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A. Summary

UEAPME is in principle receptive to an EC harmonisation concerning nutrition and health claims made on foods. 

The aim of such a harmonisation should be to guarantee the certainty of claims by protecting consumers against misleading and deceptive information and ensure legal certainty for companies in a functioning single market. Precisely for this reason, UEAPME and its member organisations consider the present draft to be extensively unsuitable for achieving the objectives referred to: 

UEAPME raises, in particular, the following objections:

· Health policy instead of protection against being misled – regulatory competence?

With the draft regulation, the Commission is pursuing a regulatory approach in relation to heath and food policy. In view of the principle of subsidiarity, such a broad regulatory power on the part of the Commission must be questioned.

· Lack of risk assessment

The Commission is waiving the risk assessment procedure under Regulation (EC) no. 178/2002 and must therefore furnish proof that the planned provisions are necessary in addition to the general ban on misleading consumers under Article 2 of Labelling Directive 2000/13/EC in order to protect consumers against misleading claims. 

· Violation of the principle of proportionality

The information and advertising bans planned, which are to apply regardless of the substance of the claim and any specific danger, are disproportionate according to the decisions handed down by the European Court and are not materially justified.

· Approval procedure – an administrative hurdle for SMEs!
The draft regulation envisages a disproportionately time and cost-intensive approval procedure with the EFSA, comparable to the approval procedure for pharmaceutical products. Small and medium-sized enterprises will not be able to bear the associated financial and administrative expense in practice. This would result in them being excluded from using nutritional value claims in the future. 

· Violation of freedom of expression

Extensive information and advertising bans as provided for in the present draft regulation represent a serious impingement on the manufacturer’s and consumer’s freedom of expression (Article 10 of the Human Rights Convention). 

· Communication ban hinders innovation and development

The present regulatory concept represents a hindrance to product developments and innovations and is inconsistent with the principles of a liberal economic order. 

UEAPME demands:

Protection against being misled with regard to claims relating to nutrition is already ensured by existing EU law under Article 2 of the Labelling Directive 2000/13/EG. Regulations in excess of this must be established in accordance with the existing provisions and legal precedents. For this reason, UEAPME calls for the following clarifications and amendments: 

· Provisions concerning nutrition health information (claims) can, for systematic reasons, only be enacted by way of a directive and not in the form of a regulation.

· Justification of the regulatory approach by way of scientific findings based on a risk assessment in accordance with Regulation (EC) no. 178/2002.

· No absolute information and advertising bans (Articles 4, 10, 11): nutrition and health claims founded on recognised scientific findings and which are understood by consumers should be able to be used without prior examination. Where there is cause, the burden of proof for the presence of the effect stated should be on the company. 

· It must be possible to provide the scientific substantiation called for at a proportionate cost (literature, documentation, general nutritional findings).

· No discrimination against particular groups of foodstuffs through classification into “good” and “bad” foodstuffs on the basis of nutrient profiles. It must be possible for all foodstuffs to be the subject of claims insofar as the information is accurate and applicable. 

· Open list of nutrition -related claims. The claims set out in the annex can only serve as examples. 

· Distinction between an approval procedure with the EFSA and a notification procedure with the national authorities: 

-
Subject of the approval procedure: information in accordance with Article 13, insofar as it is not founded on recognised scientific findings and has already been approved by a public authority.

-
Subject of the notification procedure: generally recognised claims understood by the consumer. 

· Approval procedure: tightening up of the process through short deadline periods, limiting the application to one Community language, assessing the content of a claim. Guaranteed data protection. 

· Incorporation of existing provisions: e.g. the Novel Food Regulation (EC) no. 258/1997, Nutrition Labelling for Foodstuffs Directive 90/496/EEC, Fat Spread Regulation (EC) no. 2991/94. 

· Guaranteed freedom of expression (Article 10 of the Human Rights Convention).

· Reasonable transition periods, open sale of stocks.

B. Fundamental points

When enacting a new directive, it is necessary to create a legal framework that promotes and protects innovation in new products and also facilitates communication and advertising of the properties and effects of foodstuffs. 

· Objectives of Draft Regulation COM(2003) 424 fin.:

-
The aim of the present Commission draft proposal COM(2003) 424 fin. concerning the harmonization of nutrition and health claims for foodstuffs is to guarantee a high degree of consumer protection in the choice of food products as well as ensure the functioning of the single market by harmonising the legal situation regarding nutrition and health claims.

-
Over and above protection against misleading claims, consumers are also to be protected against potential influencing through nutrition and health claims and the possible negative effects resulting with regard to their nutritional habits (recital 6). This also includes claims, the content of which the Commission assumes will be very difficult to communicate to consumers in a brief item of information on the label or advertisement (recital 14). 

-
The planned regulation is intended to supplement the general ban on misleading consumers under Article 2 of the Labelling Directive 2000/13/EC. 

· Content of the draft regulation:

-
To implement the objectives of the draft, the Commission plans the following measures: 

· Resolving the legal subject matter by way of a regulation;

· Restricting the use of claims to foodstuffs conforming to particular nutritional value profiles (Article 4);

· List of permitted claims relating to nutritional value;

· Fundamental ban on health claims subject to approval (Article 10);

· Absolute ban on specific health claims (Article 11);

· Approval procedure for health claims (Article 14ff).

C. UEAPME position 

UEAPME considers the present draft to be extensively unsuitable for achieving the objectives referred to:

The measures planned by the Commission provide for extensive information and advertising bans which will apply regardless of the substance of the claim or any specific danger to an information interest in need of protection. Furthermore, the classification of “good” and “bad” foodstuffs represents discriminatory treatment of certain groups of food products. This regulatory approach is not justified in objective terms on the basis of a risk analysis in accordance with Regulation (EC) no. 178/2002, nor is it necessary for the protection of consumers. According to the consistent practice of the European Court, such consumer protection measures are disproportionate. 

The approach of prohibiting claims in view of their being potentially apt to mislead – without verifying the actual possibility of being misleading in individual cases – borders on censorship and is inconsistent with manufacturers’ and consumers’ rights to information. This is also true for the absolute prohibition of claims, the complex contents of which may not be able to be communicated very easily in the view of the Commission (an assertion that is not, however, substantiated). Furthermore, the planned approval procedure will form an administrative obstacle which most food production companies will not be able to overcome with their typical small and medium-sized operating structures. 

· Health policy instead of protection against being misled – regulatory competence

-
Prohibitions of the misleading of consumers and provisions concerning nutritional value labelling are already established in EC law and – deriving from them – in the legal systems of the Member States
. Prohibition in excess of these with regard to nutritional value and health claims are not necessary or materially justified in terms of protecting consumers against being misled or deceived (see below). 

· With the draft regulation, the Commission appears to be pursuing a regulatory approach in relation to health and food policy. The Commission does not comment on the reason for this. Whatever the case, it is obvious that a meaningful food and nutrition policy cannot be pursued with extensive bans on information and advertising. Other health policy methods, especially health education, nutrition education and emphasising the importance of physical activity, should be used first. 

· It is possible for food product labelling to be primarily an instrument of information and education. 

· There are considerable doubts about whether the Commission has such broad regulatory competence in matters of health and food policy in view of the principle of subsidiarity. 

· Lack of risk assessment

-
The Commission’s about-turn from the “information policy” pursued so far in EC food law to a “policy of prohibition” is not materially justified. The Commission has waived the conducting of risk assessment in accordance with Article 6
 of Regulation (EC) no. 178/2002 and must therefore furnish proof that the planned provisions are necessary in addition to the general ban on misleading consumers under Article 2 of the Labelling Directive 2000/13/EC in order to protect consumers against misleading claims. 

-
Provisions like the restricting claims to food products with particular nutritional value profiles (Article 4) are based on the Commission’s suppositions and assumptions and therefore do not meet the degree of regulation objectively required
. No risk analysis has been carried out within the meaning of Regulation 178/2002.

· All applicable and scientifically verifiable claims relating to nutritional value and health must be permissible. 

-
The Commission is in contravention of Article 6 of Regulation (EC) no. 178/2002. The regulatory approach followed by the Commission is therefore materially unjustified. 

· Violation of the principle of proportionality

-
The draft is in excess of the degree of regulation required in many areas, thereby violating the principle of proportionality: 

·      Absolute prohibition of truthful claims (Articles 4, 10, 11):

The draft regulation envisages extensive information and advertising bans, regardless of the substance of the claim or any specific danger to consumers. In relation to nutritional value and health claims, the Commission is therefore planning an about-turn from the information approach pursued up to now in EC food law (“All claims are allowed as long as they are not misleading.”) to a policy of prohibition (“All claims are prohibited unless they have been approved.”). 

According to prevailing judicial practice, consumer protection can also be guaranteed by way of less restrictive measures than an absolute ban, as in the case of the obligation of manufacturers or distributors to provide proof of the accuracy of factual claims in cases of doubt. 

·      Directive rather than regulation

The draft is conceived as an implementing or complementary provision to Labelling Directive 2000/13/EC. To avoid any breach in the legal system, an amendment to Labelling Directive 2000/13/EC may not be enacted in the form of a regulation but, rather, as a directive. This would also fit better into the existing system of general labelling law as well as nutrition labelling law.

·      Consumer model

The approach of extensive restrictions and bans on claims pursued in the draft regulation goes beyond the consumer’s need for protection and is therefore not necessary. In assessing the consumer’s need for protection in relation to food law, the model of the informed, sensible and attentive average consumer must be proceeded from. This consumer model developed by the European Court and confirmed in an unbroken line of authorities
 has been adopted in the regulation wording (recital 17; Article 2, Par. 8). This average consumer has the ability to correctly understand accurate claims in terms of their content and make a proper choice.

·      Approval procedure – an administrative hurdle for SMEs

The draft regulation provides for a disproportionately time and cost-intensive approval procedure with the EFSA
, comparable to the approval procedure for pharmaceutical preparations. A procedure on this scale is not necessary for the approval of claims concerning food products as it is a case of protecting consumers against being misled or deceived and not against a risk to their health, as in the case of pharmaceutical products. 

The financial and administrative burden associated with the approval procedure will distort competition because small and medium-sized enterprises would not be able to bear the cost. A distinction therefore needs to be made between an approval procedure for claims concerning the reduction of a health risk and a notification procedure for health claims.  The overall process should also be tightened up in order to minimise the associated time and financial burden for small and medium-sized enterprises as far as possible. 

· Violation of freedom of expression (Article 10 of the Human Rights Convention)

· Extensive information and advertising bans as provided for in the present draft regulation represent a serious impingement on the manufacturer’s and consumer’s freedom of expression (Article 10 of the Human Rights Convention). As part of the general legal principles of EC law, the freedoms specified in the Human Rights Convention must be observed by the Community institutions (Article 6 of the European Union Treaty). 

· Restricting freedom of expression could, according to Article 10, Par. 2 of the Human Rights Convention, only be justified under the criteria of health protection. However, the present draft proposal is concerned with guaranteeing consumers protection against being misled or deceived and not against risks to their health.

· Communication ban hinders innovation and development

· The present regulatory concept represents a hindrance to product developments and innovations and is inconsistent with the principles of a liberal economic order. For product innovations, it is absolutely essential to be able to communicate newly developed or discovered properties and effects of a food product as an advantage. Any restriction of the possibility to communicate would therefore slow down the dynamics of industrial innovation. 

· Vagueness of the prohibition norms  – failure to assess consequences

-
It is almost impossible to estimate the overall extent of the consequences of the standardised prohibitions for the food sector. The reason for this is that these prohibitions lack any certainty in the way they are worded or first have to be established. For example, the wording in Article 11 concerning “implicit health claims” is vague and therefore does not permit any conclusive assessment of all the claims covered by the ban. The method for establishing the nutrient profiles is also unclear, thus leaving open the precise scope of the groups of food products that would be affected by information and advertising bans. 

D. In detail

Recitals

· Directive rather than regulation

-
According to the recitals, the provision planned is intended to complement the general principles of Directive 2000/13/EC and set out specific provisions for the use of nutrition and health claims in relation to food products (recital 3). The draft is thus conceived as an implementing or complementary provision to the Labelling Directive 2000/13/EC. To avoid any breach in the legal system, an amendment to Labelling Directive 2000/13/EC may not be enacted in the form of a regulation but, rather, as a directive. This would also fit better into the existing system of general labelling law as well as nutrition labelling for foodstuffs law. The Commission does not state any grounds for the legal form of the regulation impinging on national law to a greater extent. 

· Speculative approach of the recitals 
-
The Commission has not conducted a problem analysis on the basis of a risk analysis within the meaning of Regulation (EC) no. 178/2002. This is demonstrated, among other things, by the speculative approach in the Commission’s arguments set out in Par. 6 and 15 concerning justification of the provisions contained in Articles 4 and 11. 

Section I – Subject, area of application and definitions

· Article 1 – Subject and area of application

-
Article 1, Par. 3 – Under the provisions contained in Par. 3, all nutritional value and health claims not complying with the regulation are deemed to be misleading advertising within the meaning of Directive 84/450/EEC. Par. 3 assumes in this regard an impermissible legal fiction of the aptness of claims to mislead since no provision is made for any further examination of the claim with regard to its actual aptness to mislead: abstract reference is made to conformity with the provisions of the regulation. This is inconsistent with fundamental procedural principles and should be rejected. Par. 3 must therefore be deleted. 

-
Article 1, Par. 4 – It should be clarified what specific provisions are referred to and what the relationship is between the rules contained therein for the use of claims and the planned regulation. Reference needs to be made in this regard to, among other things, Nutrition Labelling for Foodstuffs Directive 90/496/EEC or Regulation (EC) no. 2991/94 (Fat Spread Regulation).

-
The relationship with the provisions relating to food supplements, special dietary foods and Novel Food remains unclear. Under the outline diet directive, reference to the dietary purpose is mandatory precisely in the case of dietary food products. Decisions taken in accordance with Regulation (EC) no. 258/97 (Novel Food Regulation) provide for mandatory nutrition or health details as product references.

-
It should be possible for claims whose requirements for use are already established in Community law or Novel Food licences to continue to be used (e.g. “reduced fat” for products with a fat content over 41% but not exceeding 62%, “low fat” or “light” for products with a fat content of 415 or less within the meaning of the Fat Spread Regulation (EC) no. 2991/94). 

Section II – General principles

· Article 4 – Restrictions regarding the use of nutritional value and health claims

Under Article 4, nutrition and health claims may, in the future, only be affixed to food products conforming to particular nutrient profiles. These nutrient profiles are intended to relate, in particular, to the content of fat, saturated fatty acids, trans-fatty acids, sugar and salt in foodstuffs. Food products not conforming to the specified nutrient profiles and alcoholic beverages containing more than 1.2 percent alcohol may not bear any claims or only nutrition-related information relating to a reduction of the alcohol or energy content. Furthermore, it is to be possible by way of Art. 4, Par. 4 to restrict the use of nutrition and health claims in relation to other food products or categories of the same.

UEAPME emphatically expresses its opposition to the restriction of use provided for in Article 4: 

· Lack of risk assessment

-
Under Regulation (EC) no. 178/2002, an assessment of the potential risk to consumers must be conducted on the basis of scientific findings for any measure to be established in the area of food law (Article 6). This is designed to prevent the Community and Member States enacting materially unfounded measures leading to unjustified hindrances to the free movement of food products (recital 16). 

-
The Commission cannot base the wording of Article 4 on a risk assessment conducted in accordance with Article 6 of Regulation (EC) no. 178/2002. On the contrary, the wording of Article 4 goes against generally recognised scientific findings. This is therefore a materially unjustified provision pursuing health-policy objectives without any scientific basis. It must therefore be deleted at all costs. 

· Categorisation into “good” and “bad” food products 

As the Commission points out in its grounds, this regulatory approach is inconsistent with the scientifically founded principal of nutrition that there are no “good” or “bad” foodstuffs but, rather, “good” and “bad” diets or forms of nutrition (grounds re Par. 14). UEAPME endorses the Commission’s view in this regard. Nutrition experts recommend a “balanced diet” in which all foods can be consumed with reasonable frequency and in reasonable quantities. Article 4 thus gives rise to materially unjustified discrimination against particular groups of foodstuffs and must therefore be vehemently rejected. 

· Article 4 goes beyond the consumer’s need for protection

· The Commission’s argument, i.e. the principle that there are no “good” or “bad” foodstuffs, is scientifically proven but the notion that consumers nonetheless need to be protected against possibly being influenced by claims and against any negative influences caused by these to their nutritional habits goes too far. 

· In assessing the consumer’s need for protection in relation to food law, the model of the informed, sensible and attentive average consumer must be proceeded from. This consumer model developed by the European Court and confirmed in an unbroken line of authorities
 has been adopted in the regulation wording (recital 17; Article 2, Par. 8). A prohibition like that envisaged in Article 4 goes beyond the need to protect the informed, sensible and attentive average consumer, since such consumer – in the view of the European Court - has the ability to correctly understand accurate claims in terms of their content and make a proper choice within the context of a balanced diet.

-
Furthermore, an abstract danger of being misled by a claim would not appear sufficient to restrict the movement of products. Only in cases where the consumer can really be misled on an essential point can measures be permitted which give rise to the circulation of a product being subject to several requirements
. 

· The provision contained in Article 4 is consequently not necessary for the protection of consumers or materially justified. It represents a breach of the established practice of the European Court with regard to the consumer model in food law and must therefore be deleted entirely.

· Violation of freedom of  expression (Article 10 of the Human Rights Commission)

-
Restricting the use of claims to particular foodstuffs represents a serious impingement on the manufacturer’s right to provide information about the properties of its product as well as the consumer’s right to receive information concerning the foodstuffs he/she buys (Article 10 of the Human Rights Convention). 

-
Restricting freedom of expression could, according to Article 10, Par. 2 of the Human Rights Convention, only be justified under the criteria of health protection. However, the present draft proposal is concerned with guaranteeing consumers protection against being misled or deceived and not against risks to their health.

· Information concerning “high calcium content” to be prohibited in future?

-
In the Commission’s view, the establishment of nutrient profiles is intended, in the future, to prevent claims such as “rich in calcium” being used where the product concerned also has a high fat content.
 This could affect, for example, the reference to high calcium content in full-fat milk (full-cream milk: 3.5 % fat) or claims concerning the particularly low concentration of fatty acids in vegetable oils (e.g. rape seed oil). 

-
This approach is inconsistent with dietetic and legal standpoints: e.g. the calcium content in full-fat, half-fat and skimmed milk is identical (approx.120mg/100g
). A provision that restricts information concerning high calcium content to half-fat and skimmed milk is apt to mislead consumers as to the actual calcium content of full-fat milk. 

-
Consumers are denied the right to information about important product properties. Details concerning an especially low concentration of saturated fatty acids in rape seed oil or references to natural attendant substances in cold-pressed oils – particularly olive oil – would no longer be permissible in future. Such a restriction would not be justified, also in view of nutritional-physiological deficiencies of fat-soluble vitamins (e.g. vitamin D). 

· The regulatory approach misses the policy objective of ‘nutrition education’

-
The restriction of use under Article 4 misses the Commission’s objective of exerting a positive influence on consumers’ nutritional habits. The reason for this is that general “ideal nutrient profiles” cannot – without taking account of the individual disposition of the different groups of the population – simply be reapplied to all consumers. Nor can nutrient profiles be established for all products in practice, such as those with no nutritional-physiological purpose (e.g. chewing gum).  

-
Furthermore, there are as yet no scientific studies available which prove that the nutritional habits of consumers in those countries where nutrient profiles have been established and nutrition and health claims for foodstuffs prohibited (e.g. the USA) are better than in other countries. Restricting the use of claims for certain food products on the basis of nutrient profiles can therefore only be enacted after an extensive evaluation of existing national regulatory models as well as an assessment of the risks.

· Article 5 – General terms

-
The general terms set out in Article 5 for the use of claims go too far. Claims like “fruit is healthy” would be prohibited in the future because fruit is not a “substance” within the meaning of Article 5. 

-
Article 5, Par. 1 a, b, d – The definition of a “positive nutritional-physiological effect” and the type of verification required must be explained in greater detail. Furthermore, the term “significant quantity” must be clarified either by referring to the “daily consumption quantity” or through the provisions set out in the annex to the Nutrition Labelling for Foodstuffs Directive (normally 15% of the recommended daily dose).

-
UEAPME interprets Article 5, Par. 1 b as meaning that the substance referred to in the claim does not have to be contained to the extent of the recommended total daily quantity but, rather, in a quantity that plays a decisive role in the overall ingestion of nutrients. Any other interpretation would be inconsistent withy the principle of a balanced diet because the nutrient quantities ingested from other sources (other than the product circulated with the claim) also have to be taken into account. 

-
To guarantee legal certainty for food companies, it must be ensured that when using nutritional value and health claims from the Community register under the conditions set out therein no further proof of effects has to be provided by the manufacturer. Article 5 therefore requires the addition of a corresponding exemption provision. 

-
Article 5, Par. 1 c – The general condition that all substances to which a claim relates must be present in a form acceptable to the body cannot be applied to all claims (e.g. claims like “fat-free” or “energy-free” and must therefore be adapted accordingly. 

-
Article 5, Par. 2 – This provision is already covered by the general ban on misleading consumers under Article 2 of the Labelling Directive 2000/13/EC and can therefore be deleted. 

· Article 6 – Scientific support of claims
The term “generally accepted data” must be clarified in more precise terms. UEAPME takes this to mean both literature and documentation references as well as scientific studies conducted in individual cases. The interpretation that all claims should be verified by a clinical study would go much too far.

· Article 7 – Nutrition Information
-
Mandatory nutrition labelling for health claims under category 2 (“Big 8”) is not reasonable as it does not provide any useful additional information for the consumer. This applies, for example, to products where the stating of nutrition information results in a zero declaration (e.g. details concerning fat, fatty acids, fibre and sodium in soft drinks or water sweetened with sweetening agents; details concerning sugar and fibre in fat spreads where there is a reference to saturated fatty acids; details concerning fat in beverages or relating to protein in fats). For this reason, nutrition labelling is only meaningful for category 1 (“Big 4”). 

Section III – Nutrition claims

· Article 8 – Specific conditions

-
Article 8, Par. 1 – Under the provisions of Par. 1, greater use may only be made in the future of those nutrition claims set out in the annex to the planned regulation. The use of claims other than those referred to in the annex, such as references to mono- and polysaturated fatty acids, omega-3 fatty acids or cholesterol (e.g. “low in cholesterol”, “cholesterol-free”) is not to be allowed in the future. 

UEAPME is opposed to a closed list of nutritional value-related claims: 

· Lack of risk assessment: 

The scientific basis on which the selection of claims set out in the annex was made remains unclear. 

· Incomplete list: 

The listed given in the annex is incomplete. References to poly- and monosaturated fatty acids, omega-3 fatty acids, cholesterol, etc. need to be added in accordance with nutrition labelling. In addition, claims like “low in...” or “...-free” must be possible since they can represent important information for consumers. 

· Infringement of the consumer’s right to information about significant product properties:

A closed list of nutrition claims would deprive consumers of their right to receive information concerning significant product properties (e.g. “cholesterol-free”). 

· Coordination with existing Community law: 

The claims set out in the annex must be coordinated with the claims already regulated under Community law (cf. “light” in Regulation (EC) no. 2991/94). The regulation could also be used as an opportunity to establish standardised definitions for terms like “sugar” (cf. definitions in Annex 1 to the Labelling Directive 2000/13/EC, the Nutrition Labelling for Foddstuffs Directive 90/496/EEC, the Fruit Juice Directive 2001/112/EC and the Sugar Directive 73/437/EEC).

· The concept of a closed list hinders innovation: 

For product innovations, it is absolutely essential to be able to communicate newly developed or discovered properties and effects of a food product as an advantage. Any restriction of the possibility to communicate would therefore slow down the dynamics of industrial innovation. 

UEAPME therefore calls for: 

· An “open list” comparable to a “code of practice”, giving examples of nutrition claims and the requirements for their use as an orientation aid for companies. 

· The list should only be amended or added to on the basis of scientific findings. 

· Furthermore, it must be ensured that the claims referred to in the annex are regulated in accordance with existing EC provisions (Nutrition Labelling for Foodstuffs Directive 90/496/EEC). Nutrition details that are the subject of current Novel Food licences must continue to be permissible. 

· Article 9 – Comparative claims

-
Article 9, Par. 1 – Under Article 9, Par. 1, comparative claims like “increased” or “reduced” are only to be permissible in relation to food products of the same category insofar as the food products compared with each other can be identified easily by the consumer or are clearly named.

-
Restricting comparative claims to foodstuffs of the same category (i.e. dairy products with dairy products, meat products with meat products) is not materially justified. Comparative information is only useful for consumers if it easy for them to comprehend. Comparison of the calcium content of a glass of orange juice enriched with calcium with the calcium content of a glass of milk or the fat or cholesterol content of margarine and butter should therefore be permissible. 

-
Article 9, Par. 2 – It is unclear how a comparison of composition in accordance with Par. 2 is to be carried out. Both the extent of the comparison (“with a series of foodstuffs”) and the form are unclear in this regard. 

-
UEAPME takes Par. 2 to mean that the manufacturer is to first compare the composition of its product with other products (also other brands) for orientation purposes. It cannot mean that the manufacturer is obliged to list on the packaging the composition of the products with which it has compared its product in advance, also naming the other brands. Such an interpretation would be questionable and disturbing in view of the competition law provisions regarding comparative advertising. What is not comprehensible is the obligation that reference has to be made to foodstuffs of the same category the composition of which does not permit the use of a claim. Par. 2 can therefore be deleted. 

Section IV – Health claims

· Article 10 – Specific provisions

-
Article 10, Par. 1 – Article 10 provides for a general ban on health claims subject to approval. The use of health clams is only to be permitted where they are approved in accordance with the provisions of the regulation. This general prohibition covers all health claims, regardless of whether they are apt to mislead consumers. 

-
UEAPME emphatically opposes a general ban on health claims subject to approval:

· Violation of the principle of proportionality: 

-
According to the latest ruling handed down by the European Court, a general prohibition of health claims with advance approval is a disproportionate and materially unjustified measure for the protection of consumers.
 In the view of the European Court, consumer protection can also be guaranteed by way of less restrictive measures, such as through the obligation of the manufacturer or distributor to furnish proof of the accuracy of the factual claim stated in cases of doubt.
 

-
The subject of cases C-221/00 was the question whether the general prohibition of health claims stipulated under Article 9, Par. 1 of the Austrian 1975 Law governing Foodstuffs (LMG) and the approval procedure provided for under Article, Par. 3 were consistent with Community law, i.e. Article 2 of Directive 2000/13/EC. Article 2 b of Directive 2000/13/EC prohibits illness or disease-related claims. Health claims are permissible, however, insofar as they are not misleading or deceptive. 

-
The European Court followed the Commission’s reasoning and decided that a general prohibition of health claims and a mandatory approval procedure went beyond the ban under Article 2, Par. 1 b of the Labelling Directive 2000/13/EC and were therefore not consistent with EC law. In response to the objection that the prohibition under Article 9 of the Austrian 1975 Law governing Foodstuffs was justified for the purpose of consumer and health protection, the European Court held that protection of consumers against misleading claims could be achieved by less restrictive measures. In this regard, the Court cited the examples of the obligation of the manufacturer or distributor of a product to furnish proof of the accuracy of a factual claim stated on the labelling in cases of doubt.
 A general ban with advance approval is therefore not proportionate as a means to the end of protecting health and consumers.
 

-
A prohibition provision as contained in the present draft could, in accordance with the consistent practice of the courts, only be regarded as proportionate if it were necessary to protect consumers against a specific health risk. However, in contrast to illness or disease-related claims, no such risk exists in the case of general health claims, in particular. 

· The regulatory approach goes far beyond the protection of consumers against being misled of deceived 

The approach pursued by the Commission in Article 10 of prohibiting – even non-misleading – claims is in keeping with a health-policy orientation and thus goes far beyond protecting consumers against being misled or deceived. It needs to be examined whether the EC Treaty grants the Commission the regulatory competence to this end in view of the principle of subsidiarity. 

· Consumer protection is already guaranteed by the general ban on misleading consumers

The Commission’s assertion in the recitals of protecting consumers against being misled or deceived is not new. It is already covered by the general ban on misleading consumers provided for under Article 2 of the Labelling Directive 2000/13/EC. There is no need for a restriction of information and advertising activity beyond this. 

· Violation of freedom of expression (Article 10 of the Human Rights Convention)

An extensive prohibition of information and advertising is inconsistent with the freedom of expression (Article 10 of the Human Rights Convention). Under Article 10 of the Human Rights Convention, restricting freedom of expression could only be justified in the case of protection of health. However, the present draft proposal is concerned with guaranteeing consumers protection against being misled or deceived and not against risks to their health.  

· Commission breaking with its previous position

It remains unclear why the Commission is departing from its previous position concerning the proportionality of provisions which restrict the movement of products (cf. reasoning in case no. C-221/00 among other things) and now following a regulatory approach judged as disproportionate and materially unjustified by the European Court. 

UEAPME therefore calls for: 

No absolute bans on information and advertising (Articles 4, 10, 11), rather:

It should be possible, without prior examination, to use nutritional value and health claims which are founded on generally recognised scientific finding and which are understood by consumers. Where there is cause, the burden of proof for the presence of the effect stated should be on the company (cf. C 221/00). 

-
Article 10, Par. 2 – If health claims are made on a product, further references are to be affixed under Par. 2 in addition to the general labelling. The obligation to affix additional references, such as consumption quantities and intervals, as well as warnings on the packaging of a food product is excessive and cannot be materially justified. In the absence of a risk analysis, there are no scientific data available to justify such an obligation concerning the protection of consumers in the case of food products. Any labelling obligation could ensue on a case-by-case basis after examination. Article 10, Par. 2 should therefore be deleted. 

-
Any (scientifically founded) additional information should be made available to consumers in the future via channels of communication other than the label, such as the Internet, care-lines or brochures. These communication channels are already successfully practised by the food industry and are also accepted and asked for by consumers. 

· Article 11 – Implicit health claims

-
Article 11, Par. 1 – Under the proposed provision, references to general, non-specific benefits of the nutrient or food product for general health and well-being, mental functions or behavioural functions, as well as slimming properties and medical recommendations are to be prohibited. As examples of prohibited claims, the Commission cites: “Strengthens the body’s defences”, “Has a positive effect on your well-being”, “Improves memory and concentration
”. 

-
As confirmed in European Court judgement C-221/00, a general prohibition of claims – regardless of whether they are actually apt to mislead – is too far-reaching in terms of protecting the informed, attentive and sensible average consumer against being misled or deceived. It is therefore inconsistent with the principle of proportionality as well as with the established practice of the courts concerning the model of the consumer plus the consumer model of the draft itself (Article 2, Par. 8). The sole basis for assessing the admissibility of the claims set out in Article 11, Par. 1 should be the general ban on misleading consumers provided for under Article 2 of the Labelling Directive 2000/13/EC. It should be possible to use claims that are not misleading. Article 11 must therefore be deleted. 

-
Article 11, Par. 1 a – The prohibition of references to general, non-specific benefits of the nutrient or food product for general health and well-being goes too far as there is no fundamental potential for misleading inherent in such claims. General claims like “fruit is healthy” do not harbour any fundamental danger of misleading the consumers of today’s media and advertising society, rather they are normally understood in their context. However, in future they would be prohibited from the outset – without any closer examination of whether they are actually apt to mislead. Approval in accordance with Article 14 ff would also be excluded. The ban assumes that consumers are misled by general statements. However, the majority of consumers reject scientifically formulated wording. Applicable and scientifically substantiated claims must therefore be permissible.

-
Article 11, Par. 1 b – Under the provisions of the WHO Constitution
, the term “health” is defined as follows: “Health is a state of complete physical, mental and social well-being and not merely the absence of disease or infirmity”. Consequently, the term “health claim” should also cover claims concerning mental and behavioural functions. It follows from this that any prohibition concerning mental and behavioural functions restricts the concept of health developed by the WHO. 

-
Psychological functions such as concentration, attentiveness, activation and motivation are sufficiently documented scientifically and can be measured via corresponding parameters. This means that they can – like physiological functions– be scientifically substantiated.

-
Two projects sponsored by the EU, i.e. FUFOSE and PASSCLAIM, have examined and confirmed the scientific substantiation of physiological functions. Different treatment of permitted physiological claims and prohibited psychological claims is therefore materially unjustified.

-
A large number of substances such as caffeine, glucose, vitamins, minerals and amino-acids have recognised psychological and behavioural functions. Psychological functions are thus accepted by the Member States. With communication no. 766.526/5-VII/12/88 of 6.10.1988, the Austrian Ministry of Health confirmed, among other things, the effect of glucose on mental efficiency. The present ban on psychological claims is inconsistent with the harmonisation endeavours pursued by the Commission.

-
Furthermore, there is scientific consensus that nutrients and other substances can have a positive effect on both the psychological and physiological functions of the body. A distinction between psychological and physiological functions is not easy in practice (e.g. do dextrose products have both a psychological and physiological effect).

-
Claims within the meaning of Par. 1 b have been made and understood by consumers for decades. They are neither new nor misleading for the informed average consumer. A comparable prohibition of the use of such claims is not pursued in any related product group – not even in the area of pharmaceutical preparations for humans
 – and is therefore disproportionate.

-
Article 11, Par. 1 c – The general ban on misleading consumers provided for under Article 2 of the Directive 2000/13/EC applies. A prohibition in excess of this is not materially justified. 

-
It must continue to be possible to make reference to low-calorie food products. If this is not even regarded as permissible for conventional foodstuffs, Directive 96/8/EC should at least be amended to the effect that claims concerning loss of weight, reducing hunger or increasing the feeling of being full can be made in the case of food products for low-calorie nutrition intended to reduce weight. 

-
Article 11, Par. 1 lit d – The prohibition formulated in Par. 1 lit d goes too far. General nutrition recommendations should be exempt. Food companies should also have the possibility to cooperate with health organisations and give expression to this accordingly without specific food products being recommended. References in accordance with Article 6, Par. 2 of the Outline Diet Directive 89/298/EEC, intended exclusively for qualified persons in the areas of medicine and nutrition, should also continue to be possible.

· Article 12 – Health claims describing a general recognised role of a nutrient or other substance

-
It must be possible to use truthful health claims in accordance with Article 12 which describe a generally recognised role of a nutrient or other substance and are understood by consumers without any further restriction as these do not, by definition, harbour any risk or misleading consumers. UEAPME rejects the restriction envisaged in Par. 1 with regard to the use of claims cited in (closed) lists. Should there be cause, the company would be obliged to furnish proof of the stated effect of the substance (cf. European Court case no. C-221/00). 

-
Under Article 10, Par. 1, the references contained in Directive 2000/13/EC must be made for claims in accordance with Article 12 in addition to the general labelling under said Directive. As the claims regulated in Article 12 are already understood by consumers, additional information for the consumer is not necessary. Claims in accordance with Article 12 must therefore be exempted from the area of application of Article 10, Par. 1. 

-
Should the regulatory approach pursued in Article 12 be retained, it must be ensured when drawing up the lists that all the health claims already recognised by a national authority are included. 

-
For practical reasons, no precise wording of the claim can be provided for in this list, rather only a general reference to the statement concerning the effect (e.g. Calcium – bone density/bone formation). 

· Article 13 – Claims concerning reduction of a health risk

-
It should be possible to use claims within the meaning of Article 13 which have already been recognised by a national authority and are understood by consumers without any prior approval procedure. 

· Articles 14 - 17 – Approval procedure

-
The draft regulation envisages a disproportionately time and cost-intensive approval procedure with the EFSA
, comparable to the approval procedure for pharmaceutical products. A procedure on this scale is not necessary for approving claims for food products as it is a case of protecting consumers against being misled or deceived and not against a risk to their health, as in the case of pharmaceutical products.  The financial and administrative burden associated with the approval procedure will distort competition because small and medium-sized enterprises would not be able to bear the cost. Furthermore, it appears questionable whether the EFSA has the necessary personnel resources to deal with the large numbers of applications expected within a reasonable period. 

UEAPME therefore calls for the following amendments: 


Distinction between an approval procedure with the EFSA and a notification procedure with the national authorities: 

-
Subject of the approval procedure: claims in accordance with Article 13, insofar as they are not founded on recognised scientific findings and have already been approved by a public authority.

-
Subject of the notification procedure: generally recognised claims understood by the consumer. 

· Tightening up the process through shorter deadline periods: including changing the wording in Article 15, Par. 1 from “endeavours” to “has”. 

· The subject of the approval cannot be the formulation but, rather, only the content of a claim.

· The application for the wording may only be made in one and not in all the Community languages (25 Member States in the future!).

· Safeguarding data protection and guaranteeing business and operating secrets (see comment on Article 19).

· To ensure legal certainty for companies, there should be a legal remedy available against negative decisions made by the EFSA; the EFSA must be placed under an obligation to give grounds for its negative rulings.

· Article 15 (3) c: The final examination of the possibility of consumers being misled by claims can only be carried out by the competent courts. The role of the EFSA can only be confined to examining the scientific substantiability of a claim and not to the communication of the same. Clause c must therefore be deleted.

Section V – General and concluding provisions

· Article 19 – Data protection 

-
The development of new products and scientific examination of the properties and effects of foodstuffs entail a high financial outlay. In order to ensure innovations in the area of research and development and safeguard the industry’s business and trade secrets, adequate protection of the data material submitted must therefore be guaranteed. For this reason, it is not appropriate for files to be released into the public domain for information purposes prior to final approval by the Commission or the EFSA. The public should only be informed via the Community register after approval has been given. 

-
UEAPME also vehemently opposes the provision that the Commission can, under Article 19, Par. 2, make data designated as confidential by the original applicant available to the subsequent applicant on its own decision and without prior consultation with the original applicant. This provision deprives the company of its entitlement to make representation and to legal certainty. Article 19, Par. 2 should therefore be deleted.

· Article 22 – Protective measures

· A measure concerning the “temporary suspension” of claims not complying with the regulation or for which scientific substantiation appears uncertain infringes Article 28 of the EC Treaty (principle of the free movement of goods). In view of the safeguarding of the free movement of goods within the European single market, a right of suspension by the Member Sates would only appear to be justified in a case where a misleading claim can be the basis for a specific health risk. Article 22 should therefore be amended accordingly. 

· Article 24 – Supervision

-
To ensure harmonisation of the legal domain, Article 24 should be amended to the effect that an obligation to provide notification is provided for in a unified manner and not left to the consideration of the individual Member States. Otherwise, companies would have to obtain information in other Member States before each delivery with regard to whether any obligation to provide notification exists or is planned. This could lead to hindrances in the free movement of goods. 

· Article 26 – Entry into force

-
To guarantee legal certainty for companies, it must be ensured that products that do no comply with the provisions of this regulation but are in accordance with Article 2 of the Labelling Directive 2000/13/EC are allowed to remain in circulation. In concrete terms, products labelled before the regulation enters into force should be allowed to remain in circulation until stocks have been sold. 

Annex

Cf. position regarding Article 8. 

Details:

· Fats / fat-type substances

-
According to the general recommendations on nutrition, an increase in unsaturated fatty acids, a certain ratio of omega-6 to omega-3 fatty acids, plus a reduction in the ingestion of cholesterol and sodium are encouraged in addition to reducing overall fat. Information about specific product properties is therefore required to enable consumers to properly choose their products. 

-
Under the present draft regulation, only references to the total fat content, saturated fat content and sodium/sodium chloride content are permissible. Details concerning contents of unsaturated fatty acids (including omega-3 fatty acids), cholesterol and trans-fatty acids are to be prohibited in future. No grounds are given for this arbitrary and incomplete selection. 

· Fibre
Although the proposal does contain the claims “source of  fibre” and “high fibre content”, the term fibre is used generally and, thus, in a non-specific manner. By virtue of different physiological effects, references to, for example, β-glucans, inulin and resistant starches should be possible.           

· “…-free”, “low in...”

To enable consumers to choose products in an informed way, it should also be possible to refer to the absence of particular substances in food products. The list should therefore be extended to include information such as  “…-free” and “low in....” (e.g. free of/low in purine, lactose-free, gluten-free, histamine-free /low in histamine). 

· Enrichment with mineral foodstuff constituents

Under the draft regulation concerning the voluntary enrichment of food products, enrichment can be carried out with “nutrients” and “other substances with a nutritional-physiological effect”. The reference in the annex to the enrichment of a food product with vitamins and minerals (“vitamin and/or mineral-enriched”) should therefore be extended to include a reference to enrichment with “other substances with a nutritional-physiological effect” that are permissible, such as phtyosterins and antioxidants: e.g. “.......-enriched”. 

E. Practical impact

Examples of claims prohibited in future on the basis of Articles 8 and 11: 

· Article 8 

Product: “Diet margarine”

· Present legal situation: 

· Registration of the diet food product
· The following references are permissible under the Fat Spread Regulation: 


Reduced-fat diet margarine 60 % fat

-
“for people with high cholesterol levels”


-
“with vegetable omega-3/6 fatty acids”


-
“contains polyunsaturated fatty acids”


Diet margarine light/low-fat - only 40 % fat
-
Statements like those above - plus

-
„”for people with high cholesterol levels who also want to restrict their fat intake”.

· Legal situation in the future:

Under the proposed regulations, the following references would be impermissible (Article 8):

-
“reduced fat/low-fat” 

-
“contains polyunsaturated fatty acids”

-
“with vegetable omega 3/6 fatty acids”

-
“for people with high cholesterol levels”

· Extracts from the special edition of “Konsument – Ernährung”, June 1999

-
“Omega-3 fatty acids – countless studies worldwide have established their effect – they dilate the blood vessels – thus lowering blood pressure, plus they lower blood fats and cholesterol levels”.

-
“Omega-3 fatty acids are polyunsaturated fatty acids – they are essential and vital fatty acids”.

· UEAPME therefore calls for: 
The concept of an “open list” comparable to a “code of practice”, setting out examples of nutritional value claims and the requirements for their use as an orientation aid for companies. 

· Article 11

· Present legal situation: 

Examples of claims classified as non-misleading health claims by national authorities:

· “Strengthens the body’s defences” (Actimel),  

· “Dextrose gives the body and mind new power - enhances vitality, efficiency and concentration” (Dextro Energen)

· “stimulating”

· “invigorating”

· “beneficial”

· “agreeable”

· “for your well-being”

· “stimulates the senses”

· “can help when concentrating”

· “can help when you’re feeling low”

· “good for the neck and throat”

· Legal situation in the future: 

The following claims are to be prohibited (approval is not possible):

· “Strengthens the body’s defences”

· “Has a positive effect on your well-being”.

· “For improved memory and concentration”.

· Extracts from the special edition of  “Konsument – Ernährung”:

· "Infuses the soul”, “Tea is relaxing – guarantees calm and composure”

· Black tea is “stimulating and calming”

· Green tea: “makes you fit”.

· UEAPME therefore calls for: 

The absolute prohibition envisaged in Article 11 goes too far. It can only relate to misleading claims. The general ban on misleading consumers under Article 2 of the Labelling Directive 2000/13/EC therefore applies to such claims. 

Further examples of claims to be prohibited in the future:

· “Fruit is healthy” (Articles 5, 11),

· Reference to medical studies, e.g. clinically tested positive effect of a sugar-free chewing gum on the teeth (Article 11),

· Nutritional value details on full-fat milk (see comment concerning Article 4),

· References to poly and monosaturated fatty acids, omega-3- fatty acids and cholesterol (e.g. “low in cholesterol”, “cholesterol-free”) (Article 8),

· Comparison of the calcium content of a glass of orange juice enriched with calcium to the calcium content of a glass of milk or the fat and cholesterol content of butter and margarine (Article 9).

F. UEAPME demands

Protection against being misled by health or nutritional value-related claims is already guaranteed under existing EC law, particularly Article 2 of the Labelling Directive 2000/13/EC. More far-reaching provisions must therefore be established in accordance with the existing provisions (Article 2 of Directive 2000/13/EC) and the established practice of the courts (cf. case no. C-77/99 and C-221/00). UEAPME therefore urges the following clarifications and amendments: 

· EC provisions on claims should be enacted in the form of a directive
· Justification of the regulatory approach by way of scientific findings based on a risk assessment in accordance with Article 6 of Regulation (EC) no. 178/2002 
· No absolute information and advertising bans (Articles 4, 10, 11), rather:

nutrition and health claims founded on recognised scientific findings and which are understood by consumers should be able to be used without prior examination. Where there is cause, the burden of proof for the presence of the effect stated should be on the company (cf. C 221/00). 

· It must be possible to provide the scientific substantiation called for at a proportionate cost (literature, documentation, general nutritional findings).

· No discrimination against particular groups of foodstuffs through classification into “good” and “bad” foodstuffs on the basis of nutrient value profiles. It must be possible for all foodstuffs to be the subject of claims insofar as the information is accurate and applicable. 
· Open list of nutrition information data. The data set out in the annex are only intended to serve as examples. 

· Distinction between an approval procedure with the EFSA and a notification procedure with the national authorities: 


Subject of the approval procedure: claims in accordance with Article 13, insofar as they are not founded on recognised scientific findings and have already been approved by a public authority (e.g. FDA)


Subject of the notification procedure: generally recognised claims understood by the consumer. 

· Approval procedure: tightening up of the process through short deadline periods, limiting the application to one Community language, the subject of the approval should be the content and not the formulation of a claim. Taking account of the requirements of small and medium-sized enterprises. Guarantee of data protection and the associated investments of the companies.

· Incorporation of existing provisions: e.g. Novel Food Regulation (EC) no. 258/1997, Nutrition Labelling for Foodstuffs Directive 90/496/EEC, Fat Spread Regulation (EC) no. 2991/94. 

· Guarantee of freedom of expression (Article 10 of the Human Rights Convention).

· [image: image1.png]


Reasonable transition periods, open sale of stocks.

Brussels, January 2004
Hans-Werner Müller

Secretary General
We thank the experts of the UEAPME working group on foodstuffs for their competent support, particularly the experts of WKÖ. �If you quote this UEAPME position paper or parts of it, we kindly ask you to give us a reference. Thank you!











� Cf. Article 2 of the Labelling Directive 2000/13/EC: prohibition of misleading claims, references to the prevention, treatment or curing of diseases, advertising of self-evident facts; Nutritional Value Labelling for Foodstuffs 90/496/EEC; Directive 84/450/EEC on misleading advertising; various specific provisions such as the Fat Spread Regulation (EC) no. 2991/94.


� Article 6 specifies that an assessment of the potential risk to consumers must be conducted on the basis of scientific findings for any measure to be established in the area of food law. This is designed to prevent the Community and Member States enacting materially unfounded measures leading to unjustified hindrances to the free movement of food products (recital 16).


� Cf. Grounds, par. 14.


� E.g. European Court case C-303/97, Sektkellerei Kessler, ECR 1999, I-513, margin number 36; case C-465/98, Darbo “naturrein”, Rn 20.


� Cf. in this context case no. C-383/97, Van der Laan, ECR 1999, I-731, margin number 37; case C-465/98, Darbo “naturrein”, margin number 22.


� European Food Safety Authority. 


� E.g. European Court case C-303/97, Sektkellerei Kessler, ECR 1999, I-513, margin number 36; case C-465/98, Darbo “naturrein”, Rn 20.


� Cf. in this context case no. Rs C-383/97, Van der Laan, ECR 1999, I-731, margin number 37; case no. C-465/98, Darbo “naturrein”, margin number 22.


� Cf. final motion of Advocate-General Geelhoed made on 7.3.2002 in case no.C-99/01 Linhart/Biffl.


� Grounds, par. 13. 


� Corresponds to around 300 mg per ¼ glass of milk. 


� European court case no. C-221/00 (Commission versus the Republic of Austria) of 23 January 2003; associated cases no. C-421/00, C-426/00 and C-16/01 (Sterbenz) of 23 January 2003. 


� European court case no. C-77/97 (Unilever), ECR 1999, I-431, margin no. 35; European Court case no. C-221/00, margin no. 49.


� European Court case no. C-77/97 (Unilever), ECR 1999, I-431, margin no. 35; European Court case no, C-221/00, margin no. 49.


� European Court case no. C-221/00, margin no. 48ff; associated cases C-421/00, C-426/00 and C-16/01 (Sterbenz), margin no. 37. 





� Grounds, par. 19. 


� Preamble to the Constitution of the World Health Organization as adopted by the International Health Conference, New York, 19-22 June, 1946; signed on 22 July 1946 by the representatives of 61 States (Official Records of the World Health Organization, no. 2, p. 100) and entered into force on 7 April 1948.





� Directive 92/28/EEC of 31.03.1992, EC Official Journal no. L 113/132. 


� European Food Safety Authority. 
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