
Follow up to the European Parliament resolution of 23 November 2016 on 
the draft Commission implementing regulation renewing the approval of the active substance bentazone in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection products on the market, and amending the Annex to Implementing Regulation (EU) No 540/2011

2016/2978 (RSP)

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)
2.
EP reference number: B8-1228/2016 / P8_TA-PROV(2016)0443

3.
Date of adoption of the resolution: 23 November 2016

4.
Subject: Renewing the approval of the active substance bentazone

5.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
6.
Brief analysis/ assessment of the resolution and requests made in it:

The resolution considers that the draft Commission implementing regulation renewing the approval of the active substance bentazone exceeds the implementing powers provided for in Regulation (EC) No 1107/2009 (paragraphs 1 and 4).

The resolution considers that the risk assessment is insufficient to conclude that, for at least one representative use, the active substance bentazone may be expected not to have any harmful effect on human or animal health or on groundwater or any unacceptable influence on the environment (paragraph 2).

The resolution calls on the Commission and Member States to finance research and innovation with regard to alternative sustainable and cost-efficient solutions for pest-management products to ensure a high level of protection of human and animal health and the environment (paragraph 3).

The resolution calls on the Commission to request and assess any relevant missing information before taking a decision on approval, to withdraw its current draft implementing regulation and to submit a new draft to the committee (paragraphs 5 and 6).

7.
Responses to the EP requests and overview of actions taken, or intended to be taken, by the Commission:

With respect to paragraphs 1 and 4 of the Resolution, the Commission would like to point out that both the risk assessment and renewal of approval of bentazone are subject to the procedures set out in Regulation (EC) No 1107/2009. The provisions of this Regulation are underpinned by the precautionary principle.
Article 20(1) of Regulation (EC) No 1107/2009 obliges the Commission to act, namely to adopt a Regulation, either renewing the approval of an active substance – subject to conditions and restrictions where appropriate – or not renewing it. Furthermore, the Regulation provides for renewal of the approval of an active substance if the approval criteria, which include the protection of human and animal health and the environment, are satisfied (Article 14(1)).

It has been established by the Commission that the criteria for approval provided for in Article 4 of Regulation (EC) No 1107/2009 are satisfied in the case of bentazone. This conclusion was discussed with Member States and supported by a majority of Member States in the Standing Committee meeting of 6-7 December 2016.

The request for confirmatory data, regarding the potential for endocrine disrupting properties, proposed with the renewal of approval of bentazone is in line with Regulation (EC) No 1107/2009 which allows requesting confirmatory data when new requirements are established during the evaluation process or as a result of new scientific and technical knowledge. Bentazone does not meet the interim criteria for endocrine disrupting properties as set in Regulation (EC) No 1107/2009, but as effects were observed in a development study, further data from the applicant to allow an assessment by the rapporteur Member State and, if necessary, the European Food Safety Agency of the potential for endocrine disrupting properties is considered necessary in order to address the new scientific knowledge.

The Commission considers therefore that it is implementing the regulatory framework agreed by the co-legislators and is not exceeding its implementing powers.

Moreover, the Parliament's call on the Commission to submit a new draft implementing regulation in paragraph 6 supports the notion that the Commission is not exceeding its implementing powers by submitting a draft implementing regulation renewing the approval of bentazone.

With respect to other provisions of the resolution, the Commission considers that they fall outside the remit of the right of scrutiny, which is limited to the question whether the draft implementing act exceeds the implementing powers provided for in the basic act. Nevertheless, the Commission has carefully considered the positions expressed by the European Parliament and would like to make the following comments:

· With regard to paragraph 3, the Commission would like to recall that significant research activities have already been carried out or are currently running under the responsibility of the Commission's Directorates-General for Research and Innovation and for Agriculture and Rural Development. These activities aim at the development of bio-pesticides, the development of alternative control strategies for important pests and diseases as well as horizontal aspects such as the development of integrated pest management tools.

· With regard to the call on the Commission in paragraphs 5 and 6 to request and assess any relevant missing information and to submit a new draft implementing regulation, the Commission would like to recall that it needs to submit, at the latest six months after receipt of the conclusion of the European Food Safety Authority, a draft review report to the Standing Committee as foreseen in Article 17(1) of Commission Regulation (EU) No 1141/2010. That same Regulation does not foresee that the Commission may request and assess additional information from the applicant after the publication of the conclusion by the European Food Safety Authority.
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