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	European Commission position on points 
of the European Economic and Social Committee (EESC) opinion considered as essential

	Points 1.1 - 1.5
The Commission would like to note that the proposed targeted amendments to a range of legislation for the purpose of simplification are highly technical in nature and do not alter core policy objectives or introduce significant new obligations. In particular, the Commission has not proposed to amend the current strict criteria in Article 4(3) and Annex II of the Regulation for approval of active substances used in plant protection products[footnoteRef:1]. The intention is rather to make the system for the renewal of approvals more efficient and rapid, ensuring a faster uptake of scientific knowledge. The proposal is accompanied by an analytical staff working document which explains the proposed changes and presents the underlying evidence and the analysis of stakeholder views, providing also an estimate of cost savings. [1:  	Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC (http://data.europa.eu/eli/reg/2009/1107/oj).] 

Point 1.6
The Commission notes that it is conducting preparatory work for an impact assessment in view of 
a revision of the food contact material legislation[footnoteRef:2]. Targeted expert consultations are ongoing to ensure that a new legislation will be fully implementable and not create unnecessary administrative burdens. [2:  	see: Food Contact Materials - Food Safety - European Commission. ] 

Point 1.7 (and Amendments 2 and 3)
The Commission agrees with the Committee that the use of drones for the application of plant protection products (PPP) to protect crops should be facilitated if it is meeting all safety requirements. For this purpose, the Commission proposes that Member States should have the possibility to foresee 
a general derogation from the ban of aerial spraying established in the Directive for types of drones for which it has been determined that their use poses equal or lower risks than ground-based pesticide application equipment[footnoteRef:3]. The Commission shares the Committee’s concern that it is important to ensure the protection of human health and the environment and proposes using the experience of the European Food Safety Authority (EFSA) and the Member States to develop technical guidance for risk assessment for the application of plant protection products by drones.   [3:  	Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC (http://data.europa.eu/eli/reg/2009/1107/oj).] 

Based on this, the Commission will identify in a delegated act the types of drones fulfilling safe conditions of application of authorised plant protection products. The Commission, therefore, considers that its proposal is in line with the suggestions made by the Committee.
Point 1.8 (and Amendments 6 and 7)
The Commission agrees that EFSA should be consulted during the preparation of the work programmes for the renewal of approval of active substances with unlimited approval periods and recalls that the Commission’s proposal already includes such consultation in the amendment of Article 18 of the Regulation concerning the placing of plant protection products on the market [footnoteRef:4], and in the newly proposed Article 18a in that Regulation on targeted reassessments of approved active substances. The selection of active substances will take into account advice by EFSA, based on review of literature and available monitoring data. However, the final decision on which substances should be included in such work programmes, should be with the Commission. As today, EFSA will oversee the peer review of risk assessments conducted by Member States in the context of full renewal procedures and for targeted reassessments ensuring that an objective and independent scientific assessment is carried out. Such assessments will be based on the latest scientific and technical knowledge in line with the most up-to-date data requirements and technical guidance. The Commission would like to remind that the setting of grace periods is the sole responsibility of risk managers in the context of a decision on non-renewal of approval. At that moment all risks are already identified and described in a Conclusion by EFSA which is available to risk managers. Likewise, the decision on the setting of approval periods is the sole responsibility of risk managers and would not be appropriate for EFSA in its capacity as risk assessor. [4:  	Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC (http://data.europa.eu/eli/reg/2009/1107/oj).] 

Point 1.9
When the approval of an active substance is not renewed or withdrawn, the specific Implementing Regulation sets out harmonised maximum grace periods that Member States may grant for the sale and distribution, and for the disposal, storage, and use of existing stocks of the plant protection products containing the active substance. Member States may not grant grace periods exceeding those periods and, as such, maximum periods ensure harmonisation. However, Member States need some flexibility to set grace periods within those maximum periods, considering the specific uses of the plant protection products concerned and the availability of alternatives in their territories. 
Point 1.10 (and Amendment 11)
The Commission agrees with the Committee that seeds intended for export to third countries should only be treated with plant protection products containing approved active substances. The Commission also shares the Committee’s view that the labelling of treated seeds should be harmonised and that seeds treated with plant protection products must be subject to risk assessment. In view of this, the Commission proposes that the sowing of treated seeds is considered a use of a plant protection product as set out in Article 49(1) of the Regulation concerning the placing of plant protection products on the market since sowing of treated seeds can result in exposure of humans as well as the environment (e.g. via dust, contact with the soil and leaching into groundwater) to the PPP which the seeds are coated with. As the Commission proposes that sowing of treated seeds is a use of a plant protection product, the grace periods for use of plant protection products containing a no-longer approved active substance would also apply to the sowing of treated seeds. The Commission considers that the scope of Article 40 should remain unchanged – it should apply to all types of plant protection products and conditions of use.
Point 1.11 and 1.12 
The Commission recalls that the proposal aims to be proportionate and compliant with WTO rules, which is why it focuses only on particularly hazardous substances (those meeting the so-called cut-off criteria in the Regulation concerning the placing of plant protection products on the market and which therefore normally cannot be used in the EU). Nothing prevents the adoption or enforcement by any WTO member of measures which are justified by legitimate policy objectives, as long as such measures are not applied in an arbitrary manner. The Commission also recalls that it has proposed that case-by-case impact assessments will be made before lowering to the limit of quantification the Maximum Residue Levels (MRLs) for non-approved cut-off substances, which will assess the relevant impacts, considering among others,  whether the substance concerned is used or not in third countries and on which crops, and the availability of alternatives. The Commission remains committed to engage with trade partners, notably developing and least developed countries, and to assist them to increase their ambition towards more sustainable crop protection methods. It will also continue to actively work in key international organisations (Codex Alimentarius, OECD) to strengthen internationally agreed commitments.
Point 1.13 
The Commission agrees with the Committee on the need to facilitate market access for alternatives to conventional pesticides, such as biocontrol active substances, and for non-toxic alternatives to be used wherever possible. As heavy metals often cause concerns to human health or the environment, such as copper compounds, which are currently approved as candidates for substitution as they meet the persistency and toxicity criteria of the Regulation concerning the placing of plant protection products on the market, the Commission considers that they should be excluded from the biocontrol definition. However, this does not mean that they cannot be approved as chemical active substances.
point 1.14 
The Commission recalls that it has proposed that the approval periods of active substances which are candidates for substitution will remain limited in duration and will therefore be periodically reassessed. In case such substances do not comply with the approval criteria upon reassessment, they may still be kept approved if the conditions for derogation set out in Article 4(7) of the Regulation concerning the placing of plant protection products on the market are met. Therefore, it is not necessary to add a further derogation in Article 24 of that Regulation. Adding consideration of economic factors as approval criteria would be a substantial amendment of the objectives of the above-mentioned Regulation and would go well beyond the simplification purpose of the Commission’s proposal. 
Point 1.15 (and Amendment 16)
The Commission proposal aims at clarifying the legal status of food and feed products obtained using genetically modified micro-organisms (GMMs) for their production. The proposed conditions for considering such products to be outside the scope of the Regulation on genetically modified food and feed[footnoteRef:5] relate to the function of the GMM in the production process and to the process itself (which must ensure that the final product does not contain living GMMs), and are unrelated to the intended purpose of the resulting food or feed product, e.g. food additive, flavouring, etc. and to whether the products themselves are animal-based or other. In any event, if such food is considered to be novel food, it would be subject to pre-market authorisation and labelling requirements set out under the Regulation[footnoteRef:6] (EU)on novel foods. [5:  	Regulation (EC) No 1829/2003 of the European Parliament and of the Council of 22 September 2003 on genetically modified food and feed (http://data.europa.eu/eli/reg/2003/1829/oj).]  [6:  	Regulation (EU) 2015/2283 of the European Parliament and of the Council of 25 November 2015 on novel foods, amending Regulation (EU) No 1169/2011 of the European Parliament and of the Council and repealing Regulation (EC) No 258/97 of the European Parliament and of the Council and Commission Regulation (EC) No 1852/2001 (http://data.europa.eu/eli/reg/2015/2283/oj). ] 


The reference in the Commission proposal to food and feed obtained using GMMs for their production does not broaden the concept of ‘processing aid’ referred to in recital 16 of the Regulation on genetically modified food and feed. The ‘processing aid’ definitions in the Regulation on food additives[footnoteRef:7] and the Regulation on feed additives[footnoteRef:8] are at the basis of the proposal, but have been adapted to the specific case of products obtained using GMMs as production strains in order to provide legal certainty to operators as regards such products when they contain residues from the GMMs. [7:  	Regulation (EC) No 1333/2008 of the European Parliament and of the Council of 16 December 2008 on food additives  (http://data.europa.eu/eli/reg/2008/1333/oj).]  [8:  	Regulation (EC) No 1831/2003 of the European Parliament and of the Council of 22 September 2003 on additives for use in animal nutrition  ( http://data.europa.eu/eli/reg/2003/1831/oj).] 

Point 1.16 (and Amendment 9)
The Commission Regulation[footnoteRef:9]  as regards labelling requirements for plant protection products, as amended by Regulation (EU) No 2026/1123, includes specific requirements for labelling and safety phrases addressing the risks linked to the use of treated seeds. The possibility for Member States to authorise plant protection products for seed treatment quickly under the mutual recognition procedure exists already in the Regulation concerning the placing of plant protection products on the market  and the Commission has proposed further reinforcement for mutual recognition through a tacit agreement mechanism if deadlines are not respected for products containing only biocontrol active substances. [9:  	Commission Regulation (EU) No 547/2011 of 8 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards labelling requirements for plant protection products (http://data.europa.eu/eli/reg/2011/547/oj).] 

The Commission notes that the proposal to change the word ‘and’ to ‘or’ in paragraph 6 of Article 49 of the Regulation concerning the placing of plant protection products on the market  as set out in Amendment 14 could create situations where labels and accompanying documents are inconsistent, creating confusion for users. 
Amendment 4 and 5 
As stated above in relation to point 1.8, the Commission reminds that the setting of approval periods is the sole responsibility of risk managers and would not be appropriate for EFSA in its capacity as risk assessor. However, the Commission will take account the findings of EFSA when proposing legal acts concerning the approval periods.
The Commission notes that the proposed addition to Article 5 subpoint (c) of the Commission’s proposal concerning substances with mutagenic, carcinogenic, or reprotoxic properties as well as endocrine disruptors is already covered by points (a) and (b) of Article 5. Substances with mutagenic, carcinogenic, or reprotoxic properties as well as endocrine disruptors that may cause adverse effects in humans and in non-target organisms may only be approved under Article 5, or renewed under Article 14, under limited circumstances i.e. if exposure is demonstrated to be negligible (as set out in Annex II,
points 3.6.3-3.6.5 and 3.8.2 of the Regulation concerning the placing of plant protection products on the market  or if they are necessary to control a
serious danger to plant health or plant production for which no other reasonable means including non-chemical methods are available (as set out Article 4(7) of the Regulation).
Substances falling under points 3.6.3-3.6.5 or 3.8.2 of Annex II can only be approved as candidates for substitution, as set out in point 4 of Annex II and hence their approval would be limited in time
(maximum period of 7 years) as set out in subpoint (a) of the proposed amendment to Article 5.
The approval of substances with mutagenic, carcinogenic, or reprotoxic properties as well as endocrine disruptors approved via the derogation in Article 4(7) of the Regulation concerning the placing of plant protection products on the market would also be limited in duration (maximum period of 5 years) as set out in subpoint (b) of Article 5.
It is also recalled that the derogation provided for in Article 4(7) does not apply to substances which are or have to be classified in accordance with the Regulation on classification, labelling and packaging of substances and mixtures[footnoteRef:10], as mutagenic category 1A or 1B, carcinogenic category 1A, carcinogenic category 1B without a threshold, or toxic forreproduction category 1A or persistent, bioaccumulative and toxic (PBT), very persistent and very
 bioaccumulative (vPvB), or that are a persistent organic pollutant (POP) according to the criteria set
 out in point 3.7.1 of Annex II. [10:  	Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006  (http://data.europa.eu/eli/reg/2008/1272/oj).] 

If a critical area of concern is identified during the risk assessment for an active substance for all representative uses evaluated, approval under Article 5 is unlikely unless risk mitigation is possible to ensure risk is acceptable for at least one use. In addition, point (c) of Article 5 as proposed by the Commission already ensures that relevant uncertainties emerging from the risk assessment, including as a result of data gaps are taken into account when determining if approval shall be limited or not. Such consideration of the relevant uncertainties for determining the duration of the approval period will also be done for active substances where a critical area of concern is identified by EFSA.
Amendment 10
The Commission refers to the reply in response to the proposed amendment number 4. Moreover, the inclusion of a reference to Article 6(j) in Article 27(a) would have very limited impact given that to date only two active substances have been approved with periods shorter than the maximum foreseen in the Regulation concerning the placing of plant protection products on the market and for one of them 
a renewal procedure is ongoing.
Amendment 15
The Commission recalls that Article 53 of the Regulation concerning the placing of plant protection products on the market provides for the possibility for Member States to grant a time limited authorisation (for maximum 120 days) in derogation from the regular authorisation procedure for plant protection products, hence it must be interpreted restrictively. Its application is limited to certain special circumstances as set out in the Article itself – i.e. where such a measure appears necessary because of 
a danger to plant health which cannot be contained by any other reasonable means. This interpretation was also confirmed by the European Court of Justice in case C-162/21. As such authorisations are exceptional, as they are not subject to the mutual recognition procedure under Articles 40-42 of the Regulation concerning the placing of plant protection products on the market. In addition, the danger (including the scale and impacts) referred to in Article 53 may be specific to each Member State – or even to certain areas within a Member State - depending on its specific agricultural and climatic conditions. The same applies to the available alternatives to combat the danger - they may vary depending on the Member State, for instance on whether there are alternative plant protection products authorised, or the availability of non-chemical techniques.

Therefore, the Commission considers that mutual recognition for an emergency authorisation granted under Article 53 by a Member State is neither legally possible nor reasonable in view of its purpose.




