
Follow-up to the European Parliament non-legislative resolution on the proposal for a Council regulation amending Annex II to Regulation (EC) No 396/2005 of the European Parliament and of the Council as regards maximum residue levels for thiacloprid in or on certain products
1.	Resolution tabled pursuant to Rules 112(2) and (3) and (4)(c) of the European Parliament’s Rules of procedure
2.	Reference numbers: 2023/3005 (RPS) / B9-0057/2024 / P9_TA(2024)0016
3.	Date of adoption of the resolution: 17 January 2024
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 draft regulation intends to lower the maximum residue levels (MRLs) of thiacloprid to the limit of determination (LOD) for peaches and sweet peppers/bell peppers because the risk assessment of the European Food Safety Authority (EFSA) published in 2023 identified a health risk for consumers. It is also lowering to the LOD the MRLs for 87 food commodities that were based on former EU uses that have become obsolete following the revocation of existing authorisations for plant protection products as a consequence of Commission Implementing Regulation (EU) 2020/23 concerning the non-renewal of the approval of the active substance thiacloprid. On the other hand, the draft Regulation maintains the MRLs for 64 commodities above the LOD based on Codex MRLs (CXLs) and two import tolerances (for papayas and tea), for which EFSA has confirmed that they are safe for EU consumers.
The resolution objects to maintaining MRLs for imported products above the LOD due to the areas of concern, which led to the non-renewal of the approval and that were the contamination of groundwater with several relevant metabolites and the classification in accordance with Regulation (EC) No 1272/2008 as ‘toxic for reproduction’ (category 1B) and potentially ‘carcinogenic’ (category 2) (recitals C, E, F, G and AB). According to the resolution, all MRLs of thiacloprid, based on former EU uses, import tolerances and CXLs, should be lowered to the LOD to ensure a high level of human health protection (recital H, N and O).
The resolution also refers to environmental concerns related to the use of thiacloprid, and its potential toxicity to bees and other pollinators (recital D). The resolution includes some scientific references (recitals U, V and W) to support the request to the Commission to follow the same approach as applied for clothianidin and thiamethoxam (i.e., setting all MRLs to the limit of determination (LOD) since all belong to the same family of active compounds (neonicotinoids) (recitals Q, R, S, T and Y).
The resolution states that the draft implementing regulation is not compatible with the aim and content of Regulations (EC) No 396/2005, (EC) No 178/2002 and (EC) No 1107/2009 (paragraph 2), and it calls on the Commission to withdraw the draft regulation (paragraph 3) submit a new draft lowering all MRLs for thiacloprid to the LOD and to refuse any request for import tolerances (paragraph 4).
6.	Response to requests and overview of actions taken, or intended to be taken, by the Commission:
With respect to paragraph 2 of the resolution, the Commission considers that the draft regulation is fully in line with the provisions and objectives of Regulation (EC) No 396/2005 (the MRL Regulation) and Regulation (EC) No 178/2002 (the General Food Law). While it is correct that thiacloprid is classified as toxic for reproduction, category 1B and therefore meets the so called "cut-off criteria" set by Regulation (EC) No 1107/2009, it is possible, for this specific effect – toxicity for reproduction- to establish a safe threshold of exposure below which no adverse health effects are expected to occur, allowing to establish safe MRLs. The Commission mandated EFSA to perform a risk assessment for existing MRLs based on non-EU uses. EFSA’s risk assessment, taking into account toxicity for reproduction, concluded that the MRLs based on import tolerances and CXLs are safe for consumers, with the exception of the existing MRLs for peaches and sweet peppers. As peaches and sweet peppers currently on the market might pose a risk to consumers, the draft regulation intends to lower these values without delay and no transitional measures for products placed on the market before the application date of the new regulation would apply. The objection by the Parliament is preventing the Commission from adopting the regulation and thereby inevitably prolongs the application of these MRLs which should be lowered due to consumer health concerns.
Regarding paragraphs 3 and 4, the Commission considers that in proposing the draft regulation it was correctly implementing the regulatory framework agreed by the co-legislators in line with its aim and content and observes that the Parliament’s objection prevents the Commission from proceeding with its adoption. The request from the European Parliament to lower all MRLs to the LOD, based on the fact that the active substance is classified as toxic for reproduction (category 1B), is not in compliance with Regulation (EC) No 396/2005. It is also not compatible with the World Trade Organization’s Sanitary and Phytosanitary (SPS) Agreement. Based on EFSA’s risk assessment a threshold can be applied, that allows the establishment of safe MRLs for consumers. The request from the European Parliament to lower all MRLs to the LOD because the active substance would have similar properties as other neonicotinoids is not sufficiently supported by scientific information. The available evaluation from EFSA found a significantly lower acute toxicity for honeybees as compared to clothianidin or thiamethoxam (100 times less toxic). Therefore, the Commission considers that it is not justified to follow the same approach as for clothianidin and thiamethoxam.
As regards the request in paragraph 4 to refuse any requests for import tolerances, the Commission would like to recall that Regulation (EC) No 396/2005 stipulates that MRL applications in relation to uses in the Union and in third countries are treated equally in terms of consumer safety and data requirements. Refusing import tolerances that are submitted in accordance with the procedure outlined in Articles 6 to 11 of Regulation (EC) No 396/2005 and for which EFSA confirms that they are safe for consumers would contravene the provisions of Regulation (EC) No 396/2005, and go against the EU’s international obligations under the World Trade Organization’s Sanitary and Phytosanitary (SPS) Agreement.
While the arguments provided in the objection of the European Parliament (toxicity for reproduction and bee toxicity) would not support a different approach from the one that was proposed by the Commission, it should be noted that in its Conclusion on the peer review EFSA noted there were indications that the substance could be an endocrine disruptor but did not finalise the respective assessment, as it was clear that thiacloprid did not meet the approval criteria for other reasons.
Noting that this information could be relevant also in the context of MRL setting, the Commission will consider taking into account this uncertainty in the preparation of an alternative draft regulation. 

