
Follow up to the European Parliament resolution on the Commission delegated Regulation of 12 December 2013 amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council on the provision of food information to consumers as regards the definition of “engineered nanomaterials”, adopted by the Commission on 25 June 2014
1.
Resolution tabled pursuant to Rule 87a(3) of the European Parliament's Rules of Procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)
2.
EP reference number: B7-0185/2014 / P7 TA_PROV(2014)0218

3.
Date of adoption of the resolution: 12 March 2014

4.
Subject: Definition of “engineered nanomaterial”

5.
Brief analysis/assessment of resolution and requests made in it:
The resolution objects to the Commission delegated Regulation amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council on the provision of food information to consumers as regards the definition of “engineered nanomaterials”. It argues that, by exempting certain food additives from the definition of “engineered nanomaterial”, the Commission delegated Regulation is not compatible with the aim and content of Regulation (EU) No 1169/2011 and that the Commission has exceeded its implementing powers conferred under the latter. It calls upon the Commission to submit a new delegated act which takes into account the position of the Parliament.

6.
Response to requests and overview of action taken, or intended to be taken, by the Commission:

(1) The resolution objects to the Commission delegated Regulation considering it as not compatible with the aim and content of Regulation (EU) No 1169/2011 and exceeding the delegated powers conferred under the latter.

The claims of the European Parliament concerning the alleged incompatibility with Regulation (EU) No 1169/2011 and exceeding of powers are based on the following arguments: a) the “blanket” exemption for food additives runs contrary to the aim of the basic act to ensure a high level of protection of consumers’ health and interests and is not properly justified by the Commission, and b) the reference to the Commission’s re-evaluation programme of food additives is unacceptable and inappropriate since it confuses safety issues with consumer information and, in any case, it existed already at the time of adoption of Regulation (EU) 1169/2011.

The Commission considers that the delegated Regulation provided for a definition which was in line both with the letter and with the spirit of the basic act requiring the Commission to adjust and adapt the definition of "engineered nanomaterial" to technical and scientific progress and to definitions agreed at international level.

The Commission does not share the arguments of the European Parliament referring to the reduction of the level of consumer information (points F to I) and the relevance of the re-evaluation programme of approved food additives by EFSA (points J and K).

Food additives, contrary to other substances, might be present in a "nano" form when they are inserted in the manufacturing process, but might lose their "nano" form when present in the final food. Currently, the behaviour in the final food of certain food additives used in the food manufacturing process in the form of nanomaterials is unknown, and a scientific evaluation would be required to establish whether in fact those additives are still in the form of "engineered nanomaterial” in the final food. A definition of “engineered nanomaterial” should take into account this particularity.

Commission Regulation (EU) No 257/2010 sets up a programme for the re-evaluation of approved food additives. This re-evaluation is to be done by the European Food Safety Authority (EFSA) and is scheduled to be completed by 31 December 2018.

Until June 2012, food additives were evaluated according to the guidance established in 2001 by the European Commission’s former Scientific Committee on Food (SCF) and endorsed by EFSA’s Panels for use in their risk assessments
. In the SCF guidance, there were no requirements related to the possible use of food additives in the form of an engineered nanomaterial.

Although the re-evaluation programme existed prior to the adoption of Regulation (EU) No 1169/2011, on 7 June 2012 EFSA adopted Guidance for submission for food additive evaluations
, providing parameters for characterisation and identification of “engineered nanomaterials”. In this new guidance, information in relation to nanomaterials is requested, such as chemical composition/ identity; particle size; physical morphology; particle concentration; specific area, and chemical reactivity/ activity.

Furthermore, the stability of the substance, and reaction and fate in food, including appropriate information on the chemical/ physico-chemical stability of the additive during storage of the processed food is requested; this may also include information in relation to the nanoform.

On the basis of this Guidance, it will be possible to determine the real status of food additives, in relation to the definition of “engineered nanomaterial”, namely whether the food additive used in the manufacturing process in a “nano” form maintains this form in the final product.

The EFSA Guidance for the submission for food additive evaluations of 7 June 2012 constitutes an important step in gaining further insights in the use and effects of nanomaterials when used in food additives which is expected to spur scientific progress within the framework of the re-evaluation programme. In particular, it will be possible to determine the presence of food additives in the form of nanomaterials in the final food.

Moreover, in this context special attention is drawn to recitals 10, 11 and 12 of the Commission delegated Regulation which announced that the food additives excluded from the definition of "engineered nanomaterial" according to Regulation (EU) No 1169/2011 might be subject to specific nano-labelling requirements addressed in the context of the re-evaluation programme, by amending the conditions of use set out in Annexes II and III to Regulation (EC) No 1333/2008. This approach does not reduce the level of consumer information nor does it confuse safety issues with labelling aspects as claimed by the European Parliament; it ensures, in line with the spirit and principal objectives of Regulation (EU) No 1169/201, that consumers are not misled and provided with meaningful information on the basis of the determination of the real status of a given food additive in the final food.

(2) The resolution calls on the Commission to submit a new delegated act which takes into account the position of the Parliament.

In the absence of a new definition, the requirements on the labelling of “engineered nanomaterials” present in food apply from 13 December 2014 on the basis of the definition laid down in Regulation (EU) No 1169/2011.

The Commission has taken note of the European Parliament Resolution and is currently weighing the options to adapt the definition of “engineered nanomaterials” in the light of new scientific and technological developments whilst addressing the concerns expressed by the European Parliament.
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