and Appendix 
3). It has to be kept in mind that when the Commission made its proposal in July 2003 the 
Codex guidelines on nutrition and health claims had not been adopted. The Commission was 
influenced by the situation in the medical sector and did not want to see a mix of medical claims 
and claims on foods. The Commission once expressed that the use of logotypes from heart 
associations are at present not allowed, as heart symbols in the labelling could be regarded as 
medical claims (Council Working group January 2004). Further discussions, however, point in 
an allowing direction (article 11 and article 27 paragraph 4 in the EC draft). 

Codex discussions 

Several delegations and the EC pointed out that their national legislation did not allow 
the use of claims related to prevention, cure and treatment of disease but that debates 
were going on regarding relationships between health and diet. (ALINORM CCFL 
1998). 

− US pointed out that diseases were included in their rules on health claims. They 
said that prevention has to do with medicine, but risk-reduction could be applied 
on foods, and presented a rather long definition in CCFL 2000. 

− Sweden claimed that a two-step principle could be a way to handle reduction of 
disease risk claims and favoured a short definition. This was supported by the UK 
representative who said that the two-step principle could be a sensible way to 
proceed (useful, not product specific and therefore objective).  

− Germany said that all prevention claims are prohibited and they were worried 
about the effects of allowing reduction of disease risk claims. They could not see 
the difference between prevention and risk-reduction and thought the consumer 
might get confused.  

− Belgium supported the proposal with the two-step principle, but the industry did 
not want to restrict reduction of disease risk claims only to the two step principle 
as they thought it would hinder product development. 
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− UK gave two examples saying prevention will guarantee something to 100 % 
while risk reduction would be less than 100 %, and a safety belt can reduce the 
risk in car accidents but cannot prevent accidents to happen. See also Appendices 
2 and 3.  

The discussion of this item in CCFL 2000 (to which all indents refer) however ended up 
with support for the two step principle by several countries, the chair and the CIAA. 
Only three countries were negative to reduction of disease risk claims. 

3.2.3  Good or bad foods, context of the total diet/single food 

In CCFL 2000 some countries and consumer organisations wanted to include a condition that 
“Health claims should not be made for foods that contain a nutrient in amounts that may 
increase the risk of disease or a health related condition”, e.g. an ice-cream with a lot of 
calcium but also a lot of fat should not have the claim “gives you strong bones”. There was 
sympathy for the concept but the US claimed that an absolute ban would be to go too far. Also 
the observer from EC said such a condition would not work in all cases. The UK said that what 
is unhealthy in one country might not be unhealthy in another country. Therefore they suggested 
that there should be an ability for competent authorities to prohibit health claims for foods 
containing amounts that increase the risk of disease, a wording that pleased the consumer 
organizations. This dimension is also the idea behind nutrient profiles. 

A ban on health claims for beverages containing more than a certain volume of alcohol was not 
included in Codex. It was discussed at a late stage (2003) and there was not enough support for 
it. It has to be kept in mind that the reference to national nutrition policies would embrace such 
concerns in Codex. 

The context of the total diet was considered to be of utmost importance and is thus reflected in 
the definition of other function claims as well as the reduction of disease risk claims. See 
appendix 1. In the Codex conditions for label or labelling of food bearing health claims there 
should also appear information on “how the food or food constituent fits within the context of 
the total diet”. 

In 1998 the CCFL agreed that health claims should not refer to one single food in any case. The 
health claims should be placed in the context of the total diet and should be substantiated by 
scientific evidence. The earlier draft proposal had examples like “X bran lowers blood 
cholesterol levels”, “X fish oil lowers serum triglycerides…” but those examples were suggested 
to be deleted. Such claims are product specific. Codex chose to relate the examples to the two 
step principle instead of product specific claims. 

3.2.4 Infant and baby foods 

The consumer organisations (e.g. International Baby Food Action Network, IBFAN) currently 
stress the importance of not allowing health claims on infant and baby foods as the allowance of 
such claims would counteract the protecting, promotion and support of breastfeeding. 

The compromise found in Codex was to prohibit nutrition and health claims for infant and baby 
foods “except where specifically provided for in relevant Codex standards or national 
legislation.” (Codex guidelines on nutrition and health claims 2004) 
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From a legal point of view, baby foods are those in table 2 and their subcategories, to be 
distinguished from ordinary foods appreciated by children or directed to children e.g. breakfast 
cereals, “Kinderbar” (a brand of chocolate) “Kinderegg” and snacks. 

It is important to distinguish between a ban on nutrition and health claims on “ordinary foods 
directed to children” and prohibiting such claims on “infant and baby foods” for which the rules 
in table 2 apply. 

Table 2: Rules on baby foods in Codex and the EC. Rules that are under revision are marked with asterisks 

 Codex Standard EC Directive 

Labelling of and Claims for Pre-packaged Foods for 
Special Dietary Use 

Foodstuffs intended for particular 
nutritional uses 

Infant formula * 

Follow-Up Formula 

Infant formulae and follow on 
formulae * 

Processed Cereal-Based Foods for Infants and 
Children * 

 

Infants and 
children in good 
health 

Canned Baby Foods 

Processed cereal-based foods and 
baby foods for infants and young 
children 

Sick children Labelling of and Claims for Special Medical Purposes Dietary foods for special medical 
purposes 

Source: author’s compilation from EC directives and Codex standards. 

Nutrition and health claims on infant formula in the EC 

When it comes to nutrition and health claims on infant and baby foods there are only a 
few ones permitted in the EC legislation. The nutrition claims are listed in an annex to 
the Commission directive on infant formula and follow-on formula and the only claim 
that can be perceived as a health claim appears in an amendment of that directive. The 
nutrition claims are: adapted protein, low sodium, sucrose free, lactose only, lactose free 
and iron enriched. (91/321/EEC) 

The only claim perceived as a health claim, as it attributes to “reduction of risk”, is: 
“Reduction of risk to allergy to milk proteins. This claim may include terms referring to 
reduced allergen or reduced antigen properties” Directive 96/4/EC amending 
91/321/EEC 

Claims like: “nucleotide helps the immuno-system”, “good for the brain and eye 
development”, “closer than ever to breast milk” are not allowed (Commission 
representative at Working group meeting on infant formula 20 January 2006).  

Revision of infant formula provisions in the EC and Codex 

Six Commission working groups have been held dealing with the revision of the 
directive on infant formula and follow-on formula (October 2003 – January 2006). 

Codex is working with a revision on the infant formula standard since 1995. 
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In addition to e.g. compositional criteria the wordings on claims in the section of 
labelling, are still open for discussion: 
 
”9.1.6 Products containing not less than a certain amount of iron shall be labelled 
“infant formula with added iron”. 
”9.6.6 No nutrition and health claims shall be made regarding the dietary properties of 
the product.” (CCNFSDU 2005) 

In the draft revised Codex standard on processed cereal based foods, the current wording 
on claims is: 
 
“Taking into account paragraph 1.4 of the Guidelines for Use of Nutrition and Health 
Claims, nutrition claims may be permitted under national legislation for the foods that 
are the subject of the standard provided that the have been demonstrated in rigorous 
studies with adequate scientific standards.” (CCNFSDU 2005) 

A reference to the Codex Guidelines for use of nutrition and health claims is also given 
in the labelling section of the two Codex draft standards. 

Instead of a total ban for health claims, the Commission has suggested a centralized 
authorisation procedure for health claims on infant formula, where the applications 
shall be submitted to the Commission (preliminary working document that does not 
necessarily reflect the views of the Commission, 2005). The procedure is suggested to 
involve EFSA similar to the EC draft on nutrition and health claims. 

One member state has said that a ban for nutrition and health claims on infant and baby 
foods would discriminate such foods. Instead of choosing a follow-on milk maybe 
ordinary milk would be chosen too early than is recommended. On the other hand, 
claims on infant and baby food is a very controversial area as such claims might 
counteract with breastfeeding practices.  

Article 6 in the framework directive 89/398/EEC on foodstuffs for particular nutritional 
uses is sufficient. Companies are not prevented to disseminate any useful information or 
recommendations exclusively intended for persons having qualifications in medicine, 
nutrition or pharmacy.  

Health claims on infant formula would undermine the restrictions made for advertising 
in article 8 paragraph 1 of directive 91/321/EEC. 

Restriction on which level? 

Different levels of restricting advertising and other commercial communication directed 
to children can be perceived in the debate (see table 3 for an illustration). 
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Table 3 Different levels of prohibiting commercial communication: 

A. All types of products directed to children 

B. All types of foodstuffs directed to children 

C. All nutrition and health claims made on foods directed to children 

D. All nutrition and health claims on infant and baby foods directed to parents 

Source: author 

The levels A-C would also hinder commercial communication on healthy choices for 
children. That might be useful when trying to reduce obesity or attract children who 
refuse to eat, e.g. bicycles and physical activity; certain foodstuffs as healthy choices. 

A disadvantage of level C is that it would not hinder commercial communication without 
nutrition and health claims directed to children, e.g. candy, chocolate and soft drinks. 

Borderline problems and children 

One main objection to introduce a ban on nutrition and health claims directed to children 
is the difficulty in drawing a strict borderline between a message directed to children and 
a message directed to parents. 

The term “children” is also vague. Would the ban consider small children (below three), 
pre-school children, children who could read and also adolescents? In Sweden the 
paediatricians follow their patients until they are 18 years old. Would a prohibition 
directed to children include also the upper teenagers? One member state has suggested 1) 
to define children as persons under the age of 15; 2) not to direct nutrition and health 
claims to children as their inexperience shall not be exploited. Other Member States have 
said that claims can be positive, and, children as well as adults can read them. Those who 
are against claims directed to children point out examples as “Iron keeps you active the 
whole day without getting tired in school” 

Maybe it is premature to introduce an overall prohibition on nutrition and health claims 
directed to children. One member state has even said such a prohibition could be 
potentially dangerous. The responses on the Green Paper “Promoting healthy diets and 
physical activity: a European dimension for the prevention of overweight, obesity and 
chronic diseases” (European Commission 2005) might give some advice. 

Maybe encouragement of Codes of conduct and looking into different national solutions 
(e.g. United Kingdom) could be a way forward.  

3.2.5 Psychological functions 

In the Codex work it was suggested that the definition of enhanced function claims (now called 
other function claims in Codex) should include beneficial effects on physiological or 
psychological functions or biological activities, but it was expressed that such claims were not 
clear enough and it was considered hard to test the effects (CCFL 2000).  
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The EU was against including psychological functions at first, but one member state later said if 
they are included we have the possibility to also regulate them. In 2003 the reference to 
psychological function was deleted. The final definition of these claims related to “normal 
functions or biological activities” and did not specifically mention psychological functions. The 
author maintains that it could be interpreted that psychological functions could be regarded as a 
part of the normal function. 

3.2.6 Allowing health claims or not. Pre-market approval. 

The overall question of allowing health claims or not was considered to be a very difficult issue. 
Many countries did not allow them. Even though they were not allowed, debates were going on 
in many countries and some countries had established Codes of Practice. 

IACFO wanted to include a specific prohibition of product specific claims and also to include 
the concept of pre-market approval of health claims. But several delegations pointed out that this 
was not necessary due to the wording “any health claim must be accepted by or be acceptable to 
the competent authorities of the country where the product is sold” in the conditions (7.1.2). 

Many countries wanted to cover different ways for national authorities to deal with health 
claims, all the way from notification to authorisation. Those countries that were in favour of 
authorisation wanted to have that system in Codex as well. It should be noted that, Codex 
standards and guidelines are not mandatory. Codex cannot impose authorisation systems on 
member countries. Belgium pointed out that it was important to hold the door open for different 
systems and not include a text which stated that an authorisation is the only way. Switzerland 
said that flexibility must be involved and how to signal acceptance must be up to each country. 
Sweden said that the boxed preamble naming national nutrition and health policies already dealt 
with this. Flexibility is needed. 

Consumer International said there must be a pre-market approval. They had clearly stated in 
CRD 15 May 2000, CCFL that health claims must be prior approved by the competent national 
authorities based on the findings of a scientific consensus. 

3.2.7 Monitoring 

In the Codex work it was suggested that the scientific substantiation should be monitored and 
also the impact on consumer’s eating behaviours. One country said it was more important to do 
the evaluation before the products are put on the market and that there should not be necessary 
to do it afterwards. They also said that the first condition must be that the food and its claim is 
safe. 

3.3 Comparison Codex / EU 

Once the draft regulation is adopted it is binding in the EU, i.e. there will be binding rules when 
nutrition claims and health claims are used. It is important to point out that the use of both 
nutrition and health claims is a voluntary system. 

Codex guidelines are not binding for the Codex member countries, but countries can adopt them 
in their national legislation, which is often the case especially for developing countries. 
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Codex guidelines and standards tend to be more and more important in the world trade. 

The comparison relates to the EC draft proposal (common position document 9858/05 8 
December 2005) and the correspondence to relevant Codex guidelines. To facilitate the reading 
the order is in principle the same order as in the EC draft proposal. 

Scope 

In Article 1 paragraph 2 in the EC draft it is clearly stated that the regulation will 
cover labelling, presentation and advertising. In Codex the coverage of advertising 
depends on whether it is “…required by the authorities having jurisdiction, in 
advertising” or not. 

Definitions  

The types of nutrition and health claims are in principle the same, but with some 
discrepancies. Both Codex and the EC have nutrition and comparative claims. The 
EC draft has two main subcategories of health claims: reduction of disease risk claims 
and other health claims than those. In Codex the latter category is divided into two: 
nutrient function claims and other function claims (formerly called enhanced function 
claims). To the author’s opinion the EC wording seems more appropriate. Table 4 
shows the main differences  

Table 4 Comprehensive summary of the different nutrition and health claims in Codex and EU: 

Codex EU 

Nutrition claims, Nutrient content claims 
all types; 
Listed in an Annex 

Nutrition claims 
beneficial; 
Listed in an Annex 

Nutrient comparative claims Comparative nutrition claims 

Nutrient Function claims 

Other Function claims 

Other health claims than reduction of disease risk 
claims 

Reduction of disease risk claims Reduction of disease risk claims 

Source: author’s compilation 

General principles for all claims (in article 3 of EC draft) 

a) The EC wording “false, ambiguous or misleading” has its correspondence in the 
Codex general guidelines on claims paragraph 1.2 although ambiguous is not 
mentioned in those Codex guidelines. 

b) The EC wording “give rise to doubt about the safety and/or the nutritional adequacy 
of other foods” has its correspondence in the Codex general guidelines on claims 
paragraph 3.5.  
Examples: To say that mineral water is better than milk from a nutritional point of 
view by saying “The less milk we drink the better for people and cattle” or 
to say that soft bread should be avoided in favour of hard bread. 
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c) The EC wording “encourage or condone excess consumption of a food” appears in 
the Codex guidelines on nutrition and health claims as a condition only for health 
claims (paragraph 7.2). Example: It could be difficult for the average consumer to 
understand and apply the claims. If a consumer pays too much attention to claimed 
benefits of vitamin A it might lead to an excessive intake of that vitamin. This would 
not be feasible as vitamin A is a vitamin where the gap between the recommended 
intake and the upper tolerable level is narrow. 

d) The EC wording “state, suggest or imply that a balanced and varied diet cannot 
provide appropriate quantities of nutrients in general.” Corresponds to the 
prohibition in the Codex general guidelines on claims (paragraph 3.2). 

e) The EC wording “exploit fear in the consumer” appears in the Codex general 
guidelines on claims (paragraph 3.5). 

Nutrient profiles 

In article 4 of the EC draft the concept of nutrient profiles is introduced. 

The link to nutrition and health policies are shown in the Codex guidelines on nutrition 
and health claims in the boxed preamble and in some paragraphs dealing with conditions 
(7.1.2, 7.2) and claims related to dietary guidelines or healthy diets (8.1, 8.4). 

The Codex guidelines start with reference to national health and nutrition policies saying 
“Health claims should be consistent with national health policy, including nutrition 
policy, and support such policies where applicable…”. 

Especially these paragraphs in Codex could be seen as justifications for nutrient profiles: 

“7.2 Health claims should have a clear regulatory framework for qualifying and/or 
disqualifying conditions for eligibility to use the specific claim, including the ability of 
competent national authorities to prohibit claims made for foods that contain nutrient or 
constituents in amount that increase the risk of disease or an adverse health-related 
condition. The health claim should not be made if it encourages or condones excessive 
consumption of any food or disparages good dietary practice.” 

“8.4 Foods which are described as part of a healthy diet, healthy balance, etc, should 
not be based on selective consideration of one of more aspects of the food. They should 
satisfy certain minimum criteria for other major nutrients related to dietary guidelines.”  

Even though nutrient profiles are not mentioned in the Codex guidelines on nutrition and 
health claims, the above cited paragraphs indicate that there is a need for criteria based 
on nutritional considerations. 

A ban on health claims for beverages containing more than a certain volume of alcohol 
(1,2 %) is not included in Codex. This ban could be seen as a EU health policy 
consideration and Codex explicitly mention nutrition and health policies.  



IPOL/A/ENVI/2006-04 Page 17 PE 373.586 

General conditions 

In article 5 of the EC draft certain general conditions are given. In paragraph 1 they are 
linked to: 

a) Generally accepted scientific data. Conditions for health claims in Codex (paragraph 
7.1.1) 

b) Significant quantity in the final product (Codex guidelines on addition of essential 
nutrients to foods paragraph 3.4) 

c) Available to be used by the body (Codex guidelines on addition of essential nutrients 
to foods paragraph 3.5) 

d) Significant quantities can be expected to be consumed. Conditions for health claims 
in Codex (paragraph 7.1.3) 

e) Compliance with chapter III and IV as the case may be, i.e. the specific conditions 
for nutrition claims and health claims respectively. The reference to chapter III 
corresponds to paragraph 5.1 in Codex guidelines for nutrition and health claims (a 
reference to table of conditions). Chapter IV in the EC draft deals with the 
authorisation procedure, the EC draft construction for accepting health claims. 

Article 5 paragraph 2 of the EC draft provides that nutrition and health claims shall only 
be permitted if the average consumer can be expected to understand the beneficial 
effects expressed. In the principles of the Codex guidelines on nutrition labelling 
consumer understanding is mentioned. 

Paragraph 3 (reference to the food ready for consumption) has no correspondence in 
Codex guidelines on nutrition and health claims. There is rather a reference to the food 
as sold in section 6 of the Codex guidelines on nutrition and health claims. This is also 
the case in directive 90/496/EEC. 

Scientific substantiation for claims 

Article 6 in the EC draft has three paragraphs. Firstly, scientific substantiation which 
also applies for Codex. Secondly, the food business operator making a nutrition or 
health claim shall justify the use of the claim. In Codex this appears in paragraph 1.3 of 
the general guidelines on claims. Thirdly, Member States may request all relevant 
elements and data. This does not explicitly appear in the Codex guidelines on nutrition 
and health claims. 

Nutrient value declaration 

Article 7 in the EC draft implies that foodstuffs with nutrition or health claims must be 
labelled with a group 2 nutrient value declaration.  

Section 3 in the Codex guidelines on nutrition and health claims states that any food for 
which a nutrition or health claim is made should be labelled with a nutrient declaration in 
accordance with the Codex guidelines on nutrition labelling. 
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Nutrition claims 

Article 8: reference to nutrition claims in the annex. This reference corresponds to 
paragraph 5.1 in Codex guidelines for nutrition and health claims (a reference to table of 
conditions 

Comparative claims 

Article 9 in the EC draft uses the wording “comparative nutrition claims” while Codex 
uses “nutrient comparative claim”. The EC draft and Codex are similar but not worded 
exactly in the same way. To the author’s opinion the EC wording seems more 
appropriate. 

Specific conditions 

Article 10 is in many aspects an EC construction. Many of the Codex conditions in the 
guidelines on nutrition and health claims have been included, but not worded exactly the 
same (7.4, 7.4.7, 7.4.1, 7.4.3, 7.4.4). 

Authorisation or not 

Codex does not oblige countries to introduce authorisation procedures for health claims. 
The door has been left open for different system. These wordings in Codex imply that 
some kind of permit or acceptance is implied: 

”7.1 Health claims should be permitted provided that all of the following conditions are 
met..” 
”7.1.2  Any health claim must be accepted by or be acceptable to the competent 
authorities of the country where the product is sold.” 

The draft EC proposal includes an authorisation procedure for health claims. In practice 
all health claims have to be approved and listed, but the ways to approval differ. The 
difference depends on whether the health claims is a reduction of disease risk claim 
(Article 14 implies that all reduction of disease risk claims have to undergo the 
authorisation procedure in Article 15-18) or another health claim (see Article 13). 

The latter health claims may be made without undergoing the authorisation procedure 
referred to in Articles 15 to 18, if they are included in a list (Article 13 p. 3) and are 
based on generally accepted scientific data, and are well understood by the average 
consumer. 

How will they come on the list then? In Article 13 (2) it states that Member States shall 
provide the commission with lists of claims as referred to in Article 13 (1) i.e. 
”Health claims describing or referring to: 

(a) the role of a nutrient or other substance in growth, development and functions of 
the body, or 

(b) psychological and behavioural functions, or 
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(c) without prejudice to Directive 96/8/EC, slimming or weight-control or a 
reduction in the sense of hunger or an increase in the sense of satiety or to the 
reduction of the available energy from the diet 

Those lists shall be accompanied by the conditions applying to them and references to 
scientific justification. Once the Commission has received the lists (at the latest one year 
after the last day of the month of entry into force) it shall consult the Authority. The 
adoption shall be in accordance with a committee procedure involving the Standing 
Committee on the Food Chain and Animal Health (Article 24). 

Other health claims than reduction of disease risk claims will in two cases not undergo 
article 15 to 18, but committology procedure to be put on the list of permitted claims. 

Case 1:  Member States shall provide the Commission with such claims. EFSA is 
consulted. 

Case 2: Changes of the list based on generally accepted scientific data can be made and 
dealt with in committology. EFSA is consulted. Commission or Member States can ask 
for changes. 

There is a case 3 where the article 15 to 18 - procedure has to be followed also for other 
health claims than reduction of disease risk claims and that applies to newly developed 
scientific data and/or requests for the protection of proprietary data. 

National medical associations and health-related charities 

Article 11 on national medical associations and health-related charities. Not in Codex, 
but Codex allows national acceptance (paragraphs 7.1.2 and 7.2 in guidelines on 
nutrition and health claims). 

Restrictions of use of certain health claims 

Article 12 a in the EC draft is about banning claims that health could be affected by not 
consuming the food. Codex prohibits claims implying that a balanced diet or ordinary 
food cannot supply adequate amounts of all nutrients (3.2 general guidelines of claims). 
Further on there is a prohibition not to exploit fear in the consumer (3.5). Meaningless 
claims including incomplete comparatives and superlatives are listed as potentially 
misleading claims (4.1 in general guidelines of claims).  

Article 12 b in the EC draft is about a ban on making reference to weight loss. This has 
also a correspondence in the Codex Standard for formula foods for use in weight control 
diets. It goes even further in Codex and says that “The label and labelling shall not make 
any reference to the rate or amount of weight loss which may result from the use of the 
food or to a reduction in the sense of hunger or an increase in the sense of satiety”. 
(CODEX STAN 1994). Article 5 paragraph 3 in the EC directive on foods intended for 
use in energy-restricted diets for weight reduction (the “slimming directive”) has a 
similar wording as Codex (96/8/EC). 

Article 12 c in the EC draft includes a ban on claims relating to individual doctors or 
health professionals and other associations not mentioned in article 11. Not mentioned in 
Codex. 
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Article 13 Health claims other than those referring to the reduction of disease risk. This 
subcategory of health claims is included in Codex, but as two subcategories. 

Most of the EC draft is EC-constructions for acceptance or approval of such claims. The 
first part on generally accepted data is also found in Codex (paragraph 7.1.1) See also 
authorisation or not, above. 

Reduction of disease risk claims 

Article 14: Codex has reduction of disease risk claims, but whether they should be 
authorised or not are up to the national authorities. 

Article 15-28: are all EC constructions 

The Annex with Nutrition claims and conditions applying to them 

The annex in the EC draft is very much inspired by Codex, but has been expanded with 
additional nutrition claims. The nutrition claims in the EC draft are 

• Adopted in Codex, or 
• Under discussion in Codex, or 
• Not appearing in Codex at all 

A table relating the nutrition claims to the above categories above is given in Appendix 
4.  

Cholesterol claims 

Although, conditions for claims on cholesterol are included in the Codex guidelines, the 
Commission did not include such claims in their original proposal (2003/0165 COD). 
The main reason behind this is found in the Commission Discussion paper from 2001 
(paragraph 24): 

All claims relating to dietary cholesterol merit particular attention. Indeed, some have 
strongly argued that, since dietary cholesterol is not a major factor in coronary heart 
disease and since there is a danger of confusion with blood cholesterol levels, “low 
cholesterol” claims, “reduced cholesterol claims”, “X % less cholesterol” claims and 
“cholesterol-free” claims should not be made. 

In the discussion paper (paragraph 25) it is implied that the cholesterol content in food is 
subordinate to fat content and fat quality and can therefore be misleading: 

In many instances it has been pointed out that consumers do not understand the 
difference between dietary and blood cholesterol. Most people know that eggs are very 
high in dietary cholesterol so they assume that by avoiding eggs completely they are 
doing all that is needed to lower their blood cholesterol. But they continue to eat fatty 
foods very rich in saturated fats. This concept misleads consumers into thinking that as 
long as they avoid eggs or other foods containing dietary cholesterol, they can continue 
to have any other food including those high in saturated fat. (European Commission, 
2001) 
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Nevertheless the Commission had included low cholesterol and cholesterol-free claims, 
aiming to be in line with Codex, in a preliminary version (SANCO 1832/02) that was 
discussed in a Commission Working group July 2002. The response from the Member 
States was, however, to delete cholesterol claims. 

Later, in the council working groups, a few Member States have claimed that they 
wanted to include cholesterol claims in the annex (Council Working group 19 September 
2003). In April 2005 one member state said that the absence of cholesterol claims might 
cause problems for economic operators. The Commission maintained that cholesterol 
claims are not particularly useful for the consumer as dietary cholesterol is subordinate 
to other factors (Council Working group 22 April 2005). 

Other claims than those appearing in the Appendix have been discussed in the EC work, 
e.g. lactose-free, low-lactose and gluten-free claims, which all were considered to 
address consumers with specific disorders and therefore should be dealt within the 
directive on foods for special dietary uses. 

Summary of comparison 

The comparison above points out that there are some discrepancies regarding the 
wording of definitions and how the definitions are categorized. The EC draft is by no 
means contradictory to Codex. 

Most of the general principles, general conditions etc in the EC draft has a 
correspondence in these Codex guidelines: 

• Codex general guidelines of claims 

• Codex guidelines on nutrition and health claims. 

• Codex guidelines on nutrition labelling 

The concept of nutrient profiles, although not mentioned as such, has its correspondence 
in the Codex guidelines on nutrition and health claims, by a boxed preamble addressing 
national health policy including nutrition policy and some paragraphs dealing with 
conditions. 

Some aspects that do not explicitly appear in Codex are: 

• trade marks 

• national medical association and health-related charities 

In the Codex guidelines on nutrition and health claims there are wordings on national 
acceptance, but Codex cannot oblige countries to introduce authorisation procedures. 
Several articles in the EC draft, are described as “EC-constructions” in the above 
comparison as they involve specific authorisation procedures etc (article 10-28). 
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3.4 How was it possible to agree in Codex?  

National regulations in the area differed considerably from one country to another, but anyhow 
guidelines on nutrition and health claims were adopted in Codex 2004. When it was not possible 
to come to an agreement on the difficult issue health claims, only nutrition claims were 
forwarded to CAC and were adopted 1997. The work on health claims went on and it was 
recognised that the issue deserved careful and continuous attention. 

The experiences from the EC countries with on-going activities such as Codes of Practice and 
guidelines as well as the experience from Canada, United States and Japan were crucial for the 
progress in the Codex work with nutrition and health claims. 

The work concentrated on generic health claims (i.e. not attributing to one single food) although 
the term “generic” was not used. As countries were quite far from each other, it was too 
complicated to discuss claims on single foods. 

Without establishing working groups meeting face to face prior to the plenary meetings it would 
have been difficult to come to an agreement. In total four yearly (2000-2003) working groups 
only dealing with health claims were held. The working groups categorized and defined health 
claims and presented ways to differ between prevention claims and reduction of disease risk 
claims. 

The guidelines held the door open for different systems when it comes to authorisation. National 
health policies are stressed in the boxed preamble of the guidelines of nutrition and health 
claims as well as in the conditions for use. As have been shown in the comparison (section 3.3) 
the wordings in Codex also imply that some kind of acceptance is needed: 

”7.1 Health claims should be permitted provided that all of the following conditions are met...” 

”7.1.2 Any health claim must be accepted by or be acceptable to the competent authorities of 
the country where the product is sold.” 
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4 CURRENT STATUS OF CRITERIA FOR SCIENTIFIC 
SUBSTANTIATION OF HEALTH CLAIMS  

Work on criteria for scientific substantiation has been carried out both on the national level (e.g. 
Canada, United States and Denmark) and the international level. The Council of Europe 
presented a policy document already in 2001 while Codex still is working with the issue. Under 
the leadership of France a Codex Working group have elaborated three draft versions of 
“Proposed Draft Recommendations on the Scientific Basis of Health Claims” (2000, 2003, 
2005). The first one included an annex with US guidelines. At present some principal issues are 
considered in CCNFSDU and are to be commented the first half of 2006, i.a. what types of 
health claims the recommendations would cover: 

• if recommendations should cover both scientific concerns as well as additional safety 
concerns raised by the use of such claims on foods 

• the nature of the scientific evidence required 

• the use of human studies (many countries maintain that all health claims must be 
supported by human studies and not by in vitro studies or animal studies). 

Another issue that has been raised, is the conditions for the foods bearing a claim, i.e., criteria 
for the composition such that it does not contain major constituents that increase risk to health 
relevant to the claim (e.g. saturated and trans fat and sodium for foods that may bear a heart 
disease risk reduction claim). (CCNFSDU 2005) 

On the basis of the comments the “Proposed Draft Recommendations on the Scientific Basis of 
Health Claims” will be discussed at the next meeting of CCNFSDU in the second half of 2006. 
When the Codex document is finalized there will be inserted a reference to it in the Codex 
guidelines on nutrition and health claims. 

The Commission concerted action programme, PASSCLAIM (Process for the Assessment of 
Scientific Support for Claims on Foods) coordinated by ILSI Europe was finalized in 2005. 

When it comes to scientific studies, their quality can of course vary and less attention must be 
paid to studies of low quality. A ranking list in descending order of scientific weight is shown in 
Appendix 5. (Reference Danish comments to Discussion paper 2001). 

Table 5:  Summary of international work on scientific criteria 

 Council of Europe Codex FUFOSE PASSCLAIM 

Starting year 1998 1998 1995 2001 

Finished 2001 Ongoing 1998 2005 

Result Guideline booklet Three draft versions 
2000, 2003, 2005, 
new version 
expected 2006 

Consensus document 
in British  Journal of 
Nutrition 1999 

Recommendations in 
European Journal of 
Nutrition 2005 

Source: author’s compilation from different sources 

 



IPOL/A/ENVI/2006-04 Page 24 PE 373.586 

Will there be a difference between CODEX and EC? 

The question whether it will be a difference between Codex guidelines on scientific 
substantiation and EC guidelines, is not easy to answer. Codex is still working with the 
issue and there is no community proposal in detail. The EC would probably wait for Codex 
and it is unlikely that scientific criteria would be included in legislation. It has been 
expressed by the Commission that guidelines seem to be the appropriate place. EFSA shall 
publish detailed guidance to assist applicants in the preparation and the presentation of the 
application (article15 in EC draft regulation). Such guidance might include scientific 
substantiation. 
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5 DIFFERENT BENEFITS FOR DIFFERENT GROUPS 

Two important questions are “Who can make use of rules for nutrition and health claims and 
what are the benefits for different groups”? The EC draft regulation on nutrition and health 
claims, the draft regulation on addition of vitamins, minerals and certain other substances 
together with an amended directive on nutrition value declaration have been mentioned as a 
“trilogy” of important rules to enhance the possibility for consumers to make wise choices. 

The following section is dealing with benefits for different groups. 

1. The aim of the EC draft regulation is to ensure the effective functioning of the internal market 
whilst providing a high level of consumer protection (Article 1, EC draft). 

2. Governments and authorities are now facing the growing problem with overweight and 
obesity. The EC draft regulation is seen as a regulatory measure, among other measures, in 
enhancing public health and reducing obesity. 

3. A government representative in Codex said that the use of health claims will lead to really 
significant gains in public health. Another country doubted that health claims really would 
ameliorate the population health status. Together with other activities (advice from health care 
professionals, campaigns etc) the use of nutrition and health claims is a way to stimulate the 
consumers’ interest for food and health leading to good dietary practice. 

4. Representatives from industry claim that health claims based on scientific evidence would 
provide useful information for the consumer and facilitate innovation in the industry, while 
consumer representatives have said that allowing health claims would not significantly improve 
consumer information as regards health and nutrition matters. 

5. One trend among consumers is that they want as much information as possible and that it 
would be over-protective not to get access to facts. It is important to keep in mind that medicinal 
products are not labelled with their preventing properties. It is not the consumer who chooses 
the medicine it is the doctor. It seems valid to ask where the best place for nutrition and health 
claims really are. On packages or in advertisements or as dietary advice face to face with a 
person qualified in medicine, nutrition or pharmacy? Many Consumer groups (e.g. Consumer 
International, International Association of Consumer Food Organizations IACFO and IBFAN) 
have studied health claims in detail and submitted written comments in Codex. Among others 
IBFAN has especially addressed that health claims on infant formula and baby foods shall not 
be allowed, as the allowance of such claims would counteract the protecting, promotion and 
support of breastfeeding. IACFO has studied the situation in ia. the United States and has 
pointed out problems and loopholes in the system of authorisation of health claims in the United 
States. IACFO has stressed three important issues when dealing with health claims: 

- premarket approval 

- consideration of nutrition policy 

- enforcement 

The European Consumer's Association, BEUC, agree that rules on claims should be established 
and that they should apply to all foods with the exemption of foodstuffs for particular nutritional 
uses where appropriate legislation already exists. (BEUC's comments to the Commission 
Discussion paper 2001). 
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6. To stop unsubstantiated health claims before they are on the market by a pre-market approval 
is what consumer organizations want. This is also the preferred system according to the common 
position of December 2005. 

7. It is generally concluded that harmonisation will considerably increase legal certainty for 
involved parties (e.g. consumers and food business operators as well as governments). It is 
important to have rules rather than no rules at all. 

8. Instead of a total prohibition of health claims companies have expressed that they want strict 
rules. This was often expressed during the 1990s at least this is the case for bigger companies 
with plenty of resources. 

9. Companies wish to have claims” blessed”. Those involved in Code of practices and joint 
initiatives will still have an important role to help companies to interpret the regulation and 
perhaps also in helping companies to make dossiers on scientific substantiation. Consumer 
experience from the United States has shown that rules that are too complicated make 
companies to look for other ways, e.g. try to get the product classified in another category were 
the rules are less demanding (e.g. medical foods). 

10. The companies´ need for well substantiated claims will also stimulate research e.g. regarding 
composition of products as well as research on consumer attitudes 

11. Monitoring and enforcement of the regulation lie with control authorities. Authorities have 
small human or financial resources to verify and/or bring manufacturers to court (Hill and 
Knowlton 2000). If they do not get the resources they need the regulation in itself will not 
suffice.  

12. Companies are very innovative and there is a potential risk that authorities are one step 
behind. Pre-market approval would be a way to catch up that. 



IPOL/A/ENVI/2006-04 Page 27 PE 373.586 

6 THE FUTURE 

Many things are left to be settled in the regulation itself. If December 2006 is set as a 
hypothetical date for the entry into force, some future activities are listed below. 

Table 6 (all dates hypothetical) 

December 2006   In force (hypothetical date) 

June 2007   EFSA shall publish detailed guidance to assist applicants in the preparation and the  
   presentation of the application (art. 15.5) 

December 2007  In setting the nutrient profiles, the Commission shall request EFSA to provide within 12 
months relevant scientific advice (art 4.1) 

Member States lists should be sent to the Commission regarding other health claims than 
reduction of disease risk claims (art. 13.2) 

Member States shall communicate to the Commission, nutrition claims and national 
provisions or rules applicable, accompanied by scientific data in support of such 
provisions/rules (art. 27.4a) 

Member States should communicate Health claims, other than those referred to in 
Article 13(1)(a) and 14, which have been used in compliance with national provisions before 
the date of entry into force of the regulation accompanied by a report evaluating the 
scientific data in support of the claim which have been the subject of evaluation and 
authorisation (art. 27.6) 

July 2008  Foods placed on the market or labelled prior to the date of application of the regulation 
which do not comply with the regulation may be sold until this date (art 27.1) 

December 2008  Nutrition profiles established (art. 4.1) 

Nutrition claims which have been used in a Member State before 1 January 2005 in 
compliance with national provisions applicable to them and which are not included in the 
Annex, may continue to be used until this date (art 27.3) 

December 2009  Community list (art. 13.3) 

June 2013 Commission report to the European Parliament and to the Council on the application of the 
regulation, in particular on the evolution of the market in foods in respect of which nutrition 
or health claims are made and on the consumers' understanding of claims, together with a 
proposal for amendments if necessary (art. 26 on evaluation) 

December 2017 Products bearing trade marks or brand names existing before 1 January 2005 which do not 
comply with the regulation may continue to be marketed until this date (art 27.2 on 
transitional measures) 

Source: author’s compilation from the common position (document 9858/05) 

The challenge for all involved parties is to adopt a regulation on nutrition and health claims in 
the EC, parallel with the regulation on fortification. The author believes that it would be difficult 
to restart this work if the common positition is rejected. 
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When this regulation has been adopted, other legal acts covering technical issues have to be 
drafted and dealt with on suitable levels: e.g. nutrient profiles, definition of dietary fibre, 
specific nutrition claims and scientific substantiation.  

Keeping in mind that EC countries had different views from the beginning it is reasonable not 
to allow all sorts of nutrition and health claims, but to proceed step by step.  

It is therefore reasonable to link health claims to nutrient profiles which is a way of 
addressing nutrition and health policies and not to open up for all health claims without a clear 
framework for qualifying and disqualifying conditions. 

The regulation on fortification will be weakened if the concept of nutrient profiles is abandoned. 
Applying nutrient profiles for fortified foods is a way of avoiding authorisation of such foods, 
taking nutrition policy into account and was also a way to get fortification rules accepted on a 
community basis. 

It is wise to have restrictions/bans on health claims on alcohol and products for infants and 
young children. Health claims have more to do with “functional foods” and the improvement of 
public health for the adult population. Whether or not health claims can be directed to children is 
a complicated matter which several Member States would like to solve horizontally. 

It is necessary to find a flexible solution for reduction of disease risk claims which already are 
a part of national programmes. These claims have to be authorised in one way or another. 
Article 14-18 is the option as the draft is just now, but to make it simpler a look into article 13 or 
article 27 on transitional measures might be a way. A bold solution would be to include an 
annex dealing with diet-health relationships already at this stage. Looking into appendix 3 and 
the examples from Sweden, the United Kingdom and the United States, one could realise that 
this is not done in a flash. Existing Codes of practices would be helpful in finding package-
solutions (in order to avoid duplicate work) in the evaluation of reduction of disease risk claims.  

The regulation on nutrition and health claims shall not forbid initiatives like symbol labelling 
where comparative claims are used within food categories. The article 27 paragraph 4 on 
transitional measures has not been included with the purpose to prohibit symbols that facilitate 
consumers’ healthy choices. The purpose was rather to hinder a carte blanche situation allowing 
any symbol that has been used. 

Article 17 is very important and shall not be lost. That is the article where the Commission is 
obliged to see for an overall consideration of community rules and other relevant factors, e.g. 
maybe the product that has been tested is not a foodstuff or ethical consideration. 

Find ways to facilitate monitoring and control, this is the crucial point! Minimize the risk of 
loopholes when products are classified differently. Borderline issues and classification are 
therefore important areas where Member States and EC institutions shall find ways of 
exchanging views. 

When it comes to the work on scientific criteria these are best placed in guidelines. They should 
be restricted to a short list of criteria for the scientific substantiation of claims, thus avoiding a 
complete manual on scientific substantiation, in order to gain time and to avoid duplicate work.
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Finally some aspects on nutrition claims: 

Salt and sodium in the annex: it would be helpful to include a reference between sodium and 
the equivalent for salt. This might be a technical issue that has to be solved in relation to similar 
technical issues with some relation to the revision of the directive on nutrition labelling in the 
near future. 

The “light claim” is an example where some re-evaluation of the Codex conditions is needed. 
The same light claim in the EC draft would need further consideration. Early in the CCFL when 
the light claim was suggested it was pointed out that light also have other meanings (e.g. light 
colour). Diabetics and people who want to reduce their weight often regard light products as 
foods they can eat in unrestricted amounts. 

Maybe one way to deal with that dimension is to link the condition for light (of 30 % reduction) 
also to the energy content of the product (e.g. light products have also to comply with the 
conditions for “low energy”). 

It is not feasible that a cheese with a high amount of fat lets say 60 g fat/100 g reduced by 30 %, 
achieving a fat content of 40 g /100 g would be called light. Still 40 g fat/100 g is a high fat 
content.  

Another example: if a breakfast cereal with 10 g sugar/100g is reduced by 30 % to 7 g sugar/100 
g and the fat content has been raised, it might not be feasible to call it light. This is what the 
Danes wrote in their reply to the Commissions discussion paper on nutrition claims and 
functional claims 2001: 

“Light” is a comparative claim, but the claim is considered to be more attractive than e.g. 

“reduced”. Therefore, special attention should be paid to the use of the term light. We do not 

agree with Codex proposal of 25 % reduction. The difference from the reference product should 

be at least 30 % concerning reduction of sugar or energy and at least 50 % concerning 

reduction in fat content. The reason for at least 50 % reduction in fat content using the term 

light is based on the increasing problem of obesity and based on the assumption that the term 

“light” gives the consumer the impression that he/she can eat more of such a product.”” 

 

 

 

 

 

 

The views expressed in this paper are those of the author and are not necessarily those of any 
government body or the Swedish National Food Administration. 
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Appendix 1 - Definitions 

To facilitate the reading the definitions are put in alphabetical order. Both Codex and EC 
definitions are given, where they exist. Where there is no definition a comment is given instead. 

CLAIM 

Codex: "claim" means any representation, which states, suggests or implies that a food has 
particular characteristics relating to its origin, nutritional properties, nature, production, 
processing, composition or any other quality; 

(paragraph 2 Codex General Guidelines on Claims CAC/(GL 1-1979 Rev. 1-1991) 

EC: "claim" means any message or representation, which is not mandatory under Community or 
national legislation, including pictorial, graphic or symbolic representation, in any form, which 
states, suggests or implies that a food has particular characteristics; 

FUNCTIONAL FOODS 

A food can be regarded as “functional” if it is satisfactorily demonstrated to affect beneficially 
one or more target functions in the body, beyond adequate nutritional effects, in a way that is 
relevant to either an improved state of health and well-being and/or reduction of risk of disease. 
Functional foods must remain foods and they must demonstrate their effects in amounts that can 
normally be expected to be consumed in the diet: they are not pills or capsules but part of a 
normal food pattern. 

A functional food can be a natural food, a food to which a component has been added, or a food 
from which a component has been removed by technological or biotechnological means. It can 
also be a food where the nature of one or more components has been modified, or a food in 
which the bioavailability of one or more components has been modified, or any combinations of 
these possibilities. A functional food might be functional for all members of a population or for 
particular groups of the population, which might be defined, for example, by age or by genetic 
constitution. (FUFOSE 1999) 

Comment: The definition of functional foods is neither included in Codex nor EC as it is rather 
a concept than a strict demarcated category. 

HEALTH CLAIM 

Codex: "health claim" means any representation that states, suggests or implies that a 
relationship exists between a food or a constituent of that food and health. Health claims include 
the following; 

− Nutrient Function Claims 

− Other Function Claims 

− Reduction of disease risk claims 
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EC: health claim" means any claim that states, suggests or implies that a relationship exists 
between a food category, a food or one of its constituents and health; For subcategories see 
Reduction of disease risk claims and Other health claims than reduction of disease risk claims 

NUTRIENTS 

Codex: "nutrient" means any substance normally consumed as a constituent of food: 

a) which provides energy; or 

b) which is needed for growth, development and maintenance of life; or 

c) a deficit of which will cause characteristic bio-chemical or physiological changes to occur. 

(paragraph 2.5 Codex Guidelines on Nutrition Labelling CAC/GL 2-1985 Rev 1-1993) 

EC: "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; 

NUTRITION CLAIM 

Codex: "nutrition claim" means any representation which states, suggests or implies that a food 
has particular nutritional properties including but not limited to the energy value and to the 
content of  protein, fat and carbohydrates, as well as the content of vitamins and minerals. The 
following do not constitute nutrition claims: 

a) the mention of substances in the list of ingredients; 

b) the mention of nutrients as a mandatory part of nutrition labelling: 

c) quantitative or qualitative declaration of certain nutrients or ingredients on the label if 
required by national legislation. 

(Codex Guidelines for Use of Nutrition and Health Claims. CAC/GL 23-1997, rev. 1 – 2004) 

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

(a) the energy (calorific 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 

 (originally from 90/496/EEG) 



IPOL/A/ENVI/2006-04 Page 36 PE 373.586 

NUTRITION FUNCTION CLAIMS (CODEX) 

Codex: Nutrient Function Claims – a nutrition claim that describes the physiological role of the 
nutrient in growth, development and normal functions of the body. 

Example: Nutrient A (naming a physiological role of nutrient A in the body in the maintenance 
of health and promotion of normal growth and development). Food X is a source of/high in 
nutrient A. (paragraph 2.2.1 Codex Guidelines for Use of Nutrition and Health Claims. CAC/GL 
23-1997, rev. 1 – 2004). 

EC: This term is not used as such in the EC draft. Anyhow such claims are embraced and dealt 
with in the category. Other health claims than reduction of disease risk claims. 

OTHER FUNCTION CLAIMS (CODEX) 

Codex: Other Function Claims – These claims concern specific beneficial effects of the 
consumption of foods or their constituents, in the context of the total diet on normal functions or 
biological activities of the body. Such claims relate to a positive contribution to health or to the 
improvement of a function or to modifying or preserving health. (paragraph 2.2.2  Codex 
Guidelines for Use of Nutrition and Health Claims. CAC/GL 23-1997, rev. 1 – 2004) 

Comment: Other function claims were formerly called enhanced function claims in Codex 
proposals. In the US some of these claims are called structure function claims 

EC: This term is not used as such in the EC draft. Anyhow such claims are embraced and dealt 
with in the category “Other health claims than reduction of disease risk claims”. 

OTHER HEALTH CLAIMS THAN REDUCTION OF DISEASE RISK CLAIMS (EC) 

Codex: deals with these health claims as two separate subcategories of health claims, see 
Nutrition function claims and other function claims. 

EC: Health claims describing or referring to: 

(a) the role of a nutrient or other substance in growth, development and functions of the body, or 

(b) psychological and behavioural functions, or 

(c) without prejudice to Directive 96/8/EC, slimming or weight-control or a reduction in the 
sense of hunger or an increase in the sense of satiety or to the reduction of the available energy 
from the diet 

Comment: Note that this subcategory does not appear in article 2 but in article 13 of the EC 
draft regulation. In relation to the original proposal “normal functions” has been changed to 
“functions”. 

OTHER SUBSTANCES (EC) 

Comment: In the Codex general standard for the labelling of prepackaged foods “any substance” 
is mentioned in the definition of ingredients. The word substance is mentioned several times in 
the codex guidelines on nutrition and health claims but “other substance” or “substance” is not 
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defined there. Note the wording “nutrient or substance” in the example linked to the Codex 
definition of reduction of disease risk claims. 

EC: "other substance" means a substance other than a nutrient that has a nutritional or 
physiological effect. 

REDUCTION OF DISEASE RISK CLAIMS 

Codex: "reduction of disease risk claim" claims relating to the consumption of a food or food 
constituent, in the context of the total diet, to the reduced risk of developing a disease or health-
related condition. 

Risk reduction means significantly altering a major risk factor (s) for a disease or health-related 
condition. Diseases have multiple risk factors and altering one of these risk factors may or may 
not have a beneficial effect. The presentation of risk reduction claims much ensure, for example, 
by use of appropriate language and reference to other risk factors, that consumers do not 
interpret them as prevention claims. 

Examples: 

”A healthful diet low in nutrient or substance A may reduce the risk of disease D. Food X is low 
in nutrient or substance A.” 

”A healthful diet rich in nutrient or substance A may reduce the risk of disease D. Food X is 
high in nutrient or substance A.” 

EC: "reduction of disease risk claim" means 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; 

SUBCATEGORIES OF HEALTH CLAIMS 

EC: Two subcategories of health claims are reduction of disease risk claims, other health claims 
than those. Codex: In Codex the latter EC category is divided into two: nutrient function claims 
and other function claims. 
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Appendix 2 - Explanation of different types of nutrition and health claims.  

Health claims linked to the two step principle are marked with asterisks 
COMPONENT TYPE OF CLAIM CLAIM 

Nutrient content claim Food A is a source of calcium 
Comparative claim Food A contains x % more calcium than… 
Nutrient function claim Calcium aids in the development of strong 

bones and teeth. Food A is a source of/rich in 
calcium. * 

Enhanced function claim Calcium may help to improve bone density. 
Food A is a source of/rich in calcium. * 

 
 
 
 
Calcium 

Reduction of disease risk claim Sufficient calcium intake may reduce the risk of 
osteoporosis in later life. Food A is high in 
calcium. * 

Nutrient content claim Food B is a source of iron 
Comparative claim Food B contains increased contents of iron 
Nutrient function claim Iron is a factor in red blood cell formation. 

Food B is a source of/rich in iron. * 
Enhanced function claim A good iron status may promote endurance. 

Food B is a source of/rich in iron. * 

 
 
 
 
Iron 

Reduction of disease risk claim Iron deficiency is common among women, but 
good dietary habits can reduce the risk for iron 
defiency. B is an important source of the type of 
iron that is readily absorbed by the body. * 

Nutrient content claim 
 

Food C is a source of folic acid 
 

Comparative claim Food C contains x % more folic acid than… 
Nutrient function claim Folic acid contributes to the normal growth of 

the fetus. Food C contains folic acid * 
Enhanced function claim Folate may help to normalise plasma 

homocysteine levels. Food C is a source of/rich 
in folic acid. * 

 
 
 
 
Folic acid 

Reduction of disease risk claim Folate may reduce a woman’s risk of having a 
child with neural tube defects. Food C is high in 
folate. * 

Source: ALINORM 01/22A (2001) modified with the author’s inclusion of asterisks 
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Appendix 3 - Health claims related to diet-health relationships in Sweden, the United 
Kingdom and the United States 

Diet-health relationship Sweden UK US 

In Sweden, the UK and the US    

Cholesterol level in the blood, fat quality or certain soluble 
dietary fibre 1990   

Reduced saturated fat and blood cholesterol  2001  

Fruits, vegetables, grain products that contain fiber, particularly 
soluble fiber and risk of CHD  

  1990 

Soluble fiber from certain foods and risk of CHD e.g. whole oats 
or 
psyllium husk 

   
1997 
1998 

Healthy heart – whole grain as part of a healthy life style  2002  

Oats (soluble fibre) and blood cholesterol  2004  

A healthy lifestyle and a well-balanced diet high in whole grain 
products reduce the risk of coronary heart disease/heart disease. 

2004   

Only in Sweden and the UK:    

Naturally occurring omega-3-fatty acids, as found in abundant 
levels in fat fish and fish products and arteriosclerosis 

1997   

Omega-3 PUFA and heart health  2005  

Only in the Sweden and the US:    

Calcium – osteoporosis 1990  1990 

Sodium and hypertension   1990 

Salt and hypertension 1990   

Dietary sugar alcohols and dental caries   1996 

Dental caries and the absence of sugar or other carbohydrates 
which are easily broken down by bacteria in the mouth 

1990   

Only in the UK and the US    

Soy protein and risk of CHD  2002 1999 

Source: author’s compilation from Laser Reuterswärd, Food or medicine – what are functional foods? In Blücher, 
Functional Foods, Nutrition, Medicine and Food science (149-180) (In Swedish), personal communication with 
Laser Reuterswärd and  http://jhci.co.uk  
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Diet-health relationship Sweden UK US 

Only in Sweden:    

Obesity, overweight and energy content 1990   

High levels of blood cholesterol and/or high blood pressure as 
diet-related risk factors for arteriosclerosis 

1990   

Constipation and dietary fibre 1990   

Iron deficiency 1990   

Only in the US:    

Dietary fat and cancer   1994 

Whole grain foods and risk of heart disease and certain cancers   1999 

Dietary saturated fat, cholesterol and risk of CHD   1990 

Fibre-containing grain products, fruit, vegetables and cancer   1990 

Fruits, vegetables and cancer   1990 

Folate and neural tube defects   1994 

Plant sterol/stanol esters and risk of CHD   2000 

Potassium and risk of high blood pressure and stroke   2000 

Nuts, walnuts and risk of heart disease   2003 

 

Source: author’s compilation from Laser Reuterswärd, Food or medicine – what are functional foods? In Blücher, 
Functional Foods, Nutrition, Medicine and Food science (149-180) (In Swedish), personal communication with 
Laser Reuterswärd and  http://jhci.co.uk  
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Appendix 4 - Nutrition claims: comparison Codex and EC draft 

 

Component Nutrition claim 
in EC draft 

Adopted 
in Codex Under discussion

in Codex 
Not appearing 
in Codex at all 

Comment 

Low energy √    

Energy-reduced    See reduced 

Energy-free √    

Low Energy, table 
top sweeteners 

  √  

 

 

Energy 

Energy-free, table 
top sweeteners 

  √  

Low Fat √  Exemption for 
semi-skimmed 
milk 

 

Fat-free √    

Low Saturated Fat √    

Saturated fat-free √    

Omega-3 fatty acid 
source 

  √ 

High in omega-3 
fatty acids 

  √ 

High 
monounsaturated fat 

  √ 

High 
polyunsaturated fat 

  √ 

 
 
Fat 

High unsaturated fat   √ 

To be considered 
later. EFSA-
opinion adopted on 
6 July 2005 

Cholesterol Low 
Free 

√ 
√ 

  not in the EC draft. 

Low Sugars   √   
Sugars 

With no added 
sugars 

  √  
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Component Nutrition claim 
in EC draft 

Adopted 
in Codex Under discussion

in Codex 
Not appearing 
in Codex at all 

Comment 

Low Sodium/salt √    

Very Low 
Sodium/Salt 

√    

 
Sodium/ 
Salt 

Sodium Free or Salt 
Free 

√    

Source of fibre  √    
Fibre 

High fibre  √   

Source of protein √     
Protein 

High protein √    

Source vitamins 
and minerals 

√     
Vitamins and 
minerals 

High vitamins 
and minerals 

√    

Contains Contains (nutrient 
or other substance) 

Contains = 
source 

 Contains other 
substance 

 

Increased Increased √    

Reduced Reduced √    

Light Light/lite √    

Source: author’s compilation from EC draft, Codex guidelines on nutrition and health claims and EFSA 2005. 
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Appendix 5 - The hierarchy of evidence for human study methods ranked in descending 
order of scientific weight. 

 

1A. Systematic review of (several) controlled studies of good quality where all the results 
point in the same direction. 

1B. Isolated or few controlled studies of good quality with narrow confidence intervals where 
the results point in the same direction. 

2A. Systematic review of (several) prospective cohort studies where the results point in the 
same direction. 

2B Isolated or few prospective cohort studies of good quality, and isolated randomised 
controlled studies with broad confidence intervals. 

2C. Systematic review of (several) case-control studies where the results point in the same 
direction. 

2D. Isolated or few case-control studies of good quality. 

3A. Correlation studies, cross-sectional studies, time-series studies. 

3B. Case reports, and cohort studies and case-control studies of low quality. 

Source: Comments from Denmark to COM discussion paper 2001 
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Appendix 6 - Abbreviations 

 

ALINORM = Name of the official reports from plenary meetings in Codex committees. 

CAC – Codex Alimentarius Commission 

CCFL – Codex Committee on Food Labelling 

CCNFSDU – Codex Committee on Nutrition and Foods for Special Dietary Uses 

CHD – coronary heart disease 

CIAA - Confederation of the food and drink industries of the EU 

CRD – conference room document 

DG SANCO – Direction Générale Santé et Protection des Consommateurs (Health and 
Consumer Protection DG) 

EC – European Community 

EFSA – European Food Safety Authority 

FAO – Food and Agriculture Organization of the United Nations 

FUFOSE – The European Commission Concerted Action on Functional Food Science in Europe  

IACFO – International Association of Consumer Food Organizations 

IBFAN International Baby Food Action Network 

ICGM – International Council of Grocery Manufacturers Association 

ILSI – International Life Sciences Institute 

ISDI – International Special Dietary Food Industries 

PASSCLAIM - Process for the Assessment of Scientific Support for Claims on Foods 

PUFA – poly unsaturated fatty acids 

SPS - Sanitary and PhytoSanitary measures 

TBT – Technical Barriers to Trade 

UN – United Nations 

WHO – World Health Organization 

WTO – World Trade Organization 


