Follow up to the European Parliament non-legislative resolution on the draft Commission implementing regulation amending Implementing Regulation (EU) No 540/2011 as regards the extension of the approval periods of the active substances abamectin, Bacillus subtilis (Cohn 1872) Strain QST 713, Bacillus thuringiensis subsp. Aizawai, Bacillus thuringiensis subsp. israeliensis, Bacillus thuringiensis subsp. kurstaki, Beauveria bassiana, benfluralin, clodinafop, clopyralid, Cydia pomonella Granulovirus (CpGV), cyprodinil, dichlorprop‑P, epoxiconazole, fenpyroximate, fluazinam, flutolanil, fosetyl, Lecanicillium muscarium, mepanipyrim, mepiquat, Metarhizium anisopliae var. Anisopliae, metconazole, metrafenone, Phlebiopsis gigantea, pirimicarb, Pseudomonas chlororaphis strain: MA 342, pyrimethanil, Pythium oligandrum, rimsulfuron, spinosad, Streptomyces K61, thiacloprid, tolclofos‑methyl, Trichoderma asperellum, Trichoderma atroviride, Trichoderma gamsii, Trichoderma harzianum, triclopyr, trinexapac, triticonazole, Verticillium albo-atrum and ziram
1. Resolution tabled pursuant to Rule 106(2) and (3) and (4)(c) of the European Parliament's Rules of Procedure
[bookmark: _GoBack]2.	Reference numbers: 2019/2541 (RSP) / B8-0139/2019 / P8_TA-PROV(2019)0199
3.	Date of adoption of the resolution: 13 March 2019
4.	Competent Parliamentary Committee: Environment, Public Health and Food Safety (ENVI)
5.	Brief analysis/assessment of the resolution and requests made in it:
The resolution refers to various hazard properties of the substance thiacloprid, e.g. endocrine disruption, genotoxicity, cytotoxicity, neuro-developmental impacts, neurotoxicity and immunotoxicity (recitals L, M), its classification as carcinogenic category 2 (recital N), the negative conclusions of the European Food Safety Authority (EFSA) in the context of the renewal procedure (recital O), that it is toxic to honeybees and other pollinators (recitals S, T, U, and V).
The resolution states that the draft Commission regulation exceeds the implementing powers provided for in Regulation (EC) No 1107/2009 (paragraph 1) concerning the placing on the market of plant protection products.
The resolution claims that there is insufficient evidence to suggest that unacceptable risks to animals, food safety and pollinators will be prevented. It also states that the draft Commission implementing regulation is not based on an urgent need for the active substance thiacloprid for the purposes of agriculture in the Union and that it does not respect the precautionary principle (paragraphs 3 and 4).
The resolution states that the Commission should propose a special status for honey bees (paragraph 5) which takes into account the fact that pollinators are indispensable for sustainable agriculture, for crop production and simultaneously for other wild and food producing animals. Further that the Commission should modify, harmonise and increase the coherence of relevant regulations in the light of this in order to ensure a high level of protection for honey bees and other pollinators.
It calls on the Commission:
· to withdraw the draft implementing regulation and to submit a new draft to the Committee that takes into account the chronic effect of the active substance thiacloprid on honey bees, human and animal health, and the environment (paragraph 6); and
· to ban, without any delay, active substances from the neonicotinoid class or substances that act with the same mode of action, including thiacloprid (paragraph 7)
6.	Responses to requests and overview of actions taken, or intended to be taken, by the Commission:
The Commission would first like to note that it has already adopted the draft regulation as Commission Implementing Regulation (EU) 2019/168 of 31 January 2019[footnoteRef:1], extending the approval of thiacloprid to 30 April 2020. [1:  	OJ L 33, 5.2.2019, p. 1] 

Regarding paragraph 1, as explained below, the Commission considers that the draft regulation was fully in line with the provisions, aims and objectives of Regulation (EC) No 1107/2009, the main purpose of which is to ensure a high level of both human and animal health and protection of the environment.
In relation to paragraphs 3 and 4, the Commission points out that the approval period for thiacloprid had to be extended as the decision-making process concerning the renewal, could not be finalised before the earlier expiry date of 30 April 2019. In fact, the rapporteur Member State received the dossier on 31 October 2014 and submitted the draft Renewal Assessment Report with a delay of 24 months to the European Food Safety Authority (EFSA) on 31 October 2017. EFSA finalised its conclusion on the peer review of the pesticide risk assessment of the active substance thiacloprid on 22 January 2019 with a further delay of four months compared to what is provided for in Regulation (EU) 844/2012. This was because of a three month ‘stop-the-clock’ period during the peer review because of a request to the applicant to submit further data and a one month delay during the internal approval stage at EFSA. The reasons for these delays were beyond the control of the applicant. Under Article 17 of Regulation (EC) No 1107/2009, the Commission, therefore, was obliged to extend the duration of the approval period for thiacloprid. This is without prejudice to the decision that the Commission will take regarding the renewal or non-renewal of the approval.
The Commission would also like to note that while thiacloprid is indeed classified as toxic for reproduction, category 1B, according to Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances and mixtures, and thus meets one of the cut-off criteria (namely Point 3.6.4 of Annex II) in Regulation (EC) No 1107/2009, this cut-off criterion provides for exceptions. The applicant had provided information to avail himself to the exceptions provided by the legislators. Furthermore, Article 17 of Regulation (EC) No 1107/2009 does not distinguish between substances meeting the cut-off criteria and substances that do not meet these criteria. The classification of thiacloprid, therefore, does not establish grounds not to extend the approval period of this substance and does not allow for the possibility of dispensing with the obligation to follow the renewal procedure laid out in Regulation (EC) No 1107/2009. The applicant cannot be denied the opportunity to exercise his rights under the regulation, i.e., to rely on the exceptions provided therein, or the applicant’s right to be heard in order to speed up the process.
Regarding paragraphs 5 and 6, the Commission attaches great importance to the protection of bees. Under Regulation (EC) No 1107/2009, only substances with no unacceptable adverse effects on bees can be approved, provided that also all other safety requirements are met. Regarding paragraph 7, not all neonicotinoids show the same toxicity to bees. The most toxic neonicotinoids (chlotianidin, thiamethoxam and imidacloprid) were restricted to uses exclusively in greenhouses in May 2018[footnoteRef:2]. [2:  	OJ L 132, 30.5.2018, p. 31] 

In conclusion, the Commission considers that it is implementing the regulatory framework agreed by the co-legislators, which in fact obliged the Commission to adopt the Commission regulation upon meeting the conditions set out in Article 17 of Regulation (EC) No 1107/2009 without any discretion. Therefore, the Commission did not exceed its implementing powers.

