[bookmark: Flonicamid]Follow up to the European Parliament non-legislative resolution on the draft Commission regulation amending Annexes II, III and IV to Regulation (EC) 
No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for acequinocyl, acibenzolar-S-methyl, Bacillus subtilis strain 
IAB/BS03, emamectin, flonicamid, flutolanil, fosetyl, imazamox and 
oxathiapiprolin in or on certain products
1. Resolution tabled pursuant to Rule 112(2) and (3), and 4(c) of the European Parliament's Rules of Procedure
2. Reference numbers: 2021/2608 (RSP) / B9-0222/2021 / P9_TA-PROV(2021)0133
3. Date of adoption of the resolution: 27 April 2021
4. Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
5. Brief analysis/ assessment of the resolution and requests made in it:
The resolution calls on the Commission to withdraw the draft regulation and to submit a new one (paragraph 5), based on the following grounds:
· The draft Commission regulation is not compatible with the aim and content of Regulation (EC) No 396/2005 (paragraph 2);
· The resolution acknowledges that the European Food Safety Authority (EFSA) is working on methods to assess cumulative risks, but also notes that the problem of the assessment of cumulative effects of pesticides and residues has been known for decades. It therefore requests EFSA and the Commission to address the problem as a matter of absolute urgency (paragraph 3);
· The resolution considers that the Maximum Residues Levels (MRLs) for flonicamid should remain at 0.03 mg/kg (paragraph 4).
In the justification, the objection refers to the Farm to Fork Strategy (recital A), the mode of action of flonicamid as insecticide (recital B) and the current approval of flonicamid for use in the EU (recital C). The resolution refers to selective elements in the opinion of the Committee for Risk Assessment (RAC) of the European Chemicals Agency (ECHA) on the classification of flonicamid and views of the Danish authorities (recital D). It reports that the United States Environmental Protection Agency (EPA) has recently reviewed the substance as regards its risks to bees (recital E) and critical comments made by the Attorney General of California thereon (recitals F and G). It further refers to the precautionary principle (recital H), the obligation to achieve a high level of human health protection (recital I) and Directive 2009/128/EC on the sustainable use of pesticides (recital J). It notes that when setting Maximum Residues Levels, cumulative and synergistic effects need to be taken into account and that it is of utmost importance to develop urgently appropriate methods for this assessment (recital K).
6. Response to the requests and overview of the action taken, or intended to be taken, by the Commission:
The Commission considers that the draft regulation is fully in line with the provisions laid down in Regulation (EC) No 396/2005. It is based on applications for MRLs and a scientific opinion of the Evaluating Member State and EFSA confirming the safety of the MRLs for consumers, which was developed following the procedure outlined in Articles 6 to 11 of Regulation (EC) No 396/2005.
The Commission affirms that the draft regulation is in line with the procedural steps set out in Council Decision 1999/468/EC on comitology and Regulation (EC) No 396/2005, and that it is therefore within the implementing powers conferred on the Commission in this latter regulation. Moreover, the Standing Committee on Plants, Animals, Food and Feed had given a favourable opinion on the draft act and the Council has decided not to oppose it. The Commission considers that it is implementing the regulatory framework agreed by the co-legislators in line with its aim and content (paragraph 2).
With respect to the other points made in the resolution, the Commission considers that they fall outside the remit of the right of scrutiny, as the draft regulation is clearly compatible with the aim and content of the basic act, respects the principles of subsidiarity and proportionality and the Commission did not exceed its implementing powers. Therefore, the Commission is not required to justify the implementing act as regards these points. Nevertheless, the Commission has carefully considered the points made by the Parliament and would like to make the following comments.
In relation to paragraph 3, the Commission is working with EFSA and the Member States on the further development of the methodology for assessing cumulative risks of pesticides residues, and will continue to do so with high priority. In February 2021, the Standing Committee on Plants, Animals, Food and Feed endorsed an Action Plan on cumulative risk assessment for pesticide residues (SANTE/10178/2021) outlining the main directions for the future[footnoteRef:1]. [1:  	https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_mrl_cum-risk-ass_sante-10178-2021.pdf] 

As regards flonicamid (paragraph 4), the Commission notes that the opinion of the RAC referred in the resolution (recital D) does not recommend to classify flonicamid as toxic for reproduction[footnoteRef:2]. [2:  	https://echa.europa.eu/documents/10162/0916c5b3-fa52-9cdf-4603-2cc40356ed95
] 

The Commission further notes that, as is usual practice for all active substances, the risk to bees has been comprehensively addressed under Regulation (EC) No 1107/2009. Active substances can only be approved if they have no unacceptable adverse effects on bees and all other safety requirements are met. The active substance was approved in the EU in 2010 based on EFSA conclusions, and plant protection products containing it are authorised in all 27 Member States. In its Conclusion, EFSA found that the substance is of low toxicity to bees from oral and contact exposure, but that some adverse effects were observed when bees were present during spraying. For this reason, the Commission required in the approval of the active substance that the Member States must pay particular attention to the risks to bees before granting product authorisations and must set appropriate risk mitigation measures, such as, for example, restricting the use to periods of no flowering of the crop to be protected.
The MRLs proposed in the draft regulation, which the resolution opposes, relate to new uses in the EU that Member States intend to authorise for a range of mostly minor crops, belonging to the groups of root crops, leaf vegetables, berries and pulses. These crops are securing the required diversity in food supply for EU consumers. Many Member States and farmers pointed to the difficulties that growers have to ensure the protection of minor crops due to the limited choice of products available for such crops. In the process for granting these authorisations, Member States have conducted an assessment and have concluded that they are safe for bees under the authorised use conditions.
Furthermore, while awaiting the setting of these MRLs, several Member States are granting emergency authorisations in accordance with Article 53 of Regulation (EC) No 1107/2009 for the crops concerned to enable their growers to combat existing threats to plant health. In 2020, six EU Member States granted such emergency authorisations. This trend is expected to increase if MRL setting is further delayed and would enable Member States to establish national MRLs for flonicamid in those specific crops on their own territory. Such crops may not be circulated outside their national territories; therefore this will hamper free circulation of food on the internal market.
As regards the decision taken by the United States Environmental Protection Agency (EPA) in December 2020 (recital E), the Commission notes that the EPA has taken the comments made by the Attorney General of California into account (recitals F and G) and decided after a thorough review of the best available data to propose drift requirements and an advisory statement[footnoteRef:3] in order to reduce exposure, which is similar to what is already done in the EU. EFSA found that flonicamid poses low risks to all groups of non-targeted organisms, including beneficial insects and earthworms, which makes its use fully compatible with Integrated Pest Management in line with the objectives of Directive 2009/128/EC on the sustainable use of pesticides (recital J). [3:  	“This product is moderately toxic to bees and other pollinating insects exposed to direct treatment, or to residues in/on blooming crops or weeds. Protect pollinating insects by following label directions intended to minimize drift and to reduce risk to these organisms.”] 

The Commission regrets that the European Parliament has rejected the draft regulation, which is fully supported by science and should therefore be adopted to uphold the fundamental principles of the EU’s science-based decision-making.
[bookmark: _GoBack]Following the objection of the European Parliament, the Commission is reflecting on the options for further action.
