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Reflections on the next steps for the finalisation of the list of health claims to be submitted to EFSA for evaluation cf. Article 13(2) of Regulation (EC) No 1924/2006  
The purpose of this document is to;

· Summarise the criteria to be used by the Commission to finalise the draft list of Article 13 health claims to be submitted to EFSA for evaluation 

· Outline the intended way of consulting Member States for the finalisation of the list to be submitted to EFSA for evaluation. 

Introduction  
The Regulation 1924/2006 on nutrition and health claims made on foods
 (hereinafter "the Regulation") entered into force on 19th January 2007.

Article 13 of the Regulation foresees that the Commission shall adopt a Community list of permitted health claims other than those referring to the reduction of disease risk and to children's development and health. This Community list shall be adopted through the Regulatory Committee procedure with scrutiny and following consultation of the European Food Safety Authority (EFSA). 

In accordance with Article 13(1) health claims other than those referring to the reduction of disease risk and to children's development and health are health claims describing or referring to: 
a) the role of a nutrient or other substance in growth, development and the functions of the body; or

b) psychological and behavioural functions; or
c) without prejudice to Directive 96/8/EC, slimming or weight-control or a reduction in the sense of hunger or an increase in the sense of satiety or to the reduction of the available energy from the diet,
To be included in the Community list of permitted health claims, the claims shall be: 

(i) based on generally accepted scientific evidence; and

(ii) well understood by the average consumer.

Member States provided the Commission with lists of claims as referred to in Article 13 (1) by 31 January 2008 accompanied by the conditions applying to them and by references to the relevant scientific justification. The Commission have worked to consolidate these lists into one list which will form the basis for the EFSA consultation in accordance with Article 13(3). 

In accordance with Article 13(3) of the Regulation it is the Commission which consults EFSA. Therefore, the Commission shall make sure that EFSA is consulted on claims assessed to be within the scope of Article 13.  

Criteria applied when assessing the Member States lists 
In accordance with the Regulation the criteria listed below have been applied when consolidating the national lists into the list which will form the basis for the EFSA consultation. 

In addition to the description provided in Article 13(1) (a), (b) and (c) and the two requirements laid down in Article 13(1) (i) and (ii), mentioned above, claims in the Community list of permitted health claims:  

· may not make reference to "preventing, treating or curing a human disease, or refer to such properties" cf. Article 2(b) in the Labelling Directive 2000/13/EC
· may not be general well being claims with reference to general, non specific benefits cf. Article 10(3) of the Regulation

· may not make reference to children's development and health or reduction of disease risk claims cf. Article 14 of the Regulation

· may not be nutrition claims

· may not be health claims which include a request for the protection of proprietary data cf. Article 13(5) of the Regulation
The abovementioned criteria have also – or should have - been applied by Member States authorities prior to their submission cf. Article 13(2). However, the lists provided by Member States have shown that the criteria have been applied differently or in certain cases not applied at all. Different explanations of both legal and procedural nature, including insufficient time, have been provided for this.

In addition, some Member States have retained claims in their lists which they did not know how to classify i.e. claims which the Member States not necessarily considered being within the scope of Article 13(1) and thus indicating that it would be for the Commission to take a final decision on such claims.   

Moreover, some Member States have retained claims in their lists originating from individual food business operators even though the claims correspond to claims with a generic origin e.g. the CIAA/ERNA/EHPM list also submitted by the Member States in question. In such cases there should only be one reference in the consolidated list, while the overall evidence provided should be considered.   

Process in the Commission
Prior to the submission of Member States lists the Commission ensured that the same tabulated format
 would be used for the national lists to be submitted to the Commission. 

In addition, the Commission coordinated and facilitated discussions with Member States experts in the standing working group on claims on questions relating to the procedure. Moreover, the Commission adopted on 14 December 2007 the Guidance Document on the implementation of Regulation (EC) No 1924/2006, providing guidance on, notably, the classification of claims. 

In order to handle the 43082 health relationships
 received from Member States a database has been developed. In addition, with the aim to ensure a consistent handling of the national lists, to facilitate the possibility to make accurate comparisons and queries in the database i.e. between and in Member States submissions a coding system has been developed. Member States have co-operated in the task of assigning the codes to the national lists.   

In order to facilitate the input of Member States in the process of consolidating the national lists an ad hoc working group consisting of 9 volunteer Member States has been set up
. This group met on 27 February 2008 and 28 May 2008. In addition, the Commission facilitated discussions with Member States in the standing working group on claims on the 12 February and 21 April. 

The Regulation provides that the Community list of permitted health claims shall be adopted by 31 January 2010 at the latest. Given the tight timetable it is intended to give EFSA one year to do the scientific assessment and in order to leave sufficient time to the following Regulatory Committee procedure the Commission will send before the summer break 2008 the consolidated list to EFSA. 

Prior to the submission of the consolidated list to EFSA, Member States will be consulted to ensure that the list takes into account the national lists. Following the submission to EFSA, the Commission will make the Terms of Reference for EFSA together with the consolidated list publicly available. Reactions to the available list may in exceptional cases necessitate the submission of a supplementary list for the opinion of EFSA. 

Application of the criteria when compiling the EU list of claims for evaluation by EFSA

EFSA shall advice whether the health claims fulfil the requirement stipulated in Article 13(1) that they are "based on generally accepted scientific evidence". However, as explained in recital 29 to the Regulation the wording of health claims shall also be taken into account by EFSA in formulating its opinion. Consequently, EFSA shall consider whether the wording of the claim reflects the scientific evidence. 

To this end the wordings provided by the Member States, for the health relationships EFSA will assess, have been considered with regard to the scope of Article 13(1).

Article 13(1)(a)
Article 13(1)(a) stipulates that health claims shall describe or refer to "the role of a nutrient or other substance in growth, development and the functions of the body". To that end it has been considered that "a nutrient" can refer to both a group of nutrients (e.g. vitamins) and a specific nutrient (e.g. Calcium) allowing claims as "vitamins help the development of the body" as well as "Calcium is necessary for strong bones". A few Member States seem to have a different view as they did not include claims referring to a group of nutrients. 
Article 13(1)(a) stipulates that health claims shall describe or refer to "the role of a nutrient or other substance in growth, development and the functions of the body". To that end it has been considered that such claims can also refer to the role of foods and categories of foods or diets comprising specific foods categories/foods and therefore allowing the use of claims such as "fruits & vegetables help you to keep a healthy blood pressure". Some Member States seem to have a different view as they did not include claims referring to the role of foods, diets and categories of foods.  

Article 2(b) of 2000/13/EC 

Claims may not make reference to the "preventing, treating or curing a human disease, or refer to such properties" cf. Article 2(b) in the Labelling Directive 2000/13/EC. Therefore, health claims explicitly referring to the preventing, treating or curing a human disease have been excluded.  

 General well being claims with reference to general, non specific benefits
Health claims referring to "general, non-specific benefits of the nutrient or food for overall good health or health-related well-being" cf. Article 10(3) will not be included in the Article 13 list. 

Article 14 claims

Health claims referring to children's development and health or reduction of disease risk claims cf. Article 14 of the Regulation have been excluded following the classification provided by the Guidance Document on the implementation of Regulation. 

As a result and in accordance with Guidance Document the following claims have been excluded: 

· Claims solely referring to the development and health of children, and where the scientific substantiation is only valid for children. Member States are divided on the correct application of this principle. Some Member States consider this to be regarded as cumulative requirements implying that a health claim even though referring solely to children e.g. "calcium is good children's growth" could be eligible for the Article 13 list, if the scientific substantiation is valid for other population groups than children. To the contrary, other Member States consider such claims as an article 14 claim, even if the scientific substantiation would be valid for the entire life span.  

· Claims mentioning a disease risk factor generally recognised by scientific evidence, when a reduction of this risk factor is stated, suggested or implied. 

The classification may depend on EFSA's scientific assessment in exceptional circumstances. As an example, scientific substantiation based on clinical trials with children only would always lead to an article 14 claim, whereas a scientific substantiation based on clinical trials with children and clinical trials with other population groups may not lead automatically to an article 13 claim. If EFSA concludes that the claim is only scientifically justified for children, the claim should be considered as an article 14 claim.

Nutrition claims

Health claims using the term "contains" have been excluded following the classification provided by the Guidance Document on the implementation of Regulation. As a result claims referring to "prebiotic fibres” or “contains prebiotic fibres” have been considered eligible for the draft list, insofar they indicate a functional effect.  

Conditions of use and scientific justification 

In accordance with Article 13(2) of the Regulation health claims submitted by Member States shall be accompanied by the conditions applying to them and by references to the relevant scientific justification. 

Health claims not accompanied by conditions of use or by scientific references have been excluded from the draft list. 

Consultation and next steps
For practical reasons the draft EU list is divided into nine categories of foods, nutrients and other substances. Member States have at the meeting the 28 May 2008 asked for a stepwise consultation to provide sufficient time for them to examine the list. Therefore, the following plan with deadlines for Member States comments is suggested: 

	Part of the draft consolidated list 
	Deadline for Member States

	Vitamins
	20 June 2008

	Minerals


	23 June 2008

	Macronutrients: Fats, Protein, Carbohydrates


	26 June 2008

	Fibres


	30 June 2008

	Probiotics

	3 July 2008

	Foods
	7 July 2008

	Diets
	8 July 2008

	Botanicals
	10 July 2008

	Other Substances
	14 July 2008


The different parts of the list shall be sent by the Commission to Member States in a way which will allow two weeks of scrutiny for each of the parts. This consultation will allow a successive transmission of the consolidated list to EFSA ensuring that the list is submitted by mid July.  

Reactions to the consolidated list may in exceptional cases necessitate the submission of a supplementary list for the opinion of EFSA. Member States' comments to this should be sent no later than 1 September 2008.  
The Commission will encourage Member States to involve stakeholders in the preparation of their comments to the stepwise consultation outlined above. The Commission will usefully involve informally in the stepwise consultation the major stakeholder organisations at EU level.  

Additional steps to make the process of consultation transparent will be discussed with Member States at the expert meeting of 5 June 2008.  

� OJ  L12, 18/01/2007


�    Food or food component / Health relationship / Conditions of use / Nature of evidence / Scientific References / Example of wording


� 	Imported into the database as per 3 June 2008


�    UK, DE, NL, FR, FI, ES, DK, BE & IT and EFSA as an observer.
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