


[bookmark: ActiveSubstances][bookmark: SANTE][bookmark: _GoBack]Follow up to the European Parliament non-legislative resolution on Commission Implementing Regulation (EU) 2021/1449 of 3 September 2021 amending Implementing Regulation (EU) No 540/2011 as regards the extension of the approval periods of the active substances 2-phenylphenol (including its salts such as the sodium salt), 8-hydroxyquinoline, amidosulfuron, bensulfuron, bifenox, chlormequat, chlorotoluron, clofentezine, clomazone, daminozide, deltamethrin, dicamba, difenoconazole, diflufenican, dimethachlor, esfenvalerate, etofenprox, fenoxaprop-P, fenpropidin, fenpyrazamine, fludioxonil, flufenacet, flumetralin, fosthiazate, lenacil, MCPA, MCPB, nicosulfuron, paraffin oils, paraffin oil, penconazole, picloram, prohexadione, propaquizafop, prosulfocarb, quizalofop-P-ethyl, quizalofop-P-tefuryl, sodium 5-nitroguaiacolate, sodium o-nitrophenolate, sodium p-nitrophenolate, sulphur, tebufenpyrad, tetraconazole, tri-allate, triflusulfuron and tritosulfuron
1.	Resolution tabled pursuant to Rules 112(2) and (3) of the European Parliament's Rules of procedure
2.	Reference number: 2022/2785 (RSP) / B9-0460/2022 / P9_TA(2022)0363
3.	Date of adoption of the resolution: 18 October 2022
4.	Competent Parliamentary Committee: Committee on Environment, Public Health and Food Safety (ENVI)
5.	Brief analysis/assessment of the resolution and requests made in it: 
The resolution criticises that the Commission has failed to explain the reasons for the extension of the approval period of 8-hydroxyquinoline, chlorotoluron and difenoconazole (recital G) and recalls several provisions of Regulation (EC) No 1107/2009 (recitals W, X, Y, Z, AC, AH and AI). It refers to various hazard properties of 8-hydroxyquinoline e.g. that it is classified as toxic to reproduction, Category 1B (recital H), its inclusion in the ‘list of candidates for substitution’ by Commission Implementing Regulation (EU) 2017/2065 (recital J). It also refers to various hazard properties of chlorotoluron, e.g. its endocrine disrupting potential (recital L), that it is classified as very toxic to aquatic life, suspected of causing cancer, and suspected of damaging the unborn child (recital K), its inclusion in the ‘list of candidates for substitution’ by Commission Implementing Regulation (EU) 2015/408 (recital M). It finally refers to  that difenoconazole on its own or in combination with different azoles is suspected of inducing triazole-resistance to the fungal strain Aspergillus fumigatus, a growing public health concern and in particular for COVID-19-related health problems (recitals S, T and U). The resolution claims that it is unacceptable to allow continued use of hazardous substances that are likely to meet the cut-off criteria or are identified as candidates for substitution without a proper reassessment of their risks (recitals AF, AG, and AJ) and that extending approval periods of active substances such as difenoconazole, that potentially lead to resistance to fungal medicines, is unacceptable (recital V). It also claims that applicants can take advantage of automaticity in the Commission’s working methods, which immediately extends the approval periods of active substances if the risk reassessment has not been finalised (recital AK) and that repeated extensions (recital AM) in batches (recital AN) limits the possibilities for opposition from Member States in the Standing Committee. It recalls the Parliament’s earlier resolution of 13 September 2018 on the matter of extension of approvals (recital AL), and the fact that the European Parliament has already objected to the previous extension of the approval period of chlorotoluron in its resolutions of 10 October 2019, 26 November 2020 and 6 October 2021 (recital N), the response of the Commission thereto (recital O) and further steps in the evaluation procedure taken since then (recitals P, Q, and R). It recalls also that two non-governmental organisations have submitted internal review requests to oppose the legality of repeated extensions of the approval periods of the active substances dimoxystrobin and boscalid, respectively, and that in the case of dimoxystrobin an action for annulment has been brought to the Court of Justice (recital AO).
The resolution considers that Commission Implementing Regulation (EU) 2022/1480 exceeds the implementing powers provided for in Regulation (EC) No 1107/2009 (paragraph 1) and does not respect the precautionary principle (paragraph 2). It denounces the serious delays in the renewal process and in the identification of endocrine disrupting properties (paragraph 3) and further considers that the decision to extend the approval period for 8-hydroxyquinoline, chlorotoluron and difenoconazole is not in line with the safety criteria laid down in Regulation (EC) No 1107/2009, and is based neither on evidence that this substance can safely be used, nor on a proven urgent need for those active substances in food production in the Union (paragraph 4).
It calls on the Commission: 
· to repeal Implementing Regulation (EU) 2022/1480 and to submit a new draft that takes into account the scientific evidence on the harmful properties of all the substances concerned, especially of 8-hydroxyquinoline, chlorotoluron and difenoconazole (paragraph 5);
· only to present draft implementing regulations to extend the approval periods of substances for which the current state of science is not expected to lead to a Commission proposal for non-renewal of the approval of the active substance concerned (paragraph 6);
· to withdraw the approvals for substances if proof or reasonable doubt exists that they will not meet the safety criteria laid down in Regulation (EC) No 1107/2009 (paragraph 7).
It further calls on the Commission to justify its decisions to extend the approval periods and not proceed “by package” (paragraph 8) and on the Member States to ensure the timely reassessment of approvals for active substances for which they are rapporteur Member States and to solve current delays effectively and as soon as possible (paragraph 9).
6.	Response to requests and overview of action taken, or intended to be taken, by the Commission:
In response to paragraphs 1 and 2, the Commission would like to emphasise that the Commission Implementing Regulation (EU) 2022/1480 is fully in line with the implementing powers provided for in the basic act.
The extensions enacted in the regulation were necessary because it was not possible to adopt a decision on the renewal or non-renewal of the approval of the active substances before the earlier expiry of the approval for reasons beyond the control of the applicants. In such a situation, Article 17 of Regulation (EC) No 1107/2009 obliges the Commission to extend the approval period of the substances concerned. Article 17 of Regulation (EC) No 1107/2009 reflects the choice of the co-legislators that it has to be fully demonstrated that the criteria for approval of the active substance in accordance with Article 4 are expected to be fulfilled before a decision on the renewal of approval of an active substance is taken.
It should also be noted that the European Ombudsman in her Decision in Case 687/2018/TE has confirmed that the Commission is obliged to extend the approval of active substances if the reassessment is not completed in time, provided the delay was not caused by the applicant.
The proposed extension is limited to the minimum, i.e. the Commission, in its extension decision, opts for extension for a limited period of time (that is extended again if necessary), rather than a one-off longer extension period. In addition, a standard recital in the extension regulations clarifies that the extension period will be rescinded if non-renewal regulations are adopted during the ongoing extended approval period.
The Commission, therefore, considers that by adopting a regulation that fully complies with the procedural steps and legal requirements set out by the co-legislators in the Plant Protection Products legislation, the Commission did not exceed its implementing powers. Consequently, there are no reasons to withdraw Implementing Regulation (EU) 2022/1480.
With respect to the 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 of whether implementing act exceeds the implementing powers provided for in the basic act. The Commission is not required to justify the implementing act as regards these points. Nevertheless, the Commission has carefully considered the positions expressed by the Parliament and would like to make the following comments:
In response to paragraphs 3, 4 and 5, the Commission would like to point out that in the case of 8-hydroxyquinoline, while the classification as toxic to reproduction, Category 1B is indeed confirmed, the rapporteur Member State (Spain) has not been able to determine conclusively whether the substance has endocrine disrupting properties on the basis of the available information, and the European Food Safety Authority (EFSA) requested additional information from the applicant on 11 of August 2022. This additional information needs to be assessed by the rapporteur Member State and then peer-reviewed by the rest of Member States together with EFSA. In any case, according to points 3.6.4 and 3.6.5 of Annex II to Regulation 1107/2009, active substances can be approved even if classified as toxic to reproduction, Category 1B or having endocrine disrupting properties, if exposure to them is negligible, as seems to be the case for the intended use of 8-hydroxyquinoline. In fact, for the representative use on tomatoes, the MRL (maximum residue level) is already at the default value of 0.01/mg/kg (i.e. dietary exposure of humans is negligible) and the Rapporteur Member State considers that following the evaluation of data submitted by the applicant negligible exposure can be achieved also for non-dietary routes via a restriction to drip irrigation in greenhouses. 
For chlorotoluron, the rapporteur Member State (Bulgaria) has delivered the draft assessment report with a delay of 5.5 years and the peer review by the other Member States and the EFSA started on 12 October 2021. On 8 August 2022, EFSA has requested additional information which was delivered on 12 September 2022 and is now under evaluation. Chlorotoluron was identified as endocrine disruptor under the interim criteria specified in Regulation (EC) No 1107/2009 prior to the adoption of the scientific criteria in Regulation (EU) No 2018/605. The interim criteria are no longer valid and chlorotoluron was not identified as potential endocrine disruptor in the study underpinning the impact assessment conducted prior to the adoption of the scientific criteria set out in Commission Regulation (EU) 2018/605.
As regards difenoconazole, the peer review process is ongoing and EFSA has requested additional data from the applicant in accordance with Article 13 (3a) of Regulation 844/2012 to complete the assessment of endocrine disrupting properties with a deadline of 22 January 2024. The Commission has discussed the possible relation between the use of azole fungicides in plant protection products and resistance of Aspergillus fumigatus fungi to medical azoles with the Member States in the Standing Committee on Plants, Animals, Food and Feed, and has prepared a mandate to EFSA, the European Chemicals Agency, the European Medicines Agency and the European Centre for Disease Prevention and Control[footnoteRef:1] to produce a joint opinion on the topic.  [1:  	https://open.efsa.europa.eu/study-inventory/EFSA-Q-2022-00040] 

As regards paragraphs 6 and 7, the Commission would like to emphasise that at the current state of the respective procedures, there are no clear indications that the approval of 8-hydroxyquinoline, chlorotoluron or difenoconazole could not be renewed. This is different from other cases, e.g. chlorpyrifos or chlorpyrifos-methyl, where during the peer-review of the draft assessment delivered by the rapporteur Member State clear evidence emerged that the approval criteria are no longer met. As a consequence, the Commission did not renew the approval of these two substances rather than extend the existing approvals to complete the full assessment.
In response to paragraph 8, the Commission would like to note that the criteria and obligations set out in Article 17 of Regulation (EC) No 1107/2009 are objectively the same for all substances and it is therefore appropriate and of higher administrative efficiency to group all substances in the same situation in one implementing regulation, which also guarantees equal treatment for all substances in the same situation, rather than proceeding with a high number of regulations for each individual substance.
As regards paragraph 9, the Commission shares the Parliament’s view that the Member States should deliver their assessment reports on time.
The Commission regrets that Article 17 has to be applied regularly because of considerable delays in concluding the renewal processes for active substances. Deviations from the time limits for the renewal process occur for various reasons not related to the applicant. Delays may be due to the complexity of the assessment, or a need for more in-depth exploration of specific aspects of the risk assessment such as the assessment of the endocrine disrupting properties according to the new criteria or an assessment whether the derogation possibilities from the so-called cut-off criteria are fulfilled. The Commission further notes that in accordance with Article 13 (3a) of Regulation (EU) No 844/2012, it is a legal requirement for renewal procedures, which started before the scientific criteria to identify endocrine disrupting properties set out in Regulation (EU) 2018/605 were adopted, to give applicants the possibility to generate the necessary data to verify whether the criteria are met or not. Even though this requires some additional time, it ensures a faster assessment of endocrine disrupting properties for the substances concerned than awaiting the next renewal.


1

