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EXECUTIVE SUMMARY

Regulation (EC) No 1924/2006 of the European Parliament and of the Council on nutrition and health claims made on foods (the Regulation) establishes rules for the use of claims in the labelling, the presentation and the advertising of foods. The Regulation foresees the setting of nutrient profiles, via the regulatory committee procedure with scrutiny by January 2009.

In simple terms nutrient profiles will determine whether foods are eligible or not to bear claims, on the basis of their nutrient composition. Nutrient profiles will be based primarily on the levels of nutrients for which excessive intakes in the overall diet are not recommended (e.g. fat, saturated fat, trans-fatty acids, salt and sugars).

The setting of nutrient profiles is a complex exercise that needs to take into account dietary recommendations, public health considerations, and generally acceptable scientific evidence regarding the relationship between diet, nutrition and health, for which the European Food Safety Authority (EFSA) provided advice in January 2008, but also industrial/commercial considerations (including innovation) and cultural and dietary/culinary considerations.

The Commission has conducted specific and extensive consultations of stakeholders on the setting of nutrient profiles. Food producers and retailers predict some economic impact due to the restrictions on bearing claims for some products. Consumer groups see social benefits, considering that the final objectives for the setting and application of nutrient profiles should be to enable consumers to make choices of foods that would lead to improvement of their diet. This should contribute to reducing the rise of obesity across Europe and helping to prevent cardiovascular and other diet-related diseases through the support and promotion of a balanced and healthy diet.

It should also be recognised that in producing the Impact Assessment the focus is on assessing the impacts of the different options for setting profiles, not whether nutrient profiles should be set per se. The decision to introduce nutrient profiling was taken when adopting the Regulation. This impact assessment addresses how to develop a practical and proportional nutrient profiling system that takes into account the criteria for setting profiles that are contained in the Regulation. The objectives being to design a nutrient profiling system that:

· is based on the available scientific evidence, that is coherent with nutritional recommendations, and that avoids any conflict with what governments are promoting in terms of healthy diets;

· is consistent in the way it deals with different food categories/food products and with any exemptions or derogations; 
· allows for product innovation and is designed to maximise the incentive for product reformulation;
· is proportionate and takes into account issues such as feasibility, simplicity, ease of use by all the stakeholders and by the controlling authorities while at the same time protecting the interests of the consumers.

In relation to options it should be noted that an iterative process is necessary to develop the system of nutrient profiling – essentially requiring decisions to be made on one aspect of setting nutrient profiles before moving on to the next aspect. 

This document describes this iterative process and, for each step, sets out the factors that were taken into account in identifying a preferred option. Where appropriate, comment is made as to how the qualitative analysis of social and economic impacts was considered or taken into account in the development of the profiling system.

1. Procedural issues and consultation of interested parties

1.1. Procedural issues

Regulation (EC) No 1924/2006 of the European Parliament and of the Council on nutrition and health claims made on foods
 (the Regulation) foresees the adoption of nutrient profiles, including exemptions and conditions of use, by January 2009.

The nutrient profiles must be adopted in accordance with the regulatory procedure with scrutiny provided for in Article 5a of Decision 1999/468/EC (i.e. by comitology).

The Regulation also foresees the consultation of the European Foods Safety Authority (EFSA), which had to provide a scientific opinion on nutrient profiles within one year, and the consultation of stakeholders, in particular consumer groups and food business operators.

A transitional period of two years is foreseen by the Regulation after the adoption of nutrient profiles to allow food business operators to adapt to the new rules.

1.2. Consultations

1.1.1. European Food Safety Authority consultation

Article 4(1) of the Regulation foresees EFSA scientific advice on the setting of nutrient profiles, and sets out principles and criteria by which profiles should be set.

The Commission requested a scientific opinion on the setting of nutrient profiles from EFSA on 13 February 2007. EFSA adopted its opinion on 31 January 2008. The summary of the opinion can be found at Annex 2.

As part of the overall process, EFSA developed 3 food composition databases for the testing of nutrient profiles: a database of commercial products, a database based on data from national authorities, and a limited food basket to be used as a testing basket for the alternative options for nutrient profiles systems to be evaluated.

1.1.2. Member State consultation

Member State experts were consulted within the Commission expert working group on nutrition and health claims (in which EFSA also participated) commenting, orally or in writing, on working papers prepared by DG Health and Consumers (meetings were held during 2008 21 April, 5 June, 5 July, 5 September, 27 October, 21 November, 19 December, and 2009 12 January). Nutrient profiles were also discussed in the meeting of 18 December 2008 of the Standing Committee of the Food Chain and Animal Health.

A restricted group of Member State experts (FR, UK, FI, NL, DE) met also with DG Health and Consumers services and EFSA to steer the process. Some of them had experience in developing and applying nutrient profiles systems for other policy issues, such as the restriction on the advertising of foods to children. Four meetings were organised and took place on 29 May 2007, 5 December 2007, 1 July 2008, 25 September 2008.

Member States risk assessment bodies also produced position papers and reports on the setting of nutrient profiles in the context of the Regulation, which were carefully considered. The German Federal Institute for Risk Assessment (BfR) formulated general proposals and principles for the elaboration of nutrient profiles
, whilst AFSSA
, the French Agency for Food Safety, adopted a report
 advising on nutrient profiles and proposing a system.

1.1.3. Stakeholder consultation

It should be noted that consultations with interested parties and particularly food business operators and consumer groups are required by article 4(1) of the Regulation.

There is significant interest in the setting of profiles from stakeholders and consequently there have been numerous bilateral discussions between DG Health and Consumers and consumer groups, individual food producers and retailers, and European federations and national associations representing the different sectors of the food industry. Often the food industry stakeholders provided detailed positions around the major issues of nutrient profiles, as well as food composition data to evaluate the effects of the nutrient profiles system on the current food market. This information has been used to help us consider the impact of our policy options.

On 8 July 2008, a Working Group of the Advisory Group on the Food Chain and Animal and Plant Health discussed the options for the setting of nutrient profiles outlined in a working document. A further Working Group took place on 28 November 2008 to summarise the contributions of the consumer groups and the economic operators and to provide a final input on the basis of a working document proposing options for the nutrient profiles system. These comments have been included in section 5.
During the process of developing the nutrient profiling system there has been an immense amount of data that has been put forward via EFSA, Member States, NGOs, trade associations, individual companies and academics. Not all of this has been directly relevant to this impact assessment, which deals with the process of setting nutrient profiles and not whether there should be profiles per se. 

Nevertheless, certain data was hard to obtain, for example the added value of claims to the market for a specific food or category of food due to commercial confidentiality issues.

1.3. Inter-Service Steering Group

A Commission Inter-Service Steering Group on the Impact Assessment of the setting of nutrient profiles revision was established. The Group was led by DG Health and Consumers with the participation of the following Commission Directorate Generals and Services: Agriculture and Rural Development, Enterprise and Industry, Research and Technology Development, Trade and the Secretariat General. The group met on 30 June 2008 (initial discussion), 25 September (discussion on working documents shared with Member States) and 20 November 2008 (discussion on draft IA).

1.4. The Impact Assessment Board

The draft Impact Assessment was submitted to the Board on 26 November 2008 and discussed at the Board meeting of 15 December 2008. The opinion of the Board included a number of recommendations for the improvement of the impact assessment report, which were taken into account prior to the submission of the Commission proposal.

The key amendments made to the impact assessment following the issuing of the Board opinion are:

· simplification of language and presentation making the document easy to understand for a non-expert reader;

· further clarification on the problem definition and the need for European intervention to harmonise products on the market making claims for European consumers (paragraph 2.2);

· further information on the current situation in member states regarding nutrient profiling and their role in enforcement (paragraphs 2.4.4 and 2.4.5)

· clearer explanation of the policy development stages and the options available at each stage (section 4) 

· clearer explanation of difficulties of obtaining specific data or case studies on the number of products on the European market bearing health claims and their exact nutritional value (paragraph 5.3) and

· better analysis of the impact on stakeholder of our policy options and the reasoning for our preferred options (section 5).

2. Problem identification

2.1. Primary Legislation – The Regulation on Nutrition and Health Claims 

As previously mentioned the Regulation on nutrition and health claims provides the requirement to establish nutrient profiles. This document does not seek to assess the social, economic and environmental impacts of the existing Nutrition and Health Claims Regulation but to consider nutrient profiling as support to the application of nutrition and health claims on food and ensure that consumers are no being mislead by inappropriate claims on food. This IA will assess the most proportionate way to introduce nutrient profiles to achieve the intended policy outcome. 

The Unfair Commercial Practices Directive 2005/29/EC
 provides common rules and principles ensuring consumers equal protection against unfair practices and rogue traders. Certain commercial practices across Europe are banned outright under the Directive. To ensure that traders, marketing professionals and customers are clear about what is prohibited, a Black List of unfair practices has been drawn up.

The Regulation on nutrition and health claims, including nutrient profiles, establish specific rules to avoid misleading nutrition and health claims on foods. These rules take precedence vis-à-vis the rules against unfair practices in the Unfair Commercial Practices Directive (lex specialis derogat legi generali).

2.2. Secondary Legislation – The Setting of Nutrient Profiles

At the moment, the food manufacturer can use nutrition and health claims to promote the product even if other nutritional aspect of the product could be counter to overall nutrition and health. For example, a product with a high fat content could be marketed as “rich in vitamin C” or “contains calcium which is good for your bones”.

At present, the emphasis on the nutritionally beneficial aspects of a product can result in consumers not getting all the information they need to ensure they are making the appropriate dietary choices. To address this information asymmetry the primary legislation requires that nutrient profiles be established so that products making claims were not misleading to consumers about their overall nutritional quality. The application of nutrient profiles as a criterion for bearing claims aims to avoid a situation where nutrition or health claims mask the overall nutritional status of a food product, which could mislead consumers when trying to make healthy choices in the context of a balanced diet. 

Nutrient profiles as provided for in the Regulation are intended for the sole purpose of governing the circumstances in which nutrition or health claims made on a voluntary basis may be used. They will not have to be displayed on the labelling of foods, and nor would it be expected that they would be something that the average consumer would wish to be made aware of.

This IA will consider the most proportionate way to introduce a nutrient profiling system, taking into account the criteria in the primary legislation and the scientific advice of EFSA (which are summarised in Table 1). Simply put, whilst these provide a broad framework for the design of the system there are a number of elements where there is flexibility in the system (number of nutrients to be included, profile criteria, products to which nutrient profiles should apply to etc.). The focus of the options in the impact assessment concerns the aspects of establishing nutrient profiles where there is flexibility under the framework legislation.

Table 1 - Criteria to be taken into account in setting nutrient profiles

	Reference
	Criteria

	Recital 11
	The nutrient profiles shall be based on scientific knowledge about diet and nutrition, and their relation to health.

	Recital 11 - Article 4(1)
	Nutrient profiles should allow product innovation and should take into account the variability of dietary habits and the fact that individual products may have an important role in the overall diet

	Article 4(1)(a)
	The quantities of certain nutrients and other substances contained in the food, such as fat, saturated fatty acids, trans-fatty acids, sugars and salt/sodium.

	Article 4(1)(b)
	The role and importance of the food (or of categories of food) and the contribution to the diet of the population in general or, as appropriate, of certain risk groups including children

	Article 4(1)(c)
	The overall nutritional composition of the food and the presence of nutrients that have been scientifically recognised as having an effect on health.

	Article 4(1)
	EFSA provided scientific advice on the following issues: 
(i) whether profiles should be set for food in general and/or categories of food;
(ii) the choice and balance of nutrients to be taken into account;
(iii) the choice of reference quantity/basis for profiles (per portion, per 100 g, per 100 kcal)
(iv) the approach to the calculation of the profiles (thresholds (maximum amounts), or scoring with positive and negative components)
(v) the feasibility and testing of a proposed system (to check for each food category the foods that are eligible or not to claims)

EFSA advised also on the validation of nutrient profiles, and referred to the coherence with dietary advice promoted in some Member States as a helpful validation tool.


2.3. Derogations

The Nutrition and Health Claims Regulation put in place derogations for nutrition claims, but none for health claims. The derogations are summarised in table 2.

Table 2 – Derogations to be taken into account in setting nutrient profiles

	Reference
	Derogation

	Article 4(2)(a)
	Nutrition claims referring to the reduction of fat, saturated fatty acids, trans-fatty acids, sugars and salt/sodium shall be allowed without reference to a profile for the specific nutrient/s for which the claim is made.

Examples: Light butter - The claim light in fat can be made even if the fat level is above the nutrient profile. However, reduced fat crisps may not be allowed for "light in fat" claim, because of a too high level of salt.

	Article 4(2)(b)
	Nutrition claims shall be allowed, where a single nutrient exceeds the nutrient profile provided that a statement about the specific nutrient appears in close proximity to the claim. This statement shall read as follows: ‘High [The name of the nutrient exceeding the nutrient profile] content’.

Example: Reduced fat crisps can bear the claim “light in fat”, provided the disclaimer "high salt content" is also displayed in close proximity on the food label.


These derogations have been taken into account during the development of the nutrient profiles.

2.4. Affected Stakeholders and their needs 

2.4.1. Consumers

Consumers need to have relevant and not misleading information about food products to enable them to make informed choices, including nutrition related choices.

The application of nutrient profiles aims to reduce the risk of consumers being misled about the overall nutritional quality of the products by restricting the use of nutrition and health claims based on the composition of certain nutrients in the product. The use of nutrition and/or health claims (which are a powerful promotional tool) would be limited to the healthier options which comply with specified nutrient profiles.

Nutrient profiles should contribute, together with other regulatory and non-regulatory initiatives, to limit the intake of nutrients whose excessive intake is linked to public health concerns (e.g. obesity, non-communicable chronic diseases, such as cardiovascular diseases diabetes, certain cancers), and may also favour the consumption of foods that are eaten in too little quantity in spite of dietary advice for increased consumption. 

In addition, the incentive of reformulation may also have an impact, combined with the other reformulation initiatives, on the total intake of certain nutrients. 

The structure of the nutrient profiles will not be directly perceptible by consumers. Nutrient profiles are not required to be stated on food labels or communicated to the final consumer. Some consumers might notice that claims that they have been used to seeing on certain products disappear. However, the major effect is expected to come for consumers by allowing the potential commercial advantage conferred by claims on products with a better all round nutrient profile.

A survey
 in France performed by the consumer group CLCV has shown that 87% of consumers believe that nutrition has a positive effect on health, a finding consistent with research undertaken in the UK
 and in Canada
. Consumer surveys of this sort suggest a promising basis for improving consumer dietary choice. In the CLCV study, 33% of respondents claimed they buy based on nutrition claims and 24% based on nutrition labels. However, the surveys also suggest that nutrition is not the main driver for food choices. 

A BEUC survey
 conducted amongst 3000 consumers in 5 countries (Denmark, Germany, Spain, Poland and Hungary) and published in September 2005 shows that more than 70% of consumers want a healthy diet and that they mostly rely on claims when choosing what food to buy. Consumers view claims as a quick and trustworthy way to identify healthier option. Eighty percent of consumers find claims easy to locate, 65% trust them because they trust the brand, and almost 60% would be enticed to buy a product if they saw that it is “rich in calcium”. A Pan-European survey 
of consumer attitudes to food, nutrition and health found that the top five influences on food choice in all European member states are ‘quality/freshness’ (74%), ‘price’ (43%), ‘taste’ (38%), ‘trying to eat healthy’ (32%) and ‘what my family wants to eat’ (29%). These are average figures obtained by grouping all European Member States’ results, which differed significantly from country to country.

It should be noted that nutrient profiles, and the framework Regulation are only part of a regulatory and non-regulatory environment and that their effect on the dietary intake of specific nutrients can not easily be dissociated from the results of many other initiatives in this the area of nutrition. Salt reduction in foods, for example, is promoted by current initiates at national level (UK, France) or by stepwise approach over a long term (Finland). At European level, the Platform for Action on Diet, Physical Activity and Health gather stakeholders committed to relevant initiatives including salt reduction. Individual companies or associations of food business operators have also their own initiatives to reduce salt content in foods.

2.4.2. Food business operators

Food business operators want to produce and market products that the consumer wants.

The food business operators are small, medium and large enterprises for which impacts can be expected in term of return on research investment, operating costs, sales, and market shares. The Regulation on claims applies to the labelling, the presentation and the advertising of food.

The introduction of new labelling rules imposes costs on all food manufacturers. However, in the case of nutrition and health claims, it should be noted that such labelling is made on a voluntary basis.

The cost of compliance with nutrient profiles will include costs of changing labels for the foods that will become ineligible to claims, and economic impact due to the loss or maintenance of the claim will depend on specific products or food categories. Products can also be reformulated to meet a profile that would allow them to bear claims which may bear a cost. However, any increased market share of a reformulated product will also result in increased commercial benefits.

The structure and the design of the nutrient profiles system has an impact on the burden on food business operators, through the cost of compliance. The burden of such cost should be taken into account when setting nutrient profiles. Every effort has been made to strike a balance between ensuring consumer protection and minimising cost for the economic operators.

2.4.3. International dimension

Regulation (EC) No. 1924/2006 on nutrition and health claims made on foods applies to all foods on the Community market, including imported products. Consequently nutrient profiles, when set, will impact the market of imported products.

Nutrient profile systems have been developed around the world. Food Standards Australia New Zealand (FSANZ) has recently developed a model to regulate nutrition and health claims. The model is similar to the one in place in the UK to regulate advertising of food to children. In the United States, the use of specific claims can be disqualified due to the composition in specified nutrient(s), e.g. health claims related to the reduction of cancer risk on fibre-containing grain products may only be made if the food contains less than 3 g fat per 100g.

There is a high degree of similarity between the classification used in all these system as the issues linked to public health nutrition are often the same: too high intakes of energy, saturated fats or sodium; Insufficient intake of fibre, fruit and vegetables. Nutrient profiles in third countries reflect their specific dietary advice however such advice is close to that of Member States, which should minimise the barrier to trade.

2.4.4. Member State activities

In 1989 the National Food Administration in Sweden introduced a food-marking symbol called the 'Green Keyhole' to help consumers identify the healthier options when buying food or eating out. Foods eligible to carry the keyhole symbol must fulfil certain conditions (maximum levels of fat, sugars, salt and minimum level of dietary fibre). Different conditions apply to different categories of foods.

More recently, Ofcom, the UK media and communications regulator limited the advertising of food to children to products that are not too high in fat, salt and sugars following a system of nutrient profiles developed by the Food Standard Agency,.

The introduction of the new rules does not jeopardise these initiatives and other use of nutrient profiles. There is no interaction with the UK system regulating advertising to children. However, adjustments may be needed for some national schemes, as certain healthier choices logos may be considered as nutrition or health claims and should therefore be in line with the nutrient profiles.

2.4.5. Member States Authorities

The control of the application of nutrient profiles will require some resources from Member States’ controlling authorities. However, nutrient profiles can be such to reduce enforcement difficulties for both the economic operators and national administration. The availability of data on nutrient content of foods should be a criterion to take into account for the setting of nutrient profiles.

Some Member States have already nutrient profiles system in place for purposes other than governing the use of claims. Controls could be envisaged at different levels, requiring for more or less resources for controlling authorities.

If a nutrient profile system relates to nutrients that are subject to nutrition labelling, a simple calculation based on the nutrition information provided on the label of the product can be used to check the compliance with nutrient profiles. This control is relying on compliance of nutrition labelling, e. g. what is declared is the exact content or is within the tolerance limits. Comparison with food average composition tables can also help to check compliance.

Another method is chemical analysis of the food to determine its composition. Such analysis is generally routine in Member States controlling laboratories as it is necessary for the control of nutrition labelling. However, the need for the analysis of nutrients that are not part of the usual nutrient analyses, such as trans fatty acids, would represent an additional cost.

3. Objectives

The overall objective of developing the nutrient profiling system is to minimise the likelihood that consumers will be misled by the way that claims are used on foods, i.e. avoid the promotion of foods which contain high levels of those nutrients whose excessive intake may be detrimental to health. 

· Following the EFSA opinion, this potential to affect the overall dietary balance is the main scientific consideration for the setting of nutrient profiles. The profiles will distinguish food products as eligible to bear claims or not, and will focus on nutrients for which there is evidence of a dietary imbalance in EU populations. Through the use of profiles consumers will be directed to make healthier choices which may impact on obesity or other diet-related diseases such as cardiovascular disease.

· Nutrient profiles should also allows for product innovation and be designed to maximise the incentive for reformulation. They should be introduced in a proportionate way taking into account issues such as feasibility, simplicity, ease of use by all the stakeholders and by the controlling authorities while at the same time protecting the interests of the consumers.
4. Options

The Council and the Parliament have already agreed to introduce binding nutrient profiling when adopting the Regulation on nutrition and health claims made on foods. As a result, a "no EU action" option or "soft law" option are not considered feasible and consequently are not discussed further.

The decisions on setting nutrient profiles need to take into account various factors. The main factors are the following:

· Scope of profiles, 

· Profile methodology and number of nutrients to be included in the profile, 

· The reference quantity for the nutrient profiles and

· Set levels of relevant nutrients to establish whether a product can bear a nutrition or health claim.

This impact assessment has addressed the options for factors individually and assessed the preferred option. The decision on the preferred options for a nutrient profile system depends on the above mentioned factors and the interaction between the factors. Therefore, the process of deciding the preferred options is an iterative process meaning that the preferred option for one factor needs to be tested against the other factors.

4.1. Scope of nutrient profiles

With respect to the scope of the nutrient profiles the following need to be assessed:

· whether nutrient profiles should apply to all food in general or to categories of food on the basis of the nutritional impact on the diet.

· possible exemptions from the profiles where their application will not meet the policy objective. For example, food supplements have minimum nutritional impact on salt, fat or sugar intake and therefore may not need to be covered by the profiles. Other exemptions could be made on the basis of the nutritional importance of some food or some food categories in the diet. For example, an exemption for fresh fruit and vegetables because of the recommendation to increased intakes of these categories of foods.

4.2. Nutrient profile methodology and the number of nutrients profiled

There are two approaches for establishing a nutrient profiling system:

Nutrient profiles can be developed using thresholds for selected nutrients whose intake is in excess of recommendations and may be detrimental to health. These thresholds can be adapted to food categories. 

An overall scoring system of a food where the level of nutrients whose intake is in excess of recommendations and may be detrimental to health are compensated by the level of nutrients recommended for higher consumption. In a scoring system, the number of food categories is minimised. 

Thresholds for category based system offer a better adaptability of the system and allow for a sectoral approach (dairy products, cereal products), while scoring system take the overall nutritional benefit of food.
EFSA recommends taking account of the public health relevance of the nutrients. Fat, saturated fat, unsaturated fat, trans fatty acids, sodium, sugars and fibre are potential candidates. The nutrient itself and the number of nutrients taken into account have an impact on the burden on controlling authorities and economic operators. The number of nutrients to select should be minimised, while ensuring that the system allows appropriate differentiation of products that facilitate the consumption of a healthy overall diet.

4.3. Reference quantity for the nutrient profiles

The basis on which to set the nutrient profiles is important, the two obvious options being in relation to the energy content of the food (per 100 kcal) or the weight/volume (per 100g/100ml) of the foods. However, with the increasing offer of products in portions, the basis of portion may merit consideration. The choice of the basis should be adapted to the objectives of the exercise and should minimise any undue anomalies in the market.

4.4. Setting the levels of relevant nutrients to establish whether a product can bear a nutrition or health claim

There is a certain flexibly in the setting of profiles, particularly with regard to the setting of "cut-off points" for nutrients. In simple terms making decisions as to what proportion of foods, and, in certain situations, which foods within a category on the market would be able to bear claims. Nutrient profiles have to provide a classification of foods in line with dietary advice and avoid any conflict with governments recommendations in terms of an overall healthy diet. They should also maximise the incentive for reformulation of products and allow for product innovation.

4.5. Testing

The ability to be able to test the design of the nutrient profiling system during its development is an essential part of the overall process. In this respect EFSA used food composition databases to test the suitability of a nutrient profile scheme to classify foods as being eligible to bear claims and whether the classification was in line with the framework provided for the establishing nutrient profiles. The databases can be searched to identify foods that are:

(i) eligible to bear health and nutrition claims (comply in full with the nutrient profile), 

(ii) eligible to bear nutrition claims (comply with the nutrient profile except for one nutrient) or 

(iii) ineligible to bear a nutrition or health claim.

5. Analysis of impacts

5.1. Scope of impact assessment

This impact assessment has considered the economic, social and environmental impact of each option and where possible has quantified this impact. With respect to environmental impacts the development of nutrient profiles is not expected to have any major impact in this area so this is not considered further.

The main impact of the proposal in relation to the possible areas of impacts fall mainly on consumers and businesses and these have been assessed but when the potential impact is beyond these groups these have been identified .

5.2. Sectors Affected

The impact of the application of nutrient profiles will be on consumers, who will be better protected against misleading claims and will be in a better position to make informed choices about food. Food business operators that voluntarily make nutrition or health claims, ingredients manufacturers (salt, sugar, e.g.) and Member States's enforcement bodies will also be affected by this proposal. 

5.3. Data on market
The EU-27 market for food and drink industry was €870 billion in 2006, employing 4.3 million people. The contribution of each sector is detailed in table 3.

Table 3: turnover of agri-food manufacturing enterprises, 2005 (EUR million)

	
	Meat & meat products
	Fruit & vegetables
	Oils & fats
	Dairy products
	Other food products
	Beverages

	EU-27
	175 613
	52 205
	38 625
	120 000
	230 000
	129 139


Some foods are marketed with nutrition and health claims. Some sectors are currently not using many nutrition or health claims (meat sector), whilst claims are on more than 50% of the products of other sectors (dairy sector). The main claims used are nutrition claims, and among them claims referring to the reduction of nutrients ("reduced" or “light” claims). There is also the sector of the food market where products have been developed to enhance their nutritional characteristics.

It has not been possible to get an exact measurement of impact due to the diverse nature of the different food sectors. Whilst there is have evidence that the market for foods with enhanced nutritional characteristics is growing – a recent Mintel report
 indicates that this market has recently been a key area of growth in retail sales, growing at twice the rate of the food market as a whole since 2003 – it was not possible to obtain exact data on the number of products bearing nutrition or health claims. In addition, exact data on how many products of those currently making nutrition or health claims will not comply with the options for the nutrient profiles was not available. Given the limited data we have on the health and nutrition claims market this impact assessment has only be able to make assumptions on the magnitudes of costs and benefits to stakeholders. 

As previously mentioned, the setting of nutrient profiles decisions regarding different factors or characteristics of the system. The following section describes the impact of the options for each issue. 

5.4. Scope of Nutrient Profiles

Option (i) Nutrient Profiles apply to all products in the same way
Nutrient profiles can consist of a standard set of rules to be applied to all foods. If a food exceeds the nutrient profile rules then it will not be able to bear a claim. However, using the same nutrient recommendation for all foods does not take into account of the role of the food in a person's diet or the fact that the consumption of a food can be compensated by the consumption of another food with different nutritional properties.

Example – If we use the generic levels based on population goals for nutrients as recommended by Eurodiet and WHO (see table 4) and apply it to all foods without differentiating the role of the food in the diet the levels result in very few opportunities to the foods to continue to bear claims (figure 1).

Table 4 - Generic levels set based on population goals for nutrients as recommended by Eurodiet and WHO

	Nutrient
	Levels - per 100 kcal

	Saturated fat
	10 kcal


	Sugars
	10 kcal


	Sodium
	120 mg



Figure 1: eligibility of foods subcategories subject to the generic set of nutrient levels - In black are foods that are eligible to bear nutrition and health claims. In grey, the foods eligible to bear nutrition claims but having to display a disclaimer on the nutrient that exceed its nutrient profile (Derogation laid down in Article 4 (2) of the Regulation). In white, foods not eligible to bear any nutrition or health claims.[image: image2.emf]0%
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The results of the test of the nutrient profiles with generic profiles are contrary to scientific advice from EFSA. The obtained classification should be coherent with dietary advice, which promotes the higher consumption of fruit and vegetables. Using a generic approach would result in no dairy product being eligible to make a claim, except on the basis of a derogation. However, some Member States recommend the consumption of 2 or 3 dairy products or low fat dairy products per day and the requirement to make a disclaimer might undermine such advice. Another example of a negative impact of the system is that claims regarding olive oil might not be allowed because of its fat content, but olive oil is promoted as part of a healthy diet due to its content of certain fatty acids which are more beneficial to health.

An advantage of this system is simplicity; it is easy to use, and consisting of a single set of rules to be applied by all the food industry. However, the impact of such a system would result in most nutrition and health claims currently on the market disappearing. 

Assessment of impacts

Consumers 

The generic application of common criteria for a nutrient profiling system across all food groups would result in some products that are being recommended as part of a healthy diet not being eligible to bear claims. In addition, the loss of claims to the market may result in consumers who need to follow a specific diet finding it difficult to find a particular food (e.g. lower salt or higher in fibre) as there could be less incentive for food manufacturers to produce a range of options if they are unable to make claims that help promote certain products. 

Businesses 

The generic application of a nutrient profile across all food groups would result in large number of products on the market no longer being eligible to bear claims. It is expected that some products could be reformulated in order to maintain their eligibility to bear claims but the cost may be significant. If it is not possible to reformulate manufacturers may consider that given the loss of claim the product is no longer commercially viable. 

It is not possible to estimate exactly how many products might be affected, nor the extent of potential increased cost on specific food sectors and the food sector as a whole. During the numerous bilateral meeting with stakeholders, food manufacturers expressed concerns on the economic impact of the prohibition of a claim. They argued that return on investment in research and development can be jeopardised if the product is not in line with nutrient profiles. Food business operators therefore prefer food category based systems. 

Option (ii) Nutrient Profiles are set out generally but adapted for certain categories of foods on the basis of the nutritional impact on the diet including providing exemptions for certain food categories
The other option consists of providing a tailor made solution to each food category, using the possibility to exempt certain foods or categories of foods from the requirement to comply with nutrient profiles, in addition differentiated conditions can apply to different food categories.

As previously mentioned, food business operators prefer food category based systems on a limited number of nutrients and they proposed a system of nutrient profiles with 23 food categories. On the other hand, consumer groups prefer systems divided into a few food categories and involving more nutrients. Requests for the addition of categories or subcategories were submitted by different sectors of the food industry for chocolate, hard cheese, fermented drinks and fine bakery wares.

Options for food categories

Having considered the views of stakeholders, and the advice from EFSA, it was considered that a nutrient profile for foods in general should be set. However, this would form a basis from which adjustments and exemptions that may be decided for a limited number of categories of foods or individual foods. 

The categories for possible adjustment or exemption were the ones EFSA had identified as having important dietary roles:

• Vegetable oils
• Fruits and vegetables, and their products

• Spreadable fats
• Meat and meat products

• Dairy products
• Fish and fish products

• Cereal and cereal products
• Beverages (non-alcoholic)

The food categories benefiting from adapted profiles (i.e. those that do not fit under the "food in general" category) need to be well-defined and eligibility criteria should be established. The majority of foods in the categories are composite products with ingredients coming from different food categories, such as cake made of eggs, flour, sugars, and fruits. This means that the criteria for a product to be considered as belong to a certain food category which could benefit from an exemption needs to be considered. 

Composition criteria and reference to existing Community definitions were used to define possible categories. For example, a minimum of fifty percent milk for a dairy product is required by Codex standards
. In addition to the categories proposed by EFSA, an additional category was proposed for ready meals, soups, and sandwiches, because they can have significant proportion of their ingredients from cereals, vegetables, meat or fish. The relevance to nutrition was an essential factor when considering the different options. 

On the basis of these considerations it was decided to use the criteria that over 50% of the food product should be ingredients following into the adapted food category. Proposed eligibility criteria for this option are proposed in table 5.

Table 5: Proposed criteria for eligibility criteria of food categories

	Nutrient profile food category
	Eligibility Criteria

	Vegetable oils and spreadable fats
	As defined in Council Regulation (EC) No 2991/94
, 

(a) milk fats falling within CN codes 0405 and ex 2106;

(b) fats falling within CN code ex 1517; and

(c) fats composed of plant and/or animal products falling within CN codes ex 1517 and ex 2106;

with a fat content of at least 10 % but less than 90 % by weight, intended for human consumption.

The fat content excluding salt must be at least two-thirds of the dry matter.

	Fruits, vegetables, nuts and their products
	Minimum 50g of fruit, vegetable or nuts per 100g of products

	Meat and meat products
	Minimum 50g of meat per 100g of products

	Fish and fish products
	Minimum 50g of fish per 100g of products

	Dairy products, except cheeses
	Minimum 50g of dairy constituent per 100g of products

	Cheese
	Minimum 50g of dairy constituent per 100g of products

	Cereal and cereal products except breakfast cereals
	Minimum 50g of cereal per 100g of products

	Breakfast cereals
	Minimum 50g of cereal per 100g of products

	Ready meal, soup, sandwich
	Minimum 200g

Two categories minimum among:

· fruit, vegetable and/or nuts products,

cereal and/or cereal products,

meat and meat products, fish and fish products, and/or dairy products

Minimum 30g /100g to count for one category 


Various discussions were held with stakeholders regarding the establishment of categories. Key points raised related to the minimum amount of milk necessary for a food to benefit from the nutrient profile for dairy products, or the minimum of cereal to benefit from the adapted profile for cereal products. Economic operators were asking for lower requirements, while consumer and public health groups asked for higher requirements.

The adapted profiles are foreseen for categories of foods having particular problems with nutrient profiles like fruits, because of their natural sugars content. To benefit from such a profile adapted for a food category, the foods should therefore have an essential part coming from the food category. A fruit product containing 20% fruits, water and added sugars should therefore be subject to the profile for beverages rather than for fruits products, as the natural content of sugars, compared with added sugars does not require adjustment of nutrient profiles. Similarly, dairy products could benefit from higher thresholds for saturated fat and sugars because cow milk naturally contains saturated fat and sugars in the form of lactose. Below 50% milk, the saturated fat and sugars from whole milk represent less than 1,2% and 2,4% of the product, which are levels that are not requiring adapted profiles.

Exemptions:

Exemptions/derogations from the requirement to respect the generic nutrient profiles, or adjusted nutrient profiles for certain foods or categories of foods depending on their role and importance in the diet of the population are envisaged in the primary legislation.

Requests for other exemptions were made by different sectors of the food industry and concerned chewing gums, probiotic drinks, energy drinks, sport foods, energy tablets, cough drops, honey, isomaltulose, salt. However, typical daily intakes of these foods can lead to significant or frequent consumption of sugars. Sugars intake contributes to energy intake, and high frequency consumption increases the risk of dental caries.

The exemption for a food was based on its composition and its importance in the overall diet. A request for exemption was favourably considered when the consumption pattern had no nutritional impact on the diet for the nutrients that would be taken into account for the profiles, such as fat, salt and sugars. In this context three main categories of foods were considered for complete exemption from the application of nutrient profiles.

Food supplements

Food supplements are concentrated sources of nutrients, such vitamins and minerals, or other substances with a nutritional or physiological effect whose purpose is to supplement the normal diet. They are marketed 'in dose' form i.e. as pills, tablets, capsules, liquids in measured doses etc. They are defined and regulated by Directive 2002/46/EC on food supplements
.

Food supplements have no significant nutritional impact on salt, fat, saturated fat, trans fatty acid or sugars intake.

Dietetic foods

Dietetic foods are regulated under the Council Directive 89/398/EEC relating to foodstuffs intended for particular nutritional uses
, and provisions on food compositional requirements for certain groups of dietetic foods are laid down in the following specific Commission Directives: 

· Infant formulae and follow-on formulae

· Processed cereal-based foods and baby foods intended for infants and young children
 
· Foods intended for use in energy-restricted diets for weight reduction

· Dietary foods for special medical purposes

Associations representing manufacturers of dietetic foods and individual manufacturers asked for an exemption from nutrient profiles for all dietetic foods. However, Member States expressed the view that such an exemption should be limited to foods for which there are binding composition requirements.

The food compositional requirements are based on scientific advice, which could justify the exemption for foods covered by specific Directives, when these requirements include binding maximum amounts for sugars, fat, and salt (or sodium). For example, the particular needs of infants justify a high level of fat in follow-on formulae compared to foods intended for the general population.

On the contrary, the lack of regulated composition requirements would justify the application of nutrient profiles for other dietetic foods that are covered by Council Directive 89/398/EEC. For example gluten-free foods could have high levels of fat, sugars or salt that would justify the application of nutrient profiles in relation to claims regulated through the Regulation 1924/2006 on nutrition and health claims.

Fruit and vegetables

The variety of products that might fall under the broad heading of fruit and vegetables includes: raw fruit, vegetables and nuts; fruit and vegetable juices with or without added sugar; fruit, vegetable, and nut products where saturated fat, salt and sugars can be present at increased levels (e.g. apple pie, jam, vegetables in brine, ready meals mainly based on vegetables, sugared almonds).

It is known that regular consumption of fruit and vegetables is associated with beneficial effect for health. National dietary recommendations of Member States and international agencies generally include advice for a high proportion of the diet to come from fruit and vegetables
 (this including fresh, frozen, chilled, canned fruits and vegetables, and 100% fruit and vegetable juices
). Similarly nuts are also promoted by some dietary recommendations
. However, within this category there are some nuts that are naturally high in saturated fat and "processed" products that contain, for example, added salt (e.g. salted peanuts) or sugars (e.g. fruit in syrup) and such products would not generally be included in dietary recommendations.

Therefore in terms of an exemption it would seem appropriate to limit this to fruit and vegetables themselves (fresh, frozen, chilled, or dried); and to fruit and vegetable products without added sugars, fat, or salt (including juices).

The impact of such a system of adapted food categories and exemptions for selected food categories is discussed below:

Assessment of impacts

Consumers 

This option is more compatible with dietary advice and therefore would benefit consumer by allowing them to make healthier dietary choices. For example, low fat dairy products, whose consumption is one common denominator of Member States' dietary advice would still be able to bear claims. In addition, public health and consumer groups supported the exemptions outlined above.

Business 

This option allows for a more proportionate approach in the use of claims. It will allow a broader range of foods to bear claims than a generic nutrient profile approach alone. Whilst the application of categories will still result in some loss of products being eligible to bear claims this will be assess according to the nature of the food and the role the food plays in the diet. Therefore healthier options in the food categories will still be eligible to bear claims, such as low fat dairy products.

Some products categories are however totally excluded from the possibility to use claim, for example chocolate.

A disadvantage of a system that includes categorisation of foods to determine eligibility to make a claim is that the increased complexity for both food business operators and food enforcement authorities. 

As with option (i) it is not possible to estimate exactly how many products might be affected but the flexible approach of this option should allow more products to make claims and if necessary reformulate in order to maintain a claim. 

5.5. Preferred approach for the scope of nutrient profiles

Taking into account the views of stakeholders during consultation and the advice of EFSA it is consider that option (ii) is the preferred option to deliver the policy. Establishing nutrient profiles generally takes into account the concerns raised by consumer groups but by adapting them for certain product groups will provide flexibility and will reduce the impact on business stakeholders. 

The healthier options of these food categories would be eligible to bear claims. For example, with a single set of levels, dairy products could not bear calcium-related health claims because of their natural content in saturated fat. Similarly, olive oil could be disqualified due to its content in saturated fat, whereas the overall fat profile of olive oil is desirable (olive oil is a major provider of monounsaturated fatty acids in the South of Europe).

The system is flexible and deals with the problems of a limited number of food categories which have an important role in the diet, following EFSA advice, and providing adapted profiles for the different food sectors. 

The system is easily adaptable in the light of practical application and criteria can be modified for certain foods categories without affecting the others. This flexibility is also an advantage to be considered in the process of setting nutrient profiles, and in the revision of the system in light of new scientific evidence.

In addition, the complete exemption of certain food products due to their specific purpose (food supplements, dietetic foods, fruit and vegetables) will avoid unnecessary burdens being placed on stakeholders.

5.6. Establishing the nutrient profile methodology and the number of nutrients to be profiled 

Nutrient profile methodology

The number of nutrients on which criteria should be established is linked to the methodology for setting the levels. A scoring approach would need to profile more nutrients than a threshold approach. The potential impact of the scoring and threshold approaches are discussed below:

Option (i) Implementing a scoring approach to establish nutrient profiles for the key six nutrients

In a nutritional scoring system the high content in certain nutrients, for example saturated fat, sodium, or sugars, is compensated by the levels of other nutrients, such as calcium, fibre and unsaturated fat. If a food manufacturer wishes to make a claim on a food the quantity in the product of each nutrient that is linked to the scoring system will need to be determined. Then each nutrient would be scored against a point system and the final score would be calculated to determine whether the food is eligible to bear a claim. 

An example of a scoring system is one developed by the UK Food Standards Agency which was initially developed for the regulation of television advertising of food to children. This scoring scheme takes into account four disqualifying nutrients (calories (energy), sodium, fat, sugars) and three qualifying nutrients (protein, fibre, and fruit or vegetables or nuts) the global score is obtained by adding the points for qualifying nutrients and subtracting the points for disqualifying nutrients. 

The scoring system gives a broader nutritional assessment of a product as the system takes into account more nutrients and balances the content of nutrients whose excess is detrimental to health with nutrients that for which increased intake is desirable (e.g. dietary fibre). It provides a good level of eligibility for certain food categories, such as dairy products (by taking account of calcium content), cereal products (by taking account of fibre content) and vegetable oils (by taking account of unsaturated fatty acids).

Assessment of impacts

Consumers

During consultation with stakeholders consumer and health organisations preferred this approach as they believe it would result in the products that bear claims having the best all round nutritional balance and would avoid tailor-made solutions for every food category or subcategory.

Businesses

The application of a scoring system profiling all nutrients will require businesses to consider the specified nutrients in their products weighing up the negative and positive aspects of each before being able to decide whether their product can bear a claim or not. This has a particular impact on businesses as the content of certain nutrients, for example trans fatty acids in foods, is not part of the standard food analysis. In addition, in the case of trans fatty acids there is limited food composition data. Consequently, its inclusion as part of a nutrient profiling system could lead to substantial additional costs for both food manufacturers and controlling authorities as information on the level of trans fatty acids in products would not be readily available or would have costs associated with its collection (cost of trans fatty acid analysis is around 50 euros). In addition, there is data to suggest that the inclusion of dietary fibre as criterion would also result in additional costs for food operators and controlling authorities (dietary fibre analysis is around 100 euros). SMEs would particularly be affected compared with bigger companies, which can have easier access to laboratory analysis facilities.

Option (ii) Implementing a threshold approach to establish nutrient profiles 

In a threshold approach each nutrient is given a threshold level allowing products that remain below the threshold to bear claims. During the process of assessing the approaches to nutrient profiles it was considered that applying thresholds to the key nutrients that can have a negative impact on health when they are consumed in high amounts (sodium, sugars, saturated fat) would be sufficient to prevent the less healthier food options from bearing claims.

Threshold systems are easy to implement. Their simplicity facilitates both the compliance of economic operators with the new rules and their control by Member States. This is the preferred system for food manufacturers and food retailers. The reformulation incentive of nutrient profiles is focussed on the key nutrients that are consumed in excess, leading to products lower in salt, fat and sugars, while scoring systems offer the possibility to compensate a high salt level by and a high fibre level. If a higher level of fibre may be beneficial in diet, fibre intake do not compensate too high sodium intake.

Assessment of impacts

Consumers:

Besides the choice of nutrients, which has to be based on their relevance for public health issues, the choice of the methodology has no impact on consumers, as nutrients profiles are not communicated to them. Threshold approach focus on nutrient consumed in excess in European diets, the communication around the nutrient present being ensure by the nutrition and health claims themselves.

Businesses:

Applying the threshold approach to nutrients that are already required to be calculated and assessed under the Primary legislation will result in minimal addition costs being placed on business. The threshold approach would be particularly beneficial for SMEs as they will not be required to carry out any additional nutrient calculations in order to work out whether their products are still eligible to bear claims or not.

Number of nutrients to be included in the profile

Concerning the nutrients to select, there is ample evidence that saturated fat and sodium should be primarily considered, given the difference between recommended intakes and actual consumption patterns, and the expected health benefit of dietary changes for these particular nutrients.

The average intake of saturated fat in adults in many EU Member States exceeds the recommended maximum levels. According to EFSA, there is ample evidence that replacing saturated fat in the diet with unsaturated fat will have a beneficial effect on the risk of coronary heart disease. Isocaloric replacement of about 5 % of saturated fat by unsaturated fat has been estimated to reduce coronary heart disease risk by 20-40%
.

Dietary recommendations for trans fatty acids
, 
recommend that intake should not exceed 1 to 2% of energy. EFSA indicated that recent reported intakes of trans fatty acids in some EU Member States are close to this recommended maximum intake so there is limited benefit to public health of including trans fatty acids in the nutrient profiles system.

Taking the above in to account, it was considered that a single threshold on saturated fat is enough to deal with the fat quality: total fat = saturated fat + unsaturated fat.

EFSA also mentions public health issues linked to high sodium (or salt) consumption. The major adverse effect of high dietary sodium intake is elevated blood pressure. High blood pressure is an acknowledged risk factor for ischaemic heart disease, stroke and renal disease. Mean sodium intakes of populations in Europe are well in excess of recommended intakes. The main source of sodium in the diet is processed foods (about 70-75% of the total intake)
.

Assessment of impacts

Consumers

Besides the choice of nutrients, which has to be based on their relevance for public health issues, the choice of the nutrient profile model has no specific impact on consumers, as nutrients profiles are not communicated to them. Similar benefits for consumers can be obtained with a system based on thresholds for a few nutrients and adapted to food categories, and a system based on a nutritional scoring, with more nutrients but fewer categories. 

Businesses
Applying the threshold approach to nutrients that are already need to be declared on the food labelling under the Primary legislation will result in minimal addition costs being placed on businesses. In addition, the choice of saturated fat and sodium is complementary with Member State initiatives and therefore food producers may be able to reconcile these changes with the efforts they are undertaking to reformulate (when this is legally allowed, safe and technologically possible) their products for Member States' healthy eating initiatives. 

The impact of the threshold level on the eligibility to bear claims is discussed in sections 5.10 and 5.11.

5.7. Preferred approach for the nutrient profile model

Consumer and health stakeholders consider that a scoring approach will offer better consumer protection as claims will be limited to product with healthier overall nutritional composition. Consumer and health organisations are concerned that, if trans fatty acids are not included in the nutrient profile, the threshold approach may allow certain products that are high in trans fatty acids to bear claims. However, testing show that thresholds for salt (sodium), sugars and saturated fat are enough ensure that foods high in trans fatty acids are not be eligible to bear health or nutritional claims. 

The inclusion of a limited number of nutrients that are already required as part of the nutrient analysis of food products bearing claims minimises the potential impact on costs for the manufacturer in relation to determining whether a product is eligible to bear a claim. In addition, there would be no additional costs for nutrient analysis associated with the enforcement by the competent authorities.

Taking into account the overall objective of the policy and the impact on stakeholders option (ii) is the preferred option to be applied to sodium (salt), saturated fat and sugars.

5.8. Establishing the reference quantity

In setting nutrient profiles, it is necessary to define a reference quantity to compare the nutrient contents of foods. Three different approaches could be used: 

Option (i) serving size or portion

For example, nutrient profiles can consist in a maximum amount of salt, sugars, fat, per yogurt pot, or per 250 ml portion of a beverage.

Option (ii) weight/volume, e.g. per 100 g/100 ml

Nutrient profiles would then consist in maximum levels expressed in g per 100g or 100ml of products.

Option (iii) energy, e.g. amount per 100 kcal, or, for macronutrients, as percentage of energy content (E%).

Nutrient profiles would consist in maximum levels expressed as limits such as: 10% maximum of energy should come from saturated fat or sugars. Salt levels would have to be expressed as a quantity (in mg or g) but this quantity can be expressed for 100kcal of product.

The EFSA opinion compares the merit of each option and recommends that the selection of a suitable reference quantity should be based on pragmatic considerations related to the needs of the particular nutrient profile scheme. 

An assessment of the impact of each option is given below:

Option (i) serving size or portion

Nutrient profiles defined on a per serving or portion basis is the only approach that is directly related to the quantity of food typically consumed. For example, a glass of milk is usually around 200 ml. However, the lack of uniformity in the portion sizes across the EU constitutes a serious drawback for this option. 

Another issue to consider is that a portion size could be smaller than what is normally consumed in order to facilitate the compliance of the food with nutrient profiles. 

Example: 

Nutrient profile: maximum 20g sugars per serving

Food: a 100g pack of 3 biscuits containing in total 30g sugars

Reformulation: reduction of sugars to have 20g sugars for a pack of 3 biscuits OR a new 66g pack of only 2 biscuits providing 20g sugars.

Assessment of impacts

Consumers:

A small portion size could be offered in order to facilitate the compliance of the food with nutrient profiles. Some misleading claims could therefore appear when portion size is not related to what is really consumed.

Business:

The lack of uniformity in the portion sizes across the EU would be a legal uncertainty for food business operators and could distort competition. In addition, enforcement of the legislation would be difficult for the competent authorities.

Option (ii) weight/volume, e.g. per 100 g/100 ml

The use of weight or volume (e.g. per 100g or per 100ml) is consistent with current EU nutrition labelling legislation. Nutrition labelling of foods use this reference and therefore using the same reference for nutrient profiles would facilitate the work of the controlling authorities.

However, 100g is not always related to the quantity of food that is really consumed. Higher quantities (beverages) or lower quantities (oils) are eaten, depending on the food category. This reference basis is therefore more appropriate for category based systems than for systems set across the board. 

In addition, this option reformulation towards healthier products, which consists in the same quantity of foods with reduced levels of saturated fat, salt and sugars.

Example: 

Nutrient profile: maximum 20g sugars per 100g

Food: a 100g pack of 3 biscuits containing in total 30g sugars

Reformulation: reduction of sugars to have 20g sugars for the same 100g pack of 3 biscuits

Assessment of impacts

Consumers:

This option is beneficial for consumers as it favours reformulation towards healthier products.

Business:

The 100g basis is already used for nutrition labelling and would have no impact per se on the economic operators. Compared with option (iii), the 100g option favours high water content products, such as fruit and vegetables, milk based products. 

Option (iii) energy, e.g. amount per 100 kcal, or, for macronutrients, as percentage of energy content (E%).

The energy basis for a nutrient profile has the disadvantage that it could promote a reformulation towards fattier products under certain circumstances (although it is difficult to speculate whether this would happen in practice).

Example:

Nutrient profile: maximum 20kcal sugars per 100kcal product, 20E%

Food: a 100g pack of 3 biscuits containing in total 30g sugars –100g biscuits provide 400kcal – sugars provide 30% of total energy
.

Reformulation: reduction of sugars down to 20g for the same pack of 3 biscuits to have 20%E sugars OR increase energy density of the product by adding fat:

· The 100g of biscuits provide 600kcal (the addition of fat increases the energy content)

· The sugars level is now 20E%

High fat containing products can benefit from a system using an energy basis, as their high energy density lead to relatively lower percentage of nutrient expressed on a 100kcal.

Example:

The same salt concentration can lead to very different salt levels expressed per 100kcal:

· A biscuit having an energy density of 400 kcal per 100kcal, and a salt concentration of 1 g / 100g has a salt concentration of 0,25g per 100kcal.

· A biscuit having an energy density of 600 kcal per 100kcal (it contains more fat), and a salt concentration of 1 g / 100g has a salt concentration of 0,17g per 100kcal.

Assessment of impacts

Consumers:

This could result products bearing claims that are high in fat, as reformulation toward fattier products helps compliance with nutrient profiles expressed on an energy basis.

Business:

The use of per 100kcal could result in low energy dense products such as milk, fruits and vegetables being negatively impacted because the amount of food for 100 kcal corresponds to higher quantities compared with foods that contain less water.
5.9. Preferred option for reference quantity for nutrient profiles

Broadly the food industry would like to see the three approaches used in combination, while consumer and health organisations would only have reservations on the portion size approach. Given its use in nutrition regulation already and its likelihood to promote reformulation it is considered that the 100g basis is the preferred option for further development of the system.

5.10. Setting the levels of relevant nutrients to establish whether a product can bear a nutrition or health claim

As discussed previously under the section concerning the nutrient profile methodology the preferred option is to determine thresholds for sodium, saturated fats and sugars.

Different options for levels of individual nutrients were tested on food composition databases to evaluate their impact on the eligibility of a food to bear claims within each food category, taking into account compliance with dietary advice of Member States to adjust thresholds.

Tables 7 to 9 summarise the view of the stakeholders and Member States on the proposed levels of thresholds for saturated fat, sugars, and sodium for various food categories and the preferred option that has been identified for inclusion in the nutrient profile by DG Health and Consumers.

Table 6: Saturated fat - Stakeholders and Member States views and identified preferred option

	Food category
	Consumer groups
	Food business operators 
	Member States (number of Member States supporting – written contributions)
	DG Health and Consumers

Preferred option

	Vegetable oil and spreadable fats
	15 g/100g
	30 kcal/ 100kcal
	30 kcal/100kcal (5)

30g/100g (3)

20g/10g (4)
	30 g/100g

	Fruit, vegetables and their products
	1,2 g/100g
	10 kcal/ 100kcal
	5 g/100g (2)

2 g/100g (1)
	5 g/100 g

	Fish and fish products
	5 g/100g
	7,5 – 9 g/100g
	10 g/100g (4)
	10 g/100g

	Meat and meat products
	5 g/100g
	8 g/100g
	5 g/100g (4)

10 g/100g (2)

15 g/100g (1)
	5 g/100g

	Dairy products except cheese
	1,2 g/100g
	5g/100g (20 g/100g for cream)
	2 g/100g (3)

2,5 g/100g (3)

2,6 g/100g (1)

2,8 g/100g (1)

5 g/100g (3)
	2,5 g/100g

	Cheeses
	10 g/100 g
	20 g/100 g

23 for hard cheeses
	10 g/100g (1)

12 g/100g (2)

15 g/100g (2)

18 g/100g (1)

20 g/100g (4)

23 g/100g for hard cheeses (2)
	10 g/100 g

	Cereal and cereal products
	1,2 g/100g
	10 g/100g


	2 g/100g (2)

5 g/100g (1)

10 g/100 for fine bakery wares (2)
	5 g/100g

	Breakfast cereals
	1,2 g/100g
	5 g/100g
	5 g/100g (2)
	5 g/100g

	Ready meal
	2 g/100g
	5 g/100g
	5 g/100g (4)

2 g/100g (2)

3g/100g (1)

10 kcal/100kcal (1)
	5 g/100g

	Other Food
	1,2 g/100g
	Depend on sector
	2 g/100g (3)

10 g/ 100g (1)

10 kcal/100kcal (1)
	2 g/100g


Table 7 - Sugars- Stakeholders and Member States views and identified preferred option

	Food category
	Consumer groups
	Food business operators 
	Member States (number of Member States supporting – written contributions )
	DG Health and Consumers

Preferred option

	Fruit, vegetables and their products
	10 g/100g
	12,5 – 63 (jam) g/100g
	10 g/100 g (1)

15 g/100 g (2)

20 g/100 g (2)

28 g/100 g (2)
	15 g/100 g

	Dairy products except cheese
	8 g/100g
	15 g/100g
	12 g/100g (1)


	15 g/100g

	Cheeses
	6 g/100g
	15 g/100g
	13 g/100g (1)
	15 g/100g

	Cereal and cereal products
	5 g/100g
	35 g/100g
	10 kcal/100kcal (2)

15 g/100g (2)

20 g/100g (2)

30 g/100g (1)

35g/100g for fine bakery wares (2)

15 g/100g for bakery products,

20 g/100g for biscuits,

30 g/100g for cakes (1)

15 g/100g exclude sugars from dried fruits (1)
	15 g/100g

	Breakfast cereals
	12,5 g added sugars per 100g
	25 g/100g
	15 g/100g (2)

20 g/100g (3)

20 g/100g, exclude sugars from dried fruits (2)

25 g/100g

30 g/100g (2)
	25 g/100g

	Ready meal
	2 g/100g
	5 g/100g
	5 g/100g (3)
	5 g/100g

	Beverages
	5 g/100g
	8 g/100g
	8 g/100g (8)

5 g/100g (8)
	8 g/100g

	Other food
	1,2 g/100g
	Depend on sector
	10 g/100g (3)
	10 g/100g


Table 8: Sodium- Stakeholders and Member States views and identified preferred option

	Food category
	Consumer groups
	Food business operators 
	Member States (number of Member States supporting)
	DG Health and Consumers

Preferred option

	Vegetable oil and spreadable fats
	300 mg/100g
	_
	500 mg/100g (6)

600 mg/100g (1)

No need of threshold (3)
	500 mg/100g

	Fruit, vegetables nuts, and their products
	100 mg/100g
	120 mg / 100 g (fruits) 360mg/100g (vegetables) – 120mg/100Kcal (jam)
	200 mg/100g

400 mg/100g (4)

500 mg/100g (1)
	400 mg/100g

	Meat and meat products
	200 mg/100g
	1000 mg/100g
	500 mg/100g (2)

700 mg/100g (2)

800 mg/100g (1)

1-1,5 mg/100g (2)
	700 mg/100g

	Fish and fish products
	300 mg/100g
	800 – 2000 mg/100g
	300 mg/100g (1)

500 mg/100g (2)

700mg/100g (2)

800mg/100g (1)
	500 mg/100g

	Dairy products except cheese
	100 mg/100g
	300 mg/100g
	300 mg (4)
	300 mg/100g

	Cheese
	600 mg/100g
	1000 mg/100g
	500 mg/100g (1)

600 mg/100g (3)

700 - 800 mg/100g (2)

900 mg/100g (1)
	600 mg/100g

	Cereal and cereal products
	400 mg/100g
	600 mg/100g
	300mg (2)

400 mg/100g (3)

500 mg/100g (1)

600 mg/100g (1)

700 mg/100g (2)

600 mg/100g Fine bakery wares (3)

500 mg/100g Bread (2), 700 mg/100g (1)
	400 mg/100g

	Breakfast cereals
	400 mg/100g
	700 mg/100g
	300 mg/100g (2)

400 mg/100g (3)

450 -500 mg/100g (2)

600 mg/100g (3)

700 mg/100g (2)
	500 mg/100g

	Ready meal
	200 mg/100g
	400 mg/100g
	400 mg/100g (3)


	400 mg/100g

	Other Food
	100 mg/100g
	Depends on sector
	120 mg/100g (1)

300 mg/100g (3)
	300 mg/100g


5.11. Preferred options for levels

Establishing the appropriate levels for nutrient profiles has involved wide input from stakeholders. It is important to set the levels so that the policy intention is achieved (providing consumer with information on nutrition and health claims that is not potentially misleading) and is balanced against the impact the chosen levels will have on stakeholders. Table 9 gives proposals for thresholds for selected nutrients for specific food categories, Details on other options considered can be found at annex 1.

Table 9: preferred options for threshold values for nutrient profiles

	Food category
	Sodium (mg/100g)
	Saturated fat (g/100g)
	Sugars (g/100g)

	Beverages
	-
	-
	8

	Vegetable oils and spreadable fats
	500
	30
	-

	Fruits, vegetables, nuts, and their products
	400
	5
	15

	Meat or meat products
	700
	5
	-

	Seafood or related products
	500
	10
	-

	Dairy products
	Dairy products, except cheeses
	300
	2,5
	15

	
	Cheeses
	600
	10
	15

	Cereal and cereal products
	Cereal and cereal products except breakfast cereals
	400
	5
	15

	
	Breakfast cereals
	500
	5
	25

	Ready meals, soups and sandwiches
	400
	5
	10

	Other foods
	300
	2
	10


The effect of such food category classification and use of adapted nutrient profiles on the eligibility of foods to bear claims among selected food categories are summarised in figure 2. 

Figure 2: Eligibility of the proportion of foods using selected EuroFIR categories and subcategories based on nutrient profiles for sodium, saturated fat and sugars specified in Table 9
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The impact of the application of the proposed nutrient profiles on certain products and their eligibility to bear claims are summarised in Table 10.

Table 10: eligibility of certain food products to bear claims following the application of the nutrient profile for sodium, saturated fat and sugars specified in Table 9

	Food category
	Nutrition or Health Claim
	Nutrition Claim with derogation
	No claim possible

	Beverages

	Mineral water

Ice teas
	Soft drink

Soy drink
	-

	Vegetable oils and spreadable fats
	Olive oil rapeseed oil
	Coconut oil, palm oil

Butter
	Salted butter

	Fruits, vegetables, nuts, and their products
	Fruit , vegetable, or nut products with low or no added salt sugars or fat
	Compote with added sugars
	Pastries, fruit dessert with cream

	Meat or meat products
	Meat

Lean ham
	Cured ham
	Pâtés

	Seafood or related products
	Fish
	Smoked fish
	Fish product with added fat, salt

	Dairy products
	Dairy products, except cheeses
	Whole milk

Yoghurt
	Cream
	Dessert type products

	
	Cheeses
	Low fat cheese
	Fresh cheeses
	Hard cheeses

	Cereal and cereal products
	Cereal and cereal products except breakfast cereals
	Rice, pasta

Low salt bread
	Brow bread
	Cakes

Biscuits

	
	Breakfast cereals
	Low sugar breakfast cereals, porridge
	Breakfast cereal coated with sugars, or with honey
	Breakfast cereal with chocolate

	Ready meals, soups and sandwiches
	Paella

Ready meal fish and pasta 
	Salad tuna with vegetables

Pizza
	Pork pie

Sandwich, Cheddar cheese and pickle, white bread

	Other foods
	Spoonable soy products
	Confectionary products
	Chocolate


The key impacts on category specific products were:

Beverages

The nutrient profile for beverages is 8g/100g. Soft drinks generally contain around 11% sugars (i.e. 11g/100g). Therefore, no soft drinks qualified. Reformulation is achievable to reduce some beverages down to 8% sugars.

Oils and speadable fat

The impact of the proposed threshold of 30g saturated fat per 100g oils or spreadable fats would be that low fat butter, low fat margarine, and vegetable oils such as olive would continue to be eligible to make nutrition and health claims. However, claims on desirable fats, when a product in fact provides a high level of saturated fat would no longer be possible.

Fruits, vegetables, and nuts products

The nutrient profile thresholds set for the fruit and vegetable categories only applies to the foods that would not benefit from the exemption for fruit, vegetables and nuts with no added sugars, salt (sodium) or fat. Small amounts of added fat, sugars and salt would be allowed to other categories of fruit and vegetables with the proposed profiles. But in the case of an apple pie which contained around 30% sugars it would not be possible to make claims related to the benefit of consumption of fruit.

Meat and meat products

Meat and meat products are major contributors of saturated fat and sodium in the European diet. Meat is generally eligible to make claims at the threshold levels proposed. The level of 700 mg sodium/100g would allow some cooked ham with low levels of salt to bear claims, but the majority of the meat products would be disqualified by the sodium threshold and the saturated fat threshold.

Fish and fish products

Fish are eligible, but fish products are often disqualified because of salt content. Nutrition claims on omega 3 content would however remain possible for smoked fish, provided the declaration "high salt content" is included in the labelling.

Dairy products

Saturated fat levels in the nutrient profiles for dairy products allow whole milk, a basic food, to continue to be eligible to claims. However, the level of saturated fat proposed for cheese provides limited opportunities for cheese to claim their calcium content, as their sodium content along with the saturated fat content can disqualify them. This is justified as cheese can make an important contribution to sodium and saturated fat intake in the diet.

Cereal and cereal products

Bread is a major contributor of salt in the diet, therefore nutrient profiles should be set to help consumer to identified breads with lower salt content. The proposed sodium level allows some of the bread currently on the market to bear claims and it would encourage some manufacturers to reformulate. However, the thresholds leave limited opportunities for cakes or biscuits to bear claims. 

The nutrient profiles that are specifically adapted for breakfast cereals takes account of the fact that they are normally consumed with milk. The proposed profile would allow a certain proportion of breakfast cereals to be eligible to include nutrition or health claims products.

Ready meals, sandwiches and soups and other foods

The proposed levels allow the healthiest options for these product categories to continue to bear claims, while other food have to comply with stricter conditions that would not allow many to bear claims. Chocolate for example would be subject to the generic profile, but also cereal and milk products that would not comply with the composition requirement of a minimum of 50% cereal or 50% milk.

The foods for which request for exemption or specific profiles were formulated would be subject to the generic profile. Levels of sugars would require the labelling of the disclaimer "high level of sugars" if nutrition claims are made on chewing gums, some probiotic drinks (with their current composition), energy drinks, sport foods, energy tablets, cough drops, honey, isomaltulose., while health claims would be prohibited. 

Assessment of impacts

The impact of the proposed threshold levels for sodium, saturated fats and sugars would have on stakeholders is discussed below:

Consumers:

It is considered the application of the proposed nutrient profiles would help consumers make healthier choices by healthier options for foods within a category being eligible to bear claims. By the establishment of nutrient profile levels and the ineligibility of food to bear claims will give consumers greater confidence when making purchasing decisions. 

Businesses:

Setting any levels for nutrient profiles will have an impact on businesses through loss of possibility of making claims which means that products might need to be relabelled or reformulated. However, it is considered that by setting the levels on nutrients that complement the initiatives that are being implemented at national level and by consumer demand will allow businesses to coincide reformulation costs with activities they are already currently undertaking. The costs associated with relabelling can be reduced by allowing transition periods that allow the majority of relabelling to take place during the normal labelling cycle. 

5.12. Overall preferred option 

Based on the assessment of the different options for the development of nutrient profiles within the requirements laid down in the framework legislation on nutrition and health claims the following model for the development of nutrient profiles is considered appropriate.

Profiles based on the a threshold system that takes into account the quantity of sodium, saturated fat and sugars in 100g of the product. Complete exemption from the application of nutrient profiles can be provided where appropriate, for example food supplements and certain dietetic foods. There should be a generic profile that in principle applies to all other foods with provision for adapted nutrient profiles to apply to certain food categories that can make an important contribution to the intake of certain desirable nutrients in the overall diet. Generally, for a product to be considered as falling within a food category at least 50% of the product’s ingredients must be from the identified food category.

An overview of the preferred option for the setting of nutrient profiles is provided in Table 10.

Table 11: overview of preferred option for nutrient profiles

	Nutrient reference value
	Application
	Exemption 

	
	Specific profiles
	Generic profile
	

	
	Ready meals, soups, sandwiches
	Beverages
	Dairy products
	Vegetable oils and spreadable fats
	Meat and

meat products
	Fish and fish products
	Cereal and cereal products
	Fruit, vegetable, and nut products
	Other foods
	Certain dietetic foods
	Food supplements
	Fruit and vegetables

	
	
	
	Cheeses
	Others
	
	
	
	Breakfast cereals
	Others
	
	
	
	
	

	mg sodium / 100g
	400
	-
	600
	300
	500
	700
	500
	500
	400
	400
	300
	
	
	

	g saturated fat / 100g
	5
	-
	10
	2,5
	30
	5
	10
	5
	5
	5
	2
	
	
	

	g sugars / 100g
	10
	8
	15
	15
	-
	-
	-
	25
	15
	15
	10
	
	
	


6. Monitoring and evaluation

6.1. Monitoring

The general monitoring of the market of nutrition and health claims is included in the Regulation.

To facilitate efficient monitoring of foods bearing nutrition or health claims, Member States may require the manufacturer or the person placing such foods on the market in their territory to notify the competent authority of that placing on the market by forwarding to it a model of the label used for the product. 

To monitor the effect of nutrient profiles on the potential to include nutrition or health claims on the labelling of food products it is necessary to have data on food composition. The EFSA database can be updated and new data may become available on food composition, which would provide, when combined with the food consumption data a better knowledge of the contribution of the food in the intake of a certain nutrients in the diet.

Monitoring could be achieved for example through reports of use of claims on food products from Member States, NGOs and self monitoring activities of the industry, focussing on:

· the impact on number of products eligible to bear claims can be monitored through data collected by food manufacturers and other organisations on the proportion of products on the market bearing claims.

· the impact on reformulation activities of manufacturers through information provided by the food manufacturers themselves or through changes in the food composition data collected by Member States or other organisations.

· the impact on purchasing patterns of consumers with regards to products with claims vs products without claims can be obtained from the food manufacturers and retailers market information or by consumer surveys.

· the consumers understanding of nutrition or health claims can be through consumer surveys.

· changes in the overall diet could be obtained from ongoing dietary intake surveys in the member States. However, it is anticipated that it would be difficult to assess whether the changes in the diet were due to the claims on food products or other food or nutrition related initiatives.

6.2. Evaluation

By January 2013, the Commission is asked to submit to the European Parliament and to the Council a report 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.

The report will include an evaluation of the impact of the Regulation on dietary choices and the potential impact on obesity and non-communicable diseases. 

Annex 1: Discussion on the different options for the levels for specific food categories benefiting from adapted profiles

7. Vegetable oils and spreadable fats

Vegetable oils and spreadable fats are all high in fat but fat quality varies among the different products, and important nutrients such as unsaturated fatty acids can be provided. The WHO and EURODIETS recommendations for fat and saturated fat intakes, suggest an ideal ratio of 1/3 for saturated / total fat. 

Some margarine producers use in their code of best practices
 a threshold on saturated fat, which limits the use of claims to the fat spreads having less than 30 % of saturated fat on an energy basis (not more than 30 kcal coming from saturated for 100 kcal of the product). Figure 1 shows what would be the outcome if a threshold of 30 g of saturated fat per 100 g was used for this category. 

Figure 1: Specific thresholds for vegetable oils and spreadable fats and resulting classification of the food basket

	Nutrient
	Threshold for vegetable oils and spreadable fats

	Saturated fat

(g /100 g)
	30

	
[image: image4]


With a threshold for saturated fat set at 30g saturated fat for 100g of food low fat butter and the majority of margarine and oils such as olive oil and rapeseed oil to continue to bear claims while palm oil, butter and lard would be excluded. A few vegetable oils high in saturated fat, such as coconut or palm oil, would be ineligible.. Some low fat spreads would be eligible, such as 41% butter and low fat margarines.

8. Dairy products 

Dairy products are a major source of calcium in the European diets and their consumption is often recommended by Member States. Some advise a certain number of dairy products per day (milk, yoghurt, cheese), whilst others advise on the consumption of low fat dairy products, as dairy products are also an important source of saturated fat. It should also be noted that certain dairy products are also high in sodium (cheese) and sugars (fermented milks, fresh cheeses, dessert type products). 

A sugars criterion can not differentiate sugars naturally present and added sugars and there is an issue as to whether the natural content of lactose, which is counted as sugars, should be taken into account in any thresholds. Milk contains around 5% lactose, while fermented milk products and cheeses have lower lactose content due to its transformation into lactic acid during fermentation.

EFSA advice was to take account of the particular role of dairy products in diets, and consequently a specific nutrient profiles is proposed. One option to consider would be to have a a single threshold on saturated fat which would, for example, allow claims on "lower fat" dairy products such as milk and yogurt, but prohibit them on cheeses. However, as some national dietary guidelines advise that consumption of dairy products should not be restricted to low fat products it would seem worthwhile considering a subcategory for cheeses. The intention being to allow some low fat cheeses to continue to bear claims.

Preferred option

A threshold set at 15% sugars takes account of the lactose content of milk.

A subcategory for cheese is necessary:

- The saturated fat level of 2.5% proposed allows milk and some milk based products to continue to bear claims, while fattier products are disqualified. 

- For cheese, the saturated fat level of 10% allow the healthier range of cheese to bear claims, which is also in line with some dietary advice of Member States Sodium level for cheeses is set taking account of technological limitation for salt reduction in cheese, but maximising the reformulation incentive.

The different thresholds and their impact on the eligibility of dairy products subcategories are detailed in figure 2.

Figure 2: Specific thresholds for dairy products
	Nutrient
	Threshold for cheese (g/100g)
	Threshold for dairy products, except cheese

	Saturated fat
(g saturated fat / 100 g)
	10
	2,5

	Sugars
(g sugars / 100g)
	15
	15

	Sodium
(g sodium / 100g)
	0,6
	0,3
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In summary, milk and yoghurts and some low fat cheeses would be eligible to bear claims while cream, and ice creams would not. Competitive products, such as soy based imitation-milk would also have the possibility to use claims, although they would not be covered by the dairy category and would be subject to the generic profile.

9. Cereals and cereal products including potatoes and starchy roots

Based on the National Diet and Food Survey in the UK from 2003, cereals and cereal products (particularly bread) were estimated to contribute 35% of total sodium consumption.

High levels of sugars can be found in some breakfast cereals, and in bakery products, which can also contain high saturated fat and trans fatty acids levels.

The specific profile should allow some breads, rice pasta, potatoes to bear claims, and should take account of the consumption of breakfast cereals usually with milk, which dilutes their sugars, saturated fat and sodium content. Concerning sodium content, recent initiative on salt reduction allows the identification of some products on the market with relatively low sodium content, which could serve as a target for all breakfast cereals.

Figure 3: Specific thresholds for cereals/cereal based products
	Nutrient
	Threshold for breakfast cereals (g/100g)
	Threshold for other cereals/cereal based product

	Saturated fat

(g saturated fat / 100 g)
	5
	5

	Sugars

(g sugars / 100g)
	25
	15

	Sodium

(g sodium / 100g)
	0,5
	0,4
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The proposed thresholds outlined in Figure 3 allow claims on rice, pasta, potatoes, some breads, and on some breakfast cereals.

10. Meat and meat products, fish and fish products

Meat and meat product can provide high level of saturated fat and salt, which therefore should be considered. Fish are usually low in saturated fat and fish products can have high levels of salt and saturated fat.

Fatty fish can provide a significant amount of saturated fat, but are also provider of long chain omega 3 fatty acids whose higher consumption is recommended. The saturated fat threshold level for fish was doubled to allow some raw fatty fish to bear claims. A criterion for sugars is not relevant, but meat and meat products are a major provider of salt, and sodium criterion should limit the claims to low salt products. 

The fat profile comparison shown in table 1 indicates a higher proportion of unsaturated fatty acids in fish products.

Table 1: Comparison of average ratio saturated fat/total fat for meat and fish products

	
	Meat and meat products
	Fish and fish products

	Average ratio saturated fat / total fat (%)
	40
	20


The different thresholds and their impact on the eligibility of the products within the meat and meat products, and fish and fish products subcategories are given in figure 4.

Figure 4: Specific thresholds for meat and fish and their products

	Nutrient
	Threshold for meat and meat products
	Threshold for fish and fish products

	Saturated fat (g/100g)
	5
	10

	Sodium (g/100g)
	0,7
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The proposed thresholds allow claims on red meat and offals, while sausages have no claims opportunity, and meat dishes very few. All raw fish qualify, and a threshold set at 500 mg sodium per 100 g takes account of the salt content of shell fish, and the salt content of certain meat products. In both cases, salt reduction by reformulation is compromised, as shell fish naturally contains see salt, and meat products salt has imperative technological function (microbial safety, water binding capacity) that require a certain salt concentration.

11. Fruits, vegetables and their products

For fruit, vegetables, nuts and their products, criteria on salt (added in vegetable dishes), saturated fat (in some prepared vegetable based dishes, or desserts, and sugars (added to fruit products) are necessary.

Member States advise a higher consumption of fruits, vegetables, and sometimes nuts in their food based dietary guidelines. In several Member State, the advice includes fruit, vegetable, and nut products with added sugars and salt.

While fruit and vegetables, with no added sugar, salt or fat can benefit from a global exemption, the fruit, vegetable and nut products would be subject to the proposed profile and keep some claims opportunities. Figure 5 gives the thresholds and the impact on the overall categories of vegetable or vegetable products and fruit and fruit products.

Figure 5: Specific thresholds for fruits, vegetables and their products

	Nutrient
	Threshold for fruits, vegetables and their products

	Saturated fat (g /100 g)
	2

	Sugars (g /100g)
	15

	Sodium (g/100g)
	0,4
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12. Non alcoholic beverages 

For beverages (non-alcoholic), only a criterion on sugars seems necessary. Sugars concentration is around 10-11% for a soft drink, but all range of sugars concentration can be found, as shown on the following graphic:

Figure 6: Sugars content of non-alcoholic beverages
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The impact of the proposed threshold of 5% sugar on the proportion of non-alcoholic beverages that would be eligible to bear claims is shown in figure 7.

Figure 7: Specific thresholds for non alcoholic beverages and testing results
	Nutrient
	Threshold for non alcoholic beverages 

	Sugars (g/100g)
	5
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With the proposed threshold of 5% sugars, reduced sugars drinks, with or without artificial sweeteners could benefit from the adapted threshold, while typical soft drinks would be disqualified. 
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