Follow up to the European Parliament resolution on the draft Commission Implementing Decision XXX granting an authorisation for uses of bis(2-ethylexyl) phthalate (DEHP) under Regulation (EC) No 1907/2006 of the European Parliament and of the Council, adopted by the Commission on 24 February 2016
1.
Resolution tabled pursuant to Rule 106(2) and (3) of the European Parliament's Rules of procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)</Commission></RepeatBlock-By>
2.
EP reference number: B8-1228/2015 / P8_TA-PROV(2015)0409

3.
Date of adoption of the resolution: 25 November 2015

4.
Subject: Objection to Draft Commission Implementing Decision granting an authorisation for uses of DEHP under Regulation (EC) No 1907/2006 (REACH) of the European Parliament and of the Council
5.
Brief analysis/assessment of the resolution and requests made in it:
In its Resolution, the European Parliament considers that the draft Implementing Decision on granting an authorisation for uses of DEHP under Regulation (EC) No 1907/2006 (REACH) exceeds the implementing powers provided by the REACH Regulation. It then calls on the Commission to withdraw the draft Decision, to submit a new draft Decision refusing the authorisation of the use of DEHP in recycled PVC instead, and to end the use of DEHP in all remaining applications.

The draft Decision is to be adopted in accordance with the so-called examination procedure under Article 5 of Regulation (EU) No 182/2011; the European Parliament and the Council have a right of scrutiny on draft implementing decisions according to Article 11 of that Regulation. The scrutiny is limited to the question of whether or not the draft implementing act exceeds the implementing powers provided for in the basic act. The Commission is not obliged to act in accordance with the European Parliament’s or the Council’s positions, but must analyse whether, in the light thereof, it is really exceeding its implementing powers. The Commission considers that it is not exceeding the implementing powers set out in Article 64(8) of the REACH Regulation, because it strictly follows the parameters and criteria set out in that Regulation, notably Article 60, paragraphs (2) to (5).

Even though the Commission is not required to justify the draft Implementing Decision as regards other points made by the Parliament, the Commission has the following observations on the Resolution:

i.
The main justification for the European Parliament’s Resolution as set out in the Recitals is linked to concerns about hazardous properties of the substance DEHP that are outside of the scope of the analysis that the Commission must conduct when assessing an application for authorisation under REACH. As foreseen by Article 62(4)(d) of REACH, the authorisation application at stake can only take into account risks, which derive from the hazards explicitly identified for DEHP in Annex XIV to REACH (the so-called authorisation list), i.e. the classification as toxic to reproduction. Endocrine disrupting properties to which the Parliament repeatedly refers are not listed in Annex XIV, and therefore the Commission cannot take them into account in the scope of this Implementing Decision.

 ii. In its Resolution the Parliament states that the fact that the substance is present in a recycled material is not a relevant consideration for granting the authorisation. In the view of the Commission, the fact that the authorisation application is about recycled PVC is a crucial element, both for the assessment of the alternatives (which according to Article 60(5) has to take into account the specific situation of the applicants), with regard to the potential addition of new DEHP into products, and the societal cost of disposing rather than recycling PVC. In fact, DEHP is already contained in the waste PVC that is recycled by the applicants and there is no new addition of DEHP. Articles made from recycled PVC may actually replace others made from new PVC, which potentially contain new DEHP. While the production of articles in the EU made from new PVC containing DEHP is subject to authorisation as well, imported articles made from new PVC could potentially contain DEHP. Indeed, since the authorisation procedure only concerns production in the EU, imports of finished articles made of PVC containing DEHP (whether new or recycled) can continue to enter the EU market as long as no restriction is adopted under REACH.

iii. The European Parliament’s Resolution is linked to concerns about hazardous properties of DEHP, a substance that has been selected for phasing out. In its resolution, the European Parliament makes a reference to its earlier Resolution regarding the circular economy and considers that the benefits to society of continued use of DEHP in recycled PVC do not outweigh the risks. In the European Parliament's view, the Commission has not taken these overall considerations and aspects into account when assessing the application for authorisation submitted under REACH. Instead, it was only looking at the specific situation of the applicants and information submitted by them when preparing its draft Decision. However, when preparing the draft Decision to which the Resolution relates, the Commission has actually taken wider policy considerations into account as set out in point (ii) above.

iv. The European Parliament's Resolution does not take into account the Better Regulation principles. REACH sets out a very robust regulatory process that has been followed to assess the authorisation request. The process lasted over one year and included the submission of a comprehensive application dossier by the applicants to the European Chemicals Agency (ECHA), a public consultation by ECHA, as well as the assessment of the application and of any comments received from the public consultation by the two independent Scientific Committees of ECHA, namely the Risk Assessment Committee (RAC) and the Socio-Economic Assessment Committee (SEAC). The EP's Resolution is pointing at deficiencies in the application as well as in parts of the implementation of this process, which in the Parliament's view result in too high uncertainties to conclude that the authorisation should be granted without the Commission having exceeded its powers. The Commission, while acknowledging uncertainties outlined by the EP in its resolution, contends that these are not such to justify deviating from the scientific assessment to the extent requested by the European Parliament in its resolution (i.e. doing the opposite). While the Commission is not bound by the opinions of the two independent Scientific Committees of ECHA, such a fundamental deviation would need to be properly justified by new evidence, which is not the case here. Otherwise, the predictability of the process would be undermined and the Commission would not respect Better Regulation principles.

6.
Response to requests and overview of action taken, or intended to be taken, by the Commission:
The Commission takes note of the European Parliament's Resolution on the draft Commission Implementing Decision granting authorisation for uses of bis(2-ethylhexyl)phthalate (DEHP) in recycled PVC under Regulation (EC) No 1907/2006.

The Commission would like to recall that in accordance with Article 11 of Regulation (EU) No 182/2011 the right of scrutiny of the European Parliament and of the Council is limited to the question whether the draft Implementing Decision exceeds the implementing powers provided for in Regulation (EC) No 1907/2006 (REACH) and that the Commission is not required to justify the draft Implementing Decision as regards other points made by the Parliament.

The Commission affirms that when preparing its draft Implementing Decision, it has acted within the implementing powers conferred on the Commission by Article 64(8) of the REACH Regulation, because it strictly followed the parameters and criteria set out in that REACH Regulation, notably Article 60, paragraphs (2) to (5). The fact that the Parliament does not agree with the assessment made by the Committee on Socio-economic Analysis (SEAC) of the European Chemicals Agency (ECHA) goes beyond the scope of the right of scrutiny of the European Parliament with regard to draft implementing acts.

Nevertheless, the Commission is attentive to the positions expressed by the Parliament and will consider modifying the draft Implementing Decision, for example by adding further restrictive conditions and shortening the review period, when continuing discussions with the Member States in the REACH Committee.
With regard to the European Parliament's call on the Commission to swiftly end the use of DEHP in all remaining applications, there are two other pending applications for authorisation for analogous uses of virgin DEHP in virgin PVC (not coming from recycling). The Commission will examine these very critically at the decision-drafting stage.

Furthermore, the Commission would like to emphasise that in 2012 ECHA's Risk Assessment Committee (RAC) had concluded in its opinion that there were no health risks to the general population arising from four phthalates in PVC articles, and stated in its opinion on the authorisation application that the data available in the application did not indicate a health risk for consumers from the range of articles considered
. Since then, new evidence and data has emerged. The Commission has already requested ECHA to examine in accordance with Article 69 (2) of REACH whether the use of DEHP and three other phthalates (i.e. BBP, DBP, DIBP) in articles poses a risk to human health or the environment, taking into account in particular new information that became available after RAC formed its opinion in 2012. Preliminary findings indicate a risk and ECHA is preparing a dossier conforming to the requirements of Annex XV to REACH to initiate a restriction process. In case such a risk were to be confirmed for (some or all) articles, the Commission would amend the existing restriction for DEHP in Annex XVII accordingly and, if appropriate, could also trigger an early review of any authorisation granted for the uses concerned in accordance with Article 61 (2) of REACH.

A Decision to ban the use of DEHP and three other phthalates in electrical and electronic equipment under the RoHS Directive
 has been recently adopted and will start applying from 2019. In the meantime, industry can submit requests for exemptions. The Commission intends to examine all the exemption requests received for DEHP very critically to end the use of this substance in electrical and electronical equipment, where feasible.
---------------

� Opinion adopted on 15 June 2012 – ECH/RAC/RES-O-0000001412-86_07/F.


� Commission Delegated Directive (EU) 2015/863 of 31 March 2015 amending Annex II to Directive 2011/65/EU of the European Parliament and of the Council as regards the list of restricted substances  http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32015L0863.
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