Follow up to European Parliament resolution on the draft Commission regulation amending Regulation (EU) No 432/2012 establishing a list of permitted health claims made on foods other than those referring to the reduction of disease risk and to children’s development and health , adopted by the Commission on 16 November 2016
1.
Resolution tabled pursuant to Rule 106 (2) (3) (4)(c) of the European Parliament's Rules of procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)
2.
EP reference number: B8-0842/2016 / P8_TA-PROV(2016)0319
3.
Date of adoption of the resolution: 7 July 2016

4.
Subject: Opposition, under Article 5a(3)(b) of Council Decision 1999/468/EC (former Comitology Decision), to a draft measure to be adopted under regulatory procedure with scrutiny (draft "RPS measure"): permitted health claims made on foods

5.
Brief analysis/assessment of the resolution and requests made in it:

The purpose of the draft Regulation opposed by the European Parliament was to take a decision on five health claims on caffeine, thus contributing to the progressive establishment of the permitted list of health claims made on foods, as required by Regulation (EC) No 1924/2006 on nutrition and health claims made on foods
.

More specifically, the draft Regulation in question authorises four health claims on caffeine relating to: 1) an increase in endurance performance, 2) an increase in endurance capacity, 3) an increased alertness and 4) an improved concentration, and rejects one health claim on caffeine relating to the reduction in the rated perceived exertion/ effort during exercise (e.g. sports).

The four health claims that the draft Commission Regulation is authorising were scientifically substantiated by the European Food Safety Authority (EFSA) and complied with the requirement of Regulation (EC) No 1924/2006. The fifth claim was rejected due to safety concerns corroborated by EFSA.

With the adopted resolution, the European Parliament opposes the adoption of the draft Commission Regulation (Point 1). The European Parliament considers that the Commission Regulation is not compatible with the aim and content of Regulation (EC) No 1924/2006 (Point 2) and calls on the Commission to withdraw it (Point 3). Lastly, the European Parliament calls on the Member States to consider introducing rules on the marketing of beverages with high caffeine content or foods with added caffeine to children and adolescents (Point 4).

The resolution recalls that while Article 4 of Regulation (EC) No 1924/2006 requires the Commission to establish, by 19 January 2009, specific nutrient profiles with which foods or certain categories of food must comply in order to bear nutrition or health claims, and the conditions for the use of nutrition or health claims for foods or categories of foods with respect to the nutrient profiles, the Commission has not yet established those nutrient profiles (Recitals A and D). The resolution notes in that context that a 250 ml can of energy drink can contain up to 27 g of sugar and 80 mg of caffeine (Recital E), recalls that the World Health Organisation recommends that adults and children receive no more than 10% of their daily energy intake from free sugars and that a further reduction to below 5% (approximately 25 g) per day would provide additional health benefits and that EFSA found evidence that a high intake of sugars in the form of sugar-sweetened beverages might contribute to weight gain (Recitals F and G).

The resolution notes that the use of the proposed health claims is likely to favour the consumption of energy drinks and, as a consequence, the daily intake of sugar and caffeine might legitimately be expected to exceed the recommended maximum daily intake, and refers to Article 3(c) of Regulation (EC) No 1924/2006 which prohibits the use of health claims that encourage the excess consumption of a food (Recitals H and I).

In the context of its objection, the European Parliament notes that under the draft Commission Regulation, the claims that caffeine helps to increase alertness and to improve concentration shall not be used for foods targeting children and adolescents (Recital J). Nevertheless, the Parliament argues that adolescents represent the largest group of energy drink consumers (Recital K), by indicating that 68% of adolescents and 18% of children regularly consume energy drinks (Recital L). Lastly, the Parliament points out to the energy drink industry’s voluntary Code of Practice for the Marketing and Labelling of Energy Drinks, which only commits not to market energy drinks to children under the age of 12 (Recital M).

The resolution also highlights that in the Scientific Opinion on the safety of caffeine, EFSA concluded that insufficient information was available on which to base a safe level of caffeine intake for children but that an intake corresponding to 3 mg per kg of body weight per day would probably not give rise to safety concerns for children and adolescents (Recital R).

In conclusion, the European Parliament flags that 25% of adolescent energy drink consumers drink three or more cans in a single occasion and the proposed claims might encourage the consumption of even greater quantities of such energy drinks and that energy drinks have been linked to headaches, sleep problems and behavioural problems in children and adolescents who regularly consume them (Recitals T and V).

6.
Responses to the requests and overview of actions taken, or intended to be taken, by the Commission:
Pursuant to Article 5a(3)(c) of Council Decision 1999/468/EC, the Commission shall not adopt a draft measure opposed in accordance with Article 5a(3)(b) of that Decision. The Commission may in these cases submit to the Committee an amended draft of the measures or present a legislative proposal. The Commission will consider submitting to the Committee an amended draft Regulation ensuring, inter alia, that the health claim raising safety concerns cannot be used on food.

Regarding the more specific points raised in the resolution, the Commission wishes to point out the following:

With respect to Points (1), (2) and (3) of the Resolution, the Commission considers that the draft measures are compatible with the content of Regulation (EC) No 1924/2006 and that the Commission has not exceeded its implementing power, as the health claims whose authorisation was foreseen were scientifically substantiated by EFSA and therefore complied with the requirements set out in Regulation (EC) No 1924/2006. In particular and with respect to the concern raised in Recital R of the resolution concerning the safety of caffeine intake among children, the Commission would like to point out that the EFSA opinion was conclusive on this point. In its scientific opinion, EFSA noted "that single doses of caffeine of no concern derived for adults (3 mg/kg bw per day) may also apply to children, considering that caffeine clearance in children and adolescents is at least that of adults, and that the limited studies available on the acute effects of caffeine on anxiety and behaviour in children and adolescents support this level of no concern."

In addition, the measures are fully compatible with the aim of Regulation (EC) No 1924/2006 to ensure a high level of consumer protection. In particular, the draft Commission Regulation establishes maximum caffeine content per single intake for foods bearing the claim to be respected by food business operators, and imposes the obligation to provide information to consumers on the recommended maximum caffeine daily intake. More specifically, in accordance with Article 13(1) of Regulation (EC) No 1924/2006, the claims inform consumers of the physiological effects of caffeine on functions of the body (Recital C). Moreover, the conditions of use include information to be provided to consumers about appropriate intakes for subgroups of the population (e.g. pregnant or breast-feeding women). Finally, it contains a restriction for the use of the claims so as to ensure that they would not target children and adolescents.

The five health claims covered by the draft Regulation in question, including the one that was not authorised due to safety concerns, have been used on the EU market under the responsibility of food business operators since 2012, pending an EU decision.

The non-adoption of the draft Commission Regulation leads to maintaining the current situation, whereby all five caffeine health claims are used on the EU market without a harmonised legal framework regarding their conditions and restrictions of use. The provisions in the draft Regulation whereby the fifth claim would have to be removed from the market are not adopted either, in spite of safety concerns.

The Commission considers that its draft Regulation is fully compatible with the objectives of ensuring a high level of consumer protection and creating equal conditions of competition for the food industry set out by the co-legislators in Regulation (EC) No 1924/2006, and that the Commission firmly respected the limits of its mandate provided in the basic legislative act.

With respect to the other provisions of the resolution, the Commission considers that they fall outside the remit of the draft Regulation and the respective opposition right.

Nevertheless, the Commission has carefully considered the positions expressed by the European Parliament and would like to make the following comments:

· As regards the specific concerns raised in Recitals A and D of the resolution, concerning the establishment of the nutrient profiles, the Commission decided in May 2015 to carry out an evaluation of Regulation (EC) 1924/2006 and has published a roadmap. The evaluation will focus notably on nutrient profiles. This evaluation is fully in line with the European Parliament’s resolution adopted on 12 April 2016 on REFIT which calls on the Commission to review the scientific basis of Regulation (EC) No 1924/2006 and, if appropriate, to eliminate the concept of nutrient profiles considering that information and specific indications on fat, sugar and salt content are now required by Regulation (EU) No 1169/2011 on the provision of food information to consumers.

· With respect to Point (4) and Recitals F, G and H of the resolution, the Commission would like to recall that Member States are responsible for defining their health policy and may adopt national measures. Lithuania and Latvia have, for instance, banned sales and advertising of "energy" drinks to children and adolescents.

· With respect to the specific concerns raised in Recitals J to N of the resolution as regards the consumption of energy drinks among adolescents and children, the Commission would like to point out that it recognises the importance not to market energy drinks to children and adolescents. The draft Commission Regulation specifically stipulates the restriction of use of the caffeine claims to foods targeting children and adolescents. As regards difficulties to control this restriction for use, the Commission can only recall that the Member States are responsible for enforcing EU food law, monitor and verify that the relevant requirements of food legislation are fulfilled by food business operators at all stages. In this respect, it may be useful to point out that that during the discussions, Member States confirmed that the restriction would help them better control and limit the advertising of caffeine containing food to this population group.

· In addition, the Food Information to Consumers Regulation (Regulation (EU) No 1169/2011) requires the warning statement for beverages with high caffeine content (in excess of 150 mg/L): "High caffeine content. Not recommended for children or pregnant or breast-feeding women".

· Lastly, with respect to the specific concerns raised in Recital V of the resolution, the Commission would like to point out that various scientific opinions expressed by the Scientific Committee on Food and by EFSA did not highlight any specific safety concerns associated with the typical ingredients of "energy drinks". Nonetheless, its opinion on the safety of caffeine intake notes that "like for adults, caffeine doses of about 1.4 mg/kg bw may increase sleep latency and reduce sleep duration in some children and adolescents, particularly when consumed close to bedtime". To that end, Regulation (EU) No 1169/2011 on the provision of food information to consumers lays down a mandatory labelling requirement for beverages with high caffeine content (in excess of 150 mg/L): "High caffeine content. Not recommended for children or pregnant or breast-feeding women".
----------
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