Follow up to the European Parliament non-legislative resolution on the Union’s authorisation procedure for pesticides
1. Rapporteur: Norbert LINS (EPP / DE), Bart STAES (Greens/EFA / BE)
2. Reference numbers: 2018/2153 (INI) / A8-0475/2018 / P8_TA-PROV(2019)0023
3. Date of adoption of the resolution: 16 January 2019 
4. Competent Parliamentary Committee: Special Committee on the Union’s authorisation procedure for pesticides (PEST Committee)
5. Brief analysis/ assessment of the resolution and requests made in it: the resolution calls for improved transparency, strengthened policies tackling conflicts of interest and reinforced independence of science in the pesticides’ sector. It also calls for a strict application of the precautionary principle and of the hazard based approach in the authorisation procedure and argues for more incentives and research for low risk alternatives.
6. Response to requests and overview of action taken, or intended to be taken, by the Commission:
Transparency, risk communication 
The Commission would like to stress that its proposal on transparency and sustainability of the EU risk assessment in the food chain[footnoteRef:1], which was adopted on 11 April 2018, addresses several of the points raised in the resolution (paragraphs 3, 4, 26, 38, 40, 41, 42, 46, 66, 71, 97 and 115). [1:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=COM:2018:0179:FIN] 

In order to increase trust and confidence in studies, which are the basis for scientific assessments in the food area, the Commission proposed that studies/ data supporting applications for authorisation be made public proactively and early on in the risk assessment process, except for information recognised as confidential. Citizens and independent scientists will have direct access to the studies, which will be available in electronic format to be downloaded, printed and searched.
The Commission also proposed to increase the Member States' involvement in the European Food Safety Authority's governance structure and scientific panels so that Member States take more responsibility for supporting EFSA and ensure an increased scientific cooperation.
Furthermore, the Commission proposed the creation of an EU register of commissioned studies, to guarantee that companies applying for an authorisation submit all relevant information including those that may be unfavourable. Reinforced control and audit by the Commission on studies/ testing facilities in cooperation with the Member States is foreseen, as well as the possibility to carry out verification studies in exceptional circumstances.
To improve risk communication, the Commission proposed some general principles: accurate, timely and transparent information, which must also be accessible to non-specialists, taking into account risk perceptions.
Concerning transparency in the risk management phase (paragraph 79), the Commission would like to recall that there is currently a proposal before Council and Parliament aiming at increasing transparency at the appeal committee level by making public the votes of the Member State representatives. In addition, the Commission reminds that detailed minutes of all meetings of the regulatory Committees are published online and in the specific cases of glyphosate, endocrine disruptors and neonicotinoids, given their sensitivity, the draft versions of the respective proposals were all proactively published. In response to paragraph 89, the Commission will examine the feasibility to put information on the different stages of an approval/ renewal application on the website of the Commission.
Precautionary principle (paragraphs 6 and 7)
The Commission considers that the precautionary principle is always applied in the area of pesticides as the Plant Protection Products Regulation works on the principle that all products must be authorised before use and that only products containing approved active substances can be authorised.	This has been confirmed by the Court of Justice in two recent judgements[footnoteRef:2]. The recitals of any regulation approving/ renewing (or not) the approval of an active substance, as well as the renewal/ review reports explain the rationale behind the risk management decisions taken by the Commission. [2:  	Judgments in Joined Cases T-429/13 Bayer CropScience AG and Others v Commission and T-451/13 Syngenta Crop Protection AG and Others v Commission] 

Hazard-based cut off criteria (paragraph 5)
The Commission applies the hazard-based cut-off criteria. The Commission would like to recall that Regulation (EC) No 1107/2009 foresees that, where it can be demonstrated for a substance meeting certain of the cut-off criteria that exposure is negligible or that there is a serious danger to plant health which cannot be contained by other available means including non-chemical methods, the substance can still be approved under restricted conditions.
Safer Plant Protection Products (PPPs), low risk substances, and research/innovation (paragraphs 11, 22, 23, 88, 108, 110, 111 and 116)
The Commission would like to recall its previous response to the Parliament’s resolution on low-risk pesticides of biological origin[footnoteRef:3]. In response to paragraph 11, the Commission would like to stress that more sustainable low-risk PPPs are already promoted, which therefore ensures consistency of purpose between the PPPs Regulation and the Directive on the Sustainable Use of Pesticides[footnoteRef:4]. Active substances with favourable risk profiles, for instance “basic substances” are promoted through unlimited approval periods, whilst “low-risk” active substances enjoy longer approval periods and longer periods of data protection. [3:  	https://oeil.secure.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=en&
reference=2016/2903(RSP) ]  [4:  	Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing a framework for Community action to achieve the sustainable use of pesticides] 

Furthermore, the Commission has worked with the Member States to identify short- and long-term actions to accelerate bringing low-risk products on the market; a work plan was presented at the Council of Ministers for Agriculture and Fisheries of June 2016. All actions identified for the Commission are either finalised (including in particular the prioritisation of non-chemical active substances for review), close to finalisation, or in progress.
The Commission would also like to inform that under the HORIZON 2020 programme, several ongoing projects (e.g. OPTIMA, VIRO-PLANT, SUPER-PESTS, INNOSETA) are focusing on finding new plant protection solutions, including biological (e.g. microorganisms, baculovirus, plant extracts) and non-chemical alternatives (e.g. prevention, monitoring, mechanical) to complement the portfolio of low-risk products available to farmers. Discussions are ongoing to maintain in the future research/ innovation policy framework calls for other projects with a particular focus on substitution of current pesticides by lower-risk technologies, such as pest monitoring, prediction models, digitalised farming practices, and new precision application equipment.
Involvement of stakeholders (paragraph 115)
The Commission would like to recall that Article 4(5) of Directive 128/2009 foresees that the provisions on public participation laid down in Article 2 of Directive 2003/35/EC shall apply to the preparation and the modification of the National Action Plans. In addition, the Commission consults regularly with all relevant stakeholder groups via the Advisory Forum on the Food Chain and in numerous meetings with individual organisations.
Emergency authorisations (paragraph 103)
The Commission agrees that the Member States use emergency authorisations too frequently and has increased oversight of emergency authorisations, discussing the issue regularly with the Member States at the meetings of the Standing Committee and publishing summary records of these meetings.
In addition, the Commission has requested the opinion of EFSA on the justifications provided by the Member States for emergency authorisations repeatedly granted for certain restricted neonicotinoids. EFSA found that most were justified, but that about a third were not. As a follow up, the Commission has requested a commitment from the Member States concerned not to repeat the same emergency authorisations. For those cases where no such commitment was made, the Commission intends to prepare a formal Commission decision preventing the Member States from repeating these authorisations.
Illegal trade of plant protection products (paragraph 33)
Since 2015, Europol with support from the European Anti-Fraud Office (OLAF), implements Operation SILVER AXE. This annual operation target the threat of illicit pesticides, focussing on their sale and placing on the market (imports), including infringements of intellectual property rights such as trademarks, patents and copyright, as well as substandard pesticides. In 2017, 122 tons of illegal or counterfeit pesticides were seized during operation SILVER AXE II. In 2018, some 360 tonnes of illegal or counterfeit pesticides were seized in Europe as the result of Operation SILVER AXE III[footnoteRef:5]. [5:  	https://www.europol.europa.eu/newsroom/news/largest-ever-seizure-of-illegal-or-counterfeit-pesticides-in-europol-silver-axe-operation ] 

Controls of imports from third countries (paragraph 32)
It must be stressed that a series of EU legislations ensures that food imported into the EU complies with EU safety standards. The General food law and the official controls regulations provide the main tools to achieve this objective. As part of this legislation, the Commission has established a list of food of non-animal origin, which, on the basis of known or emerging risks (e.g. the presence of pesticide residues), requires an increased level of official controls prior to their introduction into the EU. Further to this, agricultural products placed on the market in the EU must comply with maximum residue levels (MRLs) of pesticides set in accordance with Regulation (EC) No 396/2005. MRLs set for each pesticide/ crop combination ensure that food products containing residues below these limits are safe for consumers regardless of their origin. Where the legal limits are exceeded, enforcement action is taken by the competent authorities, e.g. withdrawal from the market.
Scientific Advice Mechanism (SAM) (paragraphs 8, 76 and 77)
In October 2018, the Chief Scientific Advisors agreed to start work towards a Scientific Opinion under the provisional working title “Towards an EU Sustainable Food System”.
The Commission would like to highlight that the decision[footnoteRef:6] setting up the Group of Chief Scientific Advisors (the Group), as a Commission expert group, foresees that a request for scientific advice to the Group can originate from members of the Commission or from the Group itself on their own initiative. In both cases, the Group can formally only be mandated to deliver scientific advice by the College through a request to the Commissioner for Research, Science and Innovation on a specific topic. [6:  	Consolidated version - EC Decisions – C(2015)6946 and C(2018)1919
] 

In any case, it must also be recalled that the approval of glyphosate was renewed for a period of 5 years in December 2017 based on a comprehensive assessment of all available scientific evidence by Member States experts, EFSA, and ECHA. In particular, ECHA’s Committee for Risk Assessment carried out a full review of the hazardous properties of glyphosate in 2016/2017 and concluded that glyphosate should not be classified as carcinogenic, mutagenic or toxic for reproduction. If companies wish to maintain the substance on the market after 2022, they have to submit a new application in December 2019 and a scientific evaluation according to the latest guidance and technical knowledge and including of any new evidence, will start shortly thereafter.
Appointments of rapporteur Member States (paragraphs 34, 35 and 36)
The Commission has no objection to allocating substances systematically to a different rapporteur, but most Member States decline to be the rapporteur for an active substance that is not present in plant protection products authorised in their national territory. The latest renewal programme agreed with the Member States which concerns 66 substances with expiry dates between 1 January 2022 and 31 December 2024, allocates a different rapporteur with respect to the previous assessment in 56 % of the cases (i.e. for 37 substances). With respect to paragraph 34 of the resolution, it must be stressed that such a change would require an amendment of Regulation (EC) No 1107/2009, which foresees that applicants can choose the rapporteur Member State for the first approval. Given the timing, it would be for the next Commission to decide whether to propose such a revision of the legislation that would ultimately have to be adopted by the Parliament and the Council.
Vulnerable groups (paragraphs 13 and 14)
The plant protection products and pesticides’ residues legislation specifically take into account the particular needs of vulnerable groups and that these provisions are implemented via the corresponding risk assessments.
In addition, in accordance with Article 12(a) of Directive 2009/128/EC, the Member States must already ensure that the use of pesticides is minimised or prohibited in certain specific areas such as public parks and gardens.
Post-market vigilance system (paragraphs 16, 17, 18, 19 and 85)
The Commission would like to highlight that for certain active substances, approval may be conditional on the setting up of monitoring programmes, the result of which may inform further regulatory action including with regards to the effectiveness and efficiency of risk mitigation measures. For example, monitoring has been required to verify that substances and their metabolites do not actually contaminate groundwater.
Furthermore, monitoring data from the European Environment Agency’s reports on the assessment of the EU’s waters show that there is an improvement in the chemical status of groundwater as regards pesticides between 2012[footnoteRef:7] (with data from 2009) and 2018[footnoteRef:8] (sampling since 2015). While in 2009, pesticides were responsible for the poor status in 20 % of groundwater bodies with poor status, this figure went down to 6.5 % in 2015. [7:  	The European Environment Agency (2012) European waters — Assessment of status and pressures No 8/2012: https://publications.europa.eu/en/publication-detail/-/publication/9ac92adc-2a06-4bdb-8eac-fdc95e6e68cb/language-en]  [8:  	The European Environment Agency (2018) European waters — Assessment of status and pressures No 7/2018: https://publications.europa.eu/en/publication-detail/-/publication/e2af1b44-af6e-11e8-99ee-01aa75ed71a1] 

In addition, monitoring and/ or epidemiological data on pesticides, when available, must be submitted as part of the data package for the assessment of active substances. However, using such data in regulatory assessment is often challenging in particular as regards investigating the associations between pesticide exposure and health outcomes. EFSA is working on improving the use of epidemiological data in risk assessment. Furthermore, a guidance document on monitoring and surveying of the impacts of pesticide use on human health and the environment has been published by the Commission (Commission Notice C 2017/6766)[footnoteRef:9]. [9:  	https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_sup_monitoring-guidance_en.pdf] 

Finally, it should be mentioned that the Commission is working on Human Biomonitoring for Europe (HBM4EU) – a joint effort of 28 countries, the European Environment Agency and the European Commission, co-funded under Horizon 2020 – which will provide better evidence of the actual exposure of citizens to chemicals and the possible health effects to support policy-making. In developing priorities for HBM4EU under the first annual work plan, the consortium conducted a prioritisation exercise to identify the substances which should be the focus of activities. These include glyphosate, chlorpyriphos, fipronil and pyrethroids.
The Commission is implementing the pilot project agreed by the European Parliament on environmental monitoring of pesticide use through honeybees. A contractor was selected and activities started at the end of 2018. The project will run for 2 years.
Combination and cumulative effects (paragraphs 20, 63 and 64)
The Commission, EFSA and the Member States are currently working together on defining a common methodology for evaluating the consumer exposure to the cumulative and synergistic effects of pesticide residues.
EFSA is in the process of establishing groups of pesticides with similar effects. A software tool has been developed and is now being tested to assess its suitability for carrying out exposure assessments of multiple pesticide residues. If the initial assessments are successful, EFSA plans to start incorporating tests on cumulative risk assessment into the consumer exposure assessments conducted for its annual report on pesticides residues in food.
Developmental neurotoxicity (DNT) effects (paragraph 21)
The Commission would like to stress that the data requirements for active substances of plant protection products already require that "when indicated by observations in other studies or the mode of action of the test substance, supplementary studies or information may be required to provide information on the postnatal manifestation of effects such as developmental neurotoxicity".
For the moment, available validated supplementary studies mainly consist of rodent studies such as the in vivo developmental neurotoxicity study (OECD Test Guideline 426). This study requires a large number of vertebrates and is also subject to methodological and scientific uncertainties. Animal-free human-focused mechanistic methods for DNT assessment are at an advanced stage of development but are not yet fully validated and, as such, they cannot yet be included as available test methods in the data requirements for plant protection products. The Commission and EFSA are supporting and funding further development and validation of in vitro approaches at OECD level and via projects funded under Horizon 2020 (e.g. the project ENDPOINTS). As soon as these testing strategies are validated, they will be considered as valuable screening and assessment tools under the data requirements for pesticide active substances and for plant protection products.
Animal testing (paragraphs 28, 29, 30 and 31)
It must be stressed that Regulation (EC) No 1107/2009 requires that animal testing on vertebrate animals should be minimised and undertaken only as a last resort. The 2017 EFSA guidance on dermal absorption already allows to assess human dermal absorption mainly based on alternative methods to animal testing, including in vitro methods with human skin. Validated non-animal test results are now the default information requirements also for assessment of skin sensitisation potential of chemicals. For other areas of toxicological assessment, it is still not yet possible to rely on alternative methods to animal testing.
The European Partnership for Alternative Approaches to Animal Testing (EPAA) is a collaboration between the Commission, European trade associations, and companies from seven industry sectors. The partners are committed to pooling knowledge and resources to accelerate the development, validation and acceptance of alternative approaches to animal use in regulatory testing. The overall aim is the replacement, reduction and refinement (3Rs) of animal use in regulatory testing. EPAA publishes an annual report of its activities[footnoteRef:10]. [10:  	https://ec.europa.eu/growth/sectors/chemicals/epaa_en] 

The Commission also actively supports validating alternative test methods. To this aim, the European Union Reference Laboratory for Alternatives to Animal Testing (EURL ECVAM) was established under Directive 2010/63/EU on the protection of animals used for scientific purposes. It develops and validates new risk assessment paradigms, such as in vitro integrating testing strategies. It works to facilitate the stakeholders’ dialogue and disseminates the new test methods and strategies, promoting their international regulatory acceptance (e.g. at OECD level). A EURL ECVAM Status report on the development, validation and regulatory acceptance of alternative methods and approaches is published every year[footnoteRef:11]. [11:  	https://ec.europa.eu/jrc/en/science-update/eurl-ecvam-status-report-2017] 

Furthermore, the Commission promotes the development and validation of testing strategies largely based on alternatives to animal testing through the funding of research projects under Horizon 2020. Examples include the following recently selected projects aimed at developing new methods and testing strategies to identify endocrine disruptors: ATHENA and SCREENED on thyroid hormone disruption, EDCMET, GOLIATH and OBERON on metabolic disorders, ENDPOINTS on developmental neurotoxicity, FREIA on female reproductive toxicity.
National reference laboratories (paragraph 37)
Under the requirements of Regulation (EU) 2017/625, EU Reference Laboratories contribute towards the harmonisation of methods of analysis by providing trainings and guidance and by coordinating EU Proficiency Tests, in which National Reference Laboratories and Official Laboratories are obliged to participate. Following the results of the EU Proficiency Tests, the organiser EU Reference Laboratories visits any underperforming laboratory in order to identify measures for improvement on the basis of a root-cause analysis evaluation, thus ensuring a harmonised level of high standard analytical results.
Scientific peer-review literature (paragraphs 43, 44 and 45)
The EU system for assessment of active substances ensures a rigorous and independent check of all information by experts in the Member States and in EFSA. Experts have access to summary information as well as raw data from all tests and studies submitted.
The applicant first submits a dossier of information and presents its view on how the data and information, including studies conducted by or on behalf of the applicants and all relevant peer-reviewed open literature, demonstrates that the criteria for approval laid down in the legislation are fulfilled. The corresponding EFSA guidance[footnoteRef:12] stipulates that the search of literature has to be done via a systematic review methodology, which guarantees transparency and objectivity of the search and the assessment of relevance and reliability. [12:  	https://www.efsa.europa.eu/en/efsajournal/pub/2092] 

The rapporteur Member State (RMS) then performs its own detailed independent assessment of the data and information and comes to its own judgement and recommendations. The assessment of the RMS is then subject to a peer-review by all other Member States and EFSA.
At each stage, the literature search is checked and scrutinised, and if necessary further information may be identified and included in the assessment. 
Assessing substances on the basis of most frequent use (paragraphs 15 and 49)
When submitting an application, applicants must include in their dossier at least one representative use of at least one plant protection product containing the active substance and also provide an overview of authorised uses of the substance in the EU. Member States can also discuss the representative use(s) applied for during pre-submission contacts. During the peer review, other Member States can comment if the use is not realistic.
An approval may be restricted if a representative use is highly specific and if there are doubts about safety for other use patterns (for example if a data package is provided only for use in permanent greenhouses, a restriction would be added to prevent use in fields).
It must be highlighted that although some statistical values on the use of pesticides are collected by Member States in light of the provisions set by Regulation (EC) No 1185/2009, this is not fully harmonised and the data are not yet fully available to the Commission, so that it is not possible to have a complete assessment.
Update of test methods and the guidance documents (paragraphs 52, 53, 54 and 61)
Whilst updating of some guidance documents has been put on hold or delayed due to lack of resources, the Commission and EFSA continue working on enhancing harmonisation and updating the available risk assessment guidance to the latest science. For instance, both have co-funded and participated in workshops organised by the Member State authorities and the Commission has mandated EFSA to update specific guidance documents over the last years. A harmonised approach among regulatory fields is also encouraged. A recent and visible example is the mandate to EFSA and ECHA to develop a joint guidance document to implement the criteria to identify endocrine disrupting properties. The guidance has been published in 2018[footnoteRef:13]. Since the publication of the revised Bee Guidance Document in 2013, a majority of Member States criticised the methodology for the assessment of the chronic risk to bees and did not wish to implement this guidance document before a further review. The Commission, therefore, will proceed with the implementation of the parts of the guidance related to acute risks, while mandating EFSA to conduct a review of the guidance as requested by the Member States. As the level of protection with regard to acute risks to bees will increase while the current level of protection with regard to chronic risks to bees will be maintained, the overall level of protection will increase. [13:  	https://www.efsa.europa.eu/en/efsajournal/pub/5311] 

New available test protocols (e.g. OECD) and guidance documents (e.g. EFSA) are discussed at the Standing Committee PAFF, and reflected in the respective Commission Communications that provide guidance on how the data requirements set in Commission Regulations (EU) No 283/2013 and 284/2013 can be fulfilled. These Communications are currently being updated. Stakeholders and Member States were given the opportunity to comment on the draft updates.
Environmental risk assessment (paragraphs 55 and 58)
The calculation of Predicted Environmental Concentrations (PECs) for soil, ground and surface water, and air is part of any standard risk assessment as regards active substances and plant protection products. Agreed models are used (e.g. FOCUS models) which calculate the PEC for different worst case scenarios based on an iteration for several years of application of the substance or product assessed. These scenarios also include for instance run-off scenarios (water erosion of soil) or drift (exposure via air deposition at a distance), and some models focus on a local scale while others focus on landscape scale. Some of these models have been updated in recent years, with involvement of EFSA and will be regularly updated when needed. EFSA regularly updates the available guidance, including for instance the FOCUS-models to predict the PECs. These updates also intend to include the most recent EU wide environmental information (e.g. Land Use and Coverage Area frame Survey, LUCAS).
The Commission has already initiated a revision of the Communications which list the particular test guidelines and guidance documents to be used for fulfilling the data requirements set out in Regulations (EU) No 283/2013 and 284/2013.
The Water Framework Directive (WFD) guarantees good quality of surface water, and the Commission is ensuring that the WFD is applied in a way that is consistent with the pesticides legislation.
Maximum Residue Levels (MRLs) in Food and Feed (paragraph 56)
When a new active substance is approved, MRLs are set without delay as the MRLs are a pre-condition for Member States to be able to grant product authorisations.
Procedurally, this requires the adoption of two acts by the Commission following a vote in the Standing Committee on Plants, Animal, Food and Feed: firstly the adoption of the regulation approving an active substance, and thereafter the adoption of the regulation setting the MRL. In practice the vote on the draft regulation setting the relevant MRLs is taken in the meeting of the Committee immediately following the meeting of the Committee in which the vote on the draft approval regulation has been taken.
When the approval of a substance is not renewed and Member States must withdraw the existing authorisations, MRLs are lowered to the limit of quantification (LOQ) as soon as possible. The timing is specific for each substance as it must take into account the grace period granted for the products containing the substance in line with Regulation (EC) No 1107/2009 for sale, storage, disposal and using up existing stocks and the fact that residues may still result from such permitted uses in crops harvested after the end of the grace period.
Respect for deadlines (paragraph 78)
The Commission shares the Parliament’s concern about the delays in the various steps for the evaluation of the dossiers submitted for the renewal of approval of active substances, which, in turn, leads to the need to extend the approval of substances. The Commission has repeatedly reminded the Member States of their obligations to respect the deadlines foreseen in Regulation (EC) No 1107/2009 for the evaluation of application dossiers.
Delays occur mainly during the assessment by the rapporteur Member State, but also during the EFSA peer review or during the risk-management process. Member States report that low quality of dossiers, increasingly complex assessments, the need for re-assessment of old studies, the size of the dossiers, resources, the alignment with the classification and labelling process under Regulation (EC) No 1272/2008, and the absence of guidance for Article 4(7) and negligible exposure all contribute to delays of the evaluation process.
In the decision-making phase, it has sometimes proven to be difficult for the Commission and for the Member States to take a decision within the six months period specified in the regulation. Multiple rounds of discussions in the Standing Committee were required for difficult cases and, therefore, more time than foreseen was needed in order to finalise the decision-making process.
Unacceptable effects on the environment (paragraph 81)
The European pesticides’ legislation sets general objectives for environmental protection when pesticides are used, and pesticides can only be authorised if there are no unacceptable effects on the environment, including no unacceptable effects on biodiversity. These objectives are implemented via specific data requirements, uniform principles and guidance documents, which cover a wide range of organism groups (from micro-organisms to plants and animals) and all environmental compartments (soil, water, air).
Updating these implementing documents entails discussions on new scientific developments, which may include a more explicit definition of specific protection goals. To this end, the Commission started discussions with the Member States on the basis of scientific outputs presented by EFSA in 2010 and 2016, and intends to involve stakeholders in the further discussions.
Confirmatory information (paragraphs 82 and 83)
The Commission considers that it applies the provisions on confirmatory data in accordance with the rules foreseen in Regulation 1107/2009 and has given a clear and detailed account on the use of confirmatory data requests under the regulation to the Ombudsman in a report submitted in February 2018[footnoteRef:14]. The report explains that confirmatory information was requested to address the following three situations: [14:  	https://www.ombudsman.europa.eu/cases/correspondence.faces/en/93729/html.bookmark] 

(a) 	Confirmation of the technical specification of the active substance.
(b) 	Consequences of a modified classification of an active substance in accordance with Regulation (EC) No 1272/2008 – the CLP Regulation that did not exist when the application dossier was submitted 
(c) 	Development of new guidance, which did not yet exist when the application was submitted or even not at the time of conclusion of the evaluation process.
As set out in the report to the Ombudsman, EFSA is always involved in the assessment of the confirmatory information submitted by the applicant and conducts a peer review when necessary. A decision, whether a full peer review is warranted is taken by the Commission on a case-by-case basis following consultation of EFSA and the Member States.
Legally binding risk mitigation measures in approvals (paragraph 84)
The Commission may already include legally binding risk mitigation measures in the approval of active substances in order to deal with known risks posed by plant protection products. Such was the case in the renewal of the approval of glyphosate for instance, where the ban of the co-formulant POE-tallowamine was inscribed in the renewal Regulation. Restrictions to greenhouse use is another example, which was recently applied for three neo-nicotinoids for which EFSA had concluded that all outdoor uses led to unacceptable risks for bees or other pollinators.
Safeners, synergists and coformulants (paragraphs 86 and 87)
21 safeners and 13 synergists are known to be used in plant protection products. In particular for safeners, which in most cases act by enhancing the detoxification mechanisms in target organisms, serious and immediate negative effects do not seem likely. Given the requirements of Article 4(3) and 33(3) of Regulation (EC) No 1107/2009 all of these 34 substances need to be in compliance with the approval criteria in Article 4 of the regulation. Therefore, and in the light of resource constraints, the Commission has given priority to the identification of non-acceptable co-formulants. At the meetings of the Standing Committee on Plants, Animals, Food and Feed in December 2018 and January 2019 the Commission held discussions with Member States on a first list of unacceptable co-formulants including those already identified by the Member States.
Zonal system/ national practices of risk assessment and management of PPPs (paragraphs 90, 91 and 95)
In 2017, the Commission published an Overview Report[footnoteRef:15] on the authorisation of plant protection products following a series of audits carried out in Member States in 2016 and 2017. This report highlighted the need for better harmonisation in methodologies used for conducting evaluation of plant protection products and the need to eliminate national specific requirements to further facilitate the functioning of the zonal system. Good practices were identified. A further analysis of this issue will be presented in the forthcoming REFIT evaluation report. [15:  	http://ec.europa.eu/food/audits-analysis/overview_reports/act_getPDF.cfm?PDF_ID=1021] 

EFSA responsibility for risk assessment of PPPs (paragraph 99)
Making EFSA responsible for the risk assessment of plant protection products, while maintaining that the actual decision on the authorisation of plant protection products should take place at national level, is a change in the regulatory processes that would require significant additional resources for EFSA. Therefore, such a change and the related impacts would have to be carefully considered.
Negligible exposure or serious danger to plant health (paragraph 106)
A draft technical guidance document on the assessment of negligible exposure was developed in 2015 and is publicly accessible. Its finalisation was put on hold due to other priorities, but the Commission intends to resume the discussions to finalise the guidance.
In addition, on request of the Commission, EFSA developed, in cooperation with Member States, protocols to assess whether a substance is necessary to control a serious danger to plant health or if control alternatives exist. These protocols are now applied to specific decision-making cases. The protocols and further guidance may be updated in the future in light of experience gained.
Copper (paragraph 109)
The Commission shares the European Parliament opinion regarding copper compounds (paragraph 109) which have been identified as candidates for substitution, considering the effects on non-target terrestrial vertebrates, soil and water organisms, but also taking into account concerns regarding exposure of workers, by-standers and the consumers. The recent renewal of the approval has restricted the maximum application rate, while keeping some flexibility at the Member States level to address either specific environmental concern caused by higher pest pressure, in particular for organic farming schemes. The HBM4EU project has accepted to add copper compounds on the list of priority substances to be monitored.
Harmonised definition of minor use (paragraph 114)
The Plant Protection Regulation already contains a definition of minor use, which specifically refers to the situation in the individual Member States. This is justified given that a particular crop can be major in one Member State, but minor in another, e.g. oranges, citrus, olives, etc. It is therefore unclear, if such a common list could be established and what the benefits would be.
Furthermore, the regulation already contains specific provisions allowing the Member States to address the needs of minor uses in their territories, including in their outermost regions, e.g. extension of authorisations from major uses on the initiative of the authorities and without agreement of the authorisation holder, or they can set significantly lower fees for applications for minor uses. So far, the Member States are not making full use of these possibilities.
Lastly, other measures to increase the availability of PPPs on their markets will also help minor uses, such as mutual recognition of authorisations from other Member States, a possibility that also has yet to be fully exploited by the Member States.
Impacts on SMEs (paragraphs 112 and 113)
An analysis of the impacts of the PPP Regulation on SMEs will be presented in the forthcoming REFIT evaluation report.
Desiccation (paragraph 12)
Article 55 of Regulation (EC) 1107/2009 specifies: “Proper use of PPPs shall include the application of the principles of good plant protection practice”. In certain situations, pre-harvest uses of herbicides to control or prevent undesired growth of weeds are in line with good plant protection practice. Nevertheless, it appears that certain herbicides are also used with the intention to control the time point of harvest or to optimise the threshing, although these uses may not be considered within good plant protection practice.
The Member States must therefore pay particular attention to compliance of pre-harvest uses with good plant protection practice when authorising plant protection products. If the Member States consider that pre-harvest uses do not comply with good practice, they may decide to prohibit such uses. The Member States may in addition decide to include certain labelling requirements to ensure compliance with good plant protection practice.

