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6. Brief analysis/assessment of the Resolution and requests made in it:
Overall, the objectives of this resolution are very much in line with the European One Health Action Plan against AMR[footnoteRef:1] adopted by the Commission in June 2017. The Commission welcomes this resolution as it contains many valuable suggestions directed to the Commission and/ or to the Member States to increase the fight against AMR and make the European Union a best-practice region (paragraphs 1 to 78); boost research, development and innovation (paragraphs 79 to 112); and shape the global agenda (paragraphs 113 to 130). The Commission agrees on the importance of the One Health approach. This concept has been widely recognised in the European Union and internationally. [1:  	https://ec.europa.eu/health/amr/sites/amr/files/amr_action_plan_2017_en.pdf] 

7. [bookmark: _GoBack]Responses to the European Parliament requests towards the Commission:
As regards paragraphs 1, 3, 74 and 77 (2017 European One Health Action Plan against AMR and Commission coordinating role)
While the development and monitoring of national action plans falls under the responsibility of the Member States, the Commission does its utmost to facilitate mutual learning and exchange of best practices between Member States and between human heath, animal health and environment sectors, namely through the AMR One Health Network[footnoteRef:2], the Health Security Committee[footnoteRef:3] and the Joint Action on Antimicrobial Resistance and Healthcare Associated Infection[footnoteRef:4]. [2:  	https://ec.europa.eu/health/amr/events/ev_20180205_en]  [3:  	https://ec.europa.eu/health/preparedness_response/risk_management/hsc_en]  [4:  	https://eu-jamrai.eu/] 

As regards paragraphs 2, 5, 9 and 13 (national targets, surveillance, reporting and evaluations)
The Commission closely monitors the implementation of the actions listed in the 2017 European One Health Action Plan against AMR. Progress reports are regularly published on the Europa Website[footnoteRef:5]. The latest update was published in September 2018[footnoteRef:6]. The AMR One Health Network is a forum used to discuss progress, guide Member States and explore whether new actions are needed at European Union level. [5:  	https://ec.europa.eu/health/amr/action_eu_en]  [6:  	http://ec.europa.eu/health/amr/sites/amr/files/amr_2018-2022_actionplan_progressreport_en.pdf] 

While the Commission encourages ambitious targets at national levels, it is not possible to establish European Union targets due to the diversity of situations in the Member States.
The Commission, through its Membership of the Transatlantic Taskforce on Antimicrobial Resistance[footnoteRef:7], is supporting a review of target setting on AMR in national policies in the European Union and North America, led by the European Centre for Disease Prevention and Control (ECDC). The outcome will be made available to the Member States once ready later in 2018 or in 2019. The Commission also supports the work led by the ECDC / European Food Safety Authority (EFSA) / European Medicines Agency (EMA) on the European systems for AMR monitoring which has included the production of the ECDC/EFSA/EMA Joint Opinion on Outcome Indicators on Surveillance of Antimicrobial Resistance and Use of Antimicrobials[footnoteRef:8]. This work will be useful to the Member States in considering national target setting and monitoring. [7:  	https://www.cdc.gov/drugresistance/tatfar/index.html]  [8:     https://ecdc.europa.eu/sites/portal/files/documents/AMR-indicators-joint-report-Oct-2017.pdf] 

The Commission will work with the ECDC and the Member States to improve the reporting of AMR including better ways of obtaining information on the number of AMR cases in humans and on AMR mortality. Existing surveillance systems provide information on key antimicrobial resistant infections and allow estimates of mortality on a periodic basis. Updated estimates based on this information are expected to be published by the ECDC in November 2018.
As regards paragraphs 3, 49 and 57 (veterinary issues)
The forthcoming Regulation on Veterinary Medicinal Products[footnoteRef:9] lays down a wide spectrum of actions following the One Health approach. These include strengthening the prudent use of antimicrobials, introducing the possibility to reserve certain antimicrobials for treatment of infections in humans only, and banning the use of antimicrobials in animals for the purpose of promoting growth or increase yield in addition to the prohibition of antibiotics as feed additives in 2006. The forthcoming Regulation on Medicated Feed[footnoteRef:10] also contains several important measures to fight the misuse of antimicrobials, such as banning their use in medicated feed for prophylaxis and limiting the treatment duration. [9:  	https://www.consilium.europa.eu/media/35934/proposal-veterinary-medicinal-products-compromise-text2018.pdf]  [10:  	http://data.consilium.europa.eu/doc/document/ST-10222-2018-ADD-1/en/pdf] 

On research aspects, the Commission's AMR research activities cover the full One Health spectrum and support cross-sectoral collaboration. The Commission will implement its research and innovation activities by using different funding instruments and partnerships under its current (Horizon 2020) and future (Horizon Europe) framework programmes for research and innovation.
The Commission agrees on the need to encourage the development of sustainable medicinal products. As an example, the forthcoming Regulation on Veterinary Medicinal Products gives incentives to improve the availability of veterinary medicinal products and foster innovation in sustainable medicinal products e.g. expanding the data protection period stepwise to a maximum of 18 years and adding data protection on technical documentation of existing authorisations for variations that demonstrate an improvement of the benefit-risk balance of the medicinal product.
The Commission guidelines for the prudent use of antimicrobials in veterinary medicine[footnoteRef:11] provide for avoidance of routine prophylaxis, contain advice to restrict metaphylaxis and promote individual treatment of animals whenever possible. The forthcoming Regulation on Veterinary Medicinal Products prohibits routine prophylactic and metaphylactic use of antibiotics and restricts the use of antimicrobial medicinal products for prophylaxis to exceptional cases, for the administration to an individual animal or a restricted number of animals when the risk of an infection or of an infectious disease is very high and the consequences are likely to be severe. [11:     https://ec.europa.eu/health//sites/health/files/antimicrobial_resistance/docs/2015_prudent_use_guidelines_en.pdf] 

As regards paragraph 4 (involvement of stakeholders)
The main objective of the AMR One Health Network is to foster mutual learning and exchange of best practices between Member States. At its meeting of February 2018, the Network agreed that stakeholders should be invited occasionally to present One Health initiatives to facilitate their dissemination. Furthermore, the European Union Joint Action on Antimicrobial Resistance and Healthcare-Associated Infection[footnoteRef:12] involves more than 30 stakeholder organisations through its stakeholder forum, which was launched on 09 November 2018. [12:  	https://eu-jamrai.eu/] 

As regards paragraph 6 (standardised data)
The Commission agrees on the importance of standardised data and indicators. Tools already exist, such as the Directive 2013/652 on the monitoring and reporting of antimicrobial resistance in zoonotic and commensal bacteria[footnoteRef:13] and the ECDC/EFSA/EMA Joint Opinion on Outcome Indicators on Surveillance of Antimicrobial Resistance and Use of Antimicrobials[footnoteRef:14]. The ECDC collects standardised data from Member States on AMR. The Commission has recently updated the implementing legislation covering the relevant case definitions[footnoteRef:15]. It includes revised case definitions for AMR and healthcare associated infections. [13:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32013D0652&from=EN]  [14:  	https://ecdc.europa.eu/sites/portal/files/documents/AMR-indicators-joint-report-Oct-2017.pdf]  [15:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018D0945&from=EN] 

As regards paragraphs 8 and 9 (data on sales)
The forthcoming Regulation on Veterinary Medicinal Products provides a step-wise approach for Member States to collect relevant and comparable data on the volume of sales and use of antimicrobial products in animals. The Member States send the collated data to the EMA that analyses them and publishes an annual report. The outcome of this analysis will be taken into account for further guidelines and recommendations. The consumption of antibiotics in humans is collected by the ECDC and reported regularly[footnoteRef:16]. It should be noted that this data (volume of consumption) is of greater relevance regarding the AMR pattern, than the volume of production. [16:  	https://ecdc.europa.eu/en/publications-data/antimicrobial-consumption-annual-epidemiological-report-2016] 

As regards paragraph 9 (Global Antimicrobial Resistance Surveillance System (GLASS) and World Health Organization (WHO) priority pathogen list)
The Commission, in cooperation with the ECDC, is collaborating closely with WHO to assist Member States to ensure that the necessary information is collected and provided to the GLASS[footnoteRef:17]. A total of 16 European Union Member States were enrolled in GLASS as of July 2018. [17:  	http://www.who.int/glass/en/] 

The Commission is aware of the WHO priority pathogen list and refers to it in the 2017 European One Health Action Plan against AMR. Recognising that AMR is a global problem, the Commission does not regard it as necessary to develop a separate priority pathogen list for the European Union's Research and Development priorities.
As regards paragraphs 10, 24 and 104 (healthcare-associated infections)
The ECDC coordinates standardised surveillance and surveys of healthcare-associated infections and reports this information on a regular basis[footnoteRef:18]. Risk assessments are produced by the ECDC on all significant infectious disease events, which may have cross-border implications including epidemics and pandemics and resistant infections. [18:  	https://ecdc.europa.eu/en/about-us/partnerships-and-networks/disease-and-laboratory-networks/hai-net] 

The Commission agrees that hand hygiene is very important for the control of infection. The precise methods, such as the use of single-use towels, to achieve good hand hygiene in particular situations is the responsibility of the institutions themselves and the relevant authorities in the Member States. The 2017 European One Health Action Plan against AMR supports patient safety in hospital environments through good practice in infection prevention and control.
The Commission is working with Member States and partners to encourage the uptake of cost-effectiveness technologies that reduce the impact of healthcare-associated infections in hospitals and help to prevent the spread of multi-resistant microorganisms.
The work carried out by the Organisation for Economic Co-operation and Development (OECD) and co-funded by the European Union health programme describes the cost effectiveness of several such technologies. This work will be disseminated to Member States and further extended through additional support of the European Union in the next three years.
As regards paragraph 12 (collaboration between European Union agencies and European Union funded projects)
The Commission agrees that close collaboration between European Union agencies is essential. This collaboration takes place and has proven to be very useful and effective. Examples of such successful collaboration include the Joint Interagency Antimicrobial Consumption and Resistance Analysis Reports[footnoteRef:19] and the Joint Opinion on Outcome Indicators on Surveillance of Antimicrobial Resistance and Use of Antimicrobials[footnoteRef:20]. [19:     http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_001863.jsp&mid=WC0b01ac0580c0fa1d]  [20:  	https://ecdc.europa.eu/sites/portal/files/documents/AMR-indicators-joint-report-Oct-2017.pdf] 

Ad-hoc connections with relevant agencies also exist in the context of European Union funded research projects (e.g. EFSA and ECDC being members of advisory committees of Horizon 2020 projects).
On human and financial resources of the European Union agencies, the Commission proposes budgetary provisions for consideration by the inter-institutional decision making process in order to enable the agencies to fulfil their legal mandates, including their activities on AMR.
As regards paragraphs 16, 17, 40, 42, 51, 55 and 73 (environmental aspects)
The Commission has made significant progress on the draft strategic approach and is considering options to increase the monitoring of pharmaceuticals including antimicrobials in water and soil, as well as the monitoring of AMR. In parallel, it recently adopted a revised watch list[footnoteRef:21] of substances for Union-wide monitoring in the field of water policy, containing two additional antibiotics. [21:  	Commission Implementing Decision (EU) 2018/840] 

The Commission is aware of the need to gather more data on the presence of antibiotics and AMR in the environment, and to better understand the links between that presence and the development of new resistant pathogenic microorganisms.
In the context of the ongoing REFIT evaluation of the Urban Waste Water Treatment Directive[footnoteRef:22], the Commission will, among other things, investigate the release of pharmaceuticals into the environment through waste water treatment plants. It will, as far as possible, assess the magnitude of the problem, and consider the effectiveness of the different treatment technologies in place. Any revision of the directive will be based on the results of the REFIT evaluation. [22:  	http://ec.europa.eu/environment/water/water-urbanwaste/index_en.html] 

The production of pharmaceutical products falls within the scope of the Directive 2010/75/EU[footnoteRef:23], and certain chemical-industry best available techniques reference documents (BREFs) are indeed relevant. When a BREF review starts, the responsible technical working group decides, using its expertise, on the key environmental issues to address. The Commission will try to ensure that relevant information on emissions from pharmaceutical manufacturing is sufficiently taken into account in that process. [23:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2010:334:TOC] 

The Commission recently adopted a proposal for a regulation on minimum requirements for water reuse[footnoteRef:24] which includes risk-assessment and management tasks to ensure sufficient protection of the environment, human and animal health. In the context of developing the strategic approach to pharmaceuticals, the Commission is considering options relevant to assessing and reducing risks from the use of manure and sewage sludge on agricultural land. [24:  	COM(2018) 337 final] 

As regards paragraph 18 (AMR related mortality)
Updated information on the burden of AMR deaths in the European Union and the related costs are expected to be published by the ECDC and by the OECD before the end of 2018. Due to the effort required to produce these estimates, the Commission believes that it would not be cost effective to provide continuously updated information. However further updates will be produced in future.
As regards paragraph 20 (funding of EUCAST[footnoteRef:25]) [25:  	http://www.eucast.org/] 

The Commission in cooperation with the ECDC and the EMA will consider carefully what further investments are required in this area.
As regards paragraphs 21, 81 and 91 (funding research alternatives to antimicrobials)
European Union funding is already committed under Horizon 2020 on alternatives to antimicrobials, including feed additives, under Societal Challenge 2 (e.g. topic SFS-11-2018-2019 on antimicrobials and animal production: scope B [2019] on alternatives to antimicrobials) and can be further considered under the next Framework Programme for research and innovation.
As regards paragraphs 26 and 56 (awareness campaigns)
While the Commission has no resources to run a large-scale awareness campaign towards all European Union citizens, it supports the communicators in the Member States who can reach the population in a more tailored and impactful way (e.g. health authorities, healthcare professionals). The Commission contributes to the annual European Antibiotics Awareness Day, coordinated by the ECDC, which includes media activities, sharing communication tools with communicators in the Member States and dissemination actions towards stakeholders and multipliers. To support the Member States in their strategies for behaviour change and communication, the Commission delivers every two years a large-scale Eurobarometer study, collecting the views of some 28,000 European Union citizens on the use of antibiotics. The most recent edition was released on 15 November 2018.
The forthcoming Regulation on Veterinary Medicinal Products provides that for animals or products of animal origin intended for export from third countries to the European Union, operators in third countries shall not use antimicrobials for the purpose of promoting growth and shall not use antimicrobials designated in the European Union as reserved for human use. Detailed rules on how to apply the above provisions will be laid down in delegated acts.
As regards paragraph 28 (adherence to treatment)
The Commission will consider what additional initiatives might be relevant in this area in the light of its work on awareness-raising as set out in the 2017 European One Health Action Plan against AMR.
As regards paragraph 29 (European Union-wide curricula)
The Commission could support the principle. However, education and training are not a competence of the European Union. These are of the exclusive competence of the Member States.
As regards paragraph 30 (guidelines)
The Commission, based on detailed technical advice from the ECDC, has published European Union Guidelines for the prudent use of antimicrobials in human health[footnoteRef:26] which address the use of antibiotics in primary care. The Commission will consider what further action in this area could be appropriate in the light of progress made and the implementation of its 2017 European One Health Action Plan against AMR. [26:  	https://ec.europa.eu/health/amr/sites/amr/files/amr_guidelines_prudent_use_en.pdf] 

As regards paragraph 33 (rapid diagnostic tests)
The Commission is aware of the challenges in this area and, through its public-private partnership the Innovative Medicines Initiative[footnoteRef:27], will fund a new research project that will aim to understand, demonstrate, and quantify the value of diagnostics as well as the obstacles to their adoption and use in the framework of a Standardised Care Network. [27:  	https://www.imi.europa.eu/] 

The new Regulation (EU) 2017/746 on in vitro diagnostic medical devices[footnoteRef:28] will reinforce the quality of rapid diagnostic technologies placed on the market, due to stricter requirements regarding their performance. However, issues such as prices and reimbursement are a matter of national responsibility. [28:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0746&from=EN] 

Several projects are funded under Horizon 2020 to develop and/ or improve rapid diagnostic technologies in animal health/food safety.
As regards paragraph 34 (prescription aspects)
In accordance with Directive 2001/82/EC[footnoteRef:29], the dispensing of veterinary medicinal products intended for use in food-producing species is subject to veterinary prescription issued by a professional person qualified to do so in accordance with applicable national law. Member States are competent to decide who is allowed to dispense veterinary medicinal products on their territory. The forthcoming Regulations on Veterinary Medicinal Products and Medicated Feed restrict severely the advertisement for veterinary medicinal products. It empowers the Commission by way of implementing act to restrict the use of certain antimicrobials in animals i.e. to reserve them for treatment of humans. [29:  	https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-5/dir_2001_82_cons2009/dir_2001_82_cons2009_en.pdf] 

Concerning human medicinal products, the Commission supports the prudent use of antibiotics. However, most antibiotics are authorised at the national level, which limits the possibility of the Commission to regulate the way those products are administered to patients. Moreover, European Union legislation usually does not interfere with the therapeutic freedom of medical practitioners. It seems more appropriate to tackle those issues at national level. Where the Commission authorises new antibiotics under the centralised procedure it may consider the prescription status based on the scientific assessment of the European Medicines Agency to ensure the safe and effective use of the product.
As regards paragraph 35 (illegal sales of medicines)
Since 1 July 2015 a common European Union-wide logo is mandatory for all online pharmacies or retailers in the European Union countries. The Commission has produced information material for Member States to ensure that a consistent message is given to European Union citizens on this. These materials highlight that Member States are free to prohibit online sales of prescription human medicines, including prescription antimicrobial products, and warn that a legally operating European Union on-line retailer, if authorised or entitled to supply a prescription human medicine, will always require a prescription. In addition, to fight medicine falsifications and ensure that the trade in human medicines is controlled, the Commission and the European Union Member States are committed to put in place an end-to-end medicines authentication system under the Directive 2011/62/EU[footnoteRef:30] by February 2019. To support the implementation of the system the Commission is working closely with the Member States and stakeholders including regular discussions with the Expert Group on safety features[footnoteRef:31]. [30:  	https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2011_62/dir_2011_62_en.pdf]  [31:  	http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=2719] 

With regards to veterinary medicinal products, the Commission is closely controlling that the competent authorities in the Member States ascertain a diligent enforcement of the legal provisions with respect to prescription and sales of antimicrobials.
As regards paragraph (vaccination)
On 26 April 2018, the Commission adopted a proposal for a Council Recommendation on strengthened cooperation against vaccine preventable diseases[footnoteRef:32]. This recommendation will exploit synergies with related European Union actions and policies including the 2017 European One Health Action Plan against AMR. The proposed recommendation recognises the importance of life-long vaccination for healthy living and encourages the Member States to include in their vaccination plans provisions for a life-course approach to vaccination. It also recommends that Member States introduce routine checks of the vaccination status of citizens and regular opportunities to vaccinate across different stages of life. The Commission's proposal further highlights the need for increased communication and awareness raising activities on the benefits of vaccination and proposes actions to this end. In particular, it encourages the Member States to present scientific evidence to counter the spread of misinformation on vaccination and vaccines and to engage with healthcare workers, education stakeholders, social partners and the media as multipliers, to fight complacency and increase trust in immunisation. [32:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52018DC0244&from=EN] 

As regards paragraph 39 (European Reference Networks)
The scope of the European Reference Networks (ERN) is the rare or low prevalence and complex diseases, with a focus on individual patient’s treatment or diagnosis advice through the organisation of virtual panels of experts across the European Union. Training and research are important elements but not their main focus. There are 24 European Reference Networks addressing almost all possible diseases groups of the more than 6,000 rare and complex diseases. Due the characteristics of the European Reference Networks, the scope cannot be limited to a single concrete problem or disease but must address an exhaustive group of diseases or conditions under the same area of knowledge (e.g. rare neurological disorders, rare cardiac disorders and rare cancers). The Commission has no role in deciding on the European Reference Networks to be approved and organised. It is therefore too soon to expand the ERN model to other areas of diseases, and in particular AMR, other than those included in the current concept.
As regards paragraph 43 (Good Manufacturing Practices (GMP))
The Commission agrees that ensuring compliance with GMP is important. Any manufacturer of medicines intended for the European Union market, no matter where in the world it is located, must comply with GMP. The EMA coordinates inspections to verify compliance with these standards and plays a key role in harmonising GMP activities at European Union level. The Commission follows EMA's quality and safety work through monitoring of the relevant EMA committees.
As regards green public procurement, the Commission aims to facilitate the use of this by Member States as a voluntary means to encourage sustainable production and consumption.
As regards paragraphs 44 and 45 (biocides and plant protection products)
Biocidal and plant protection products are used, inter alia, for hygienic or disinfecting purposes, for the preservation of articles or mixtures controlling their microbial deterioration or for the protection of plants against pests and diseases. The aim of these products is to control bacteria and fungi. Most of the uses are professional, but consumer products may also be covered.
Active substances can only be used in biocidal and plant protection products if they are approved (positive listing) after demonstrating that their use is safe for humans and the environment. The approval of active substances is also regularly reviewed, as the approval is limited in time and each active substance is re-assessed. This also applies to fungicides. In view of the approval of such active substances the occurrence of the development of resistance has to be considered. Up to now, limited information is available on whether the use of these products may contribute to the emergence of resistance of human pathogens to medicines. However, it is clear that biocides play an important role in infection control.
As regards paragraph 48 (Codes of Good Agricultural Practice)
The Commission will consider how it could work with the Member States on improving their Codes of Good Agricultural Practice as regards manure handling in relation to antibiotics and AMR. Under Directive 2010/75/EU[footnoteRef:33], a best available techniques reference documents (BREF) concerning the intensive rearing of poultry and pigs[footnoteRef:34] was published in 2017, and its requirements must be implemented in permits by 2021. When the BREF is next reviewed, the technical working group will be able to consider how aspects relating to antibiotics and AMR could be addressed. [33:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2010:334:TOC]  [34:  	https://ec.europa.eu/jrc/en/publication/eur-scientific-and-technical-research-reports/best-available-techniques-bat-reference-document-intensive-rearing-poultry-or-pigs] 

As regards paragraph 50 (European Union resources available to tackle AMR) 
Information about European research funding opportunities is available via the Research and Innovation participant portal[footnoteRef:35]. [35:  	http://ec.europa.eu/research/participants/portal/desktop/en/opportunities/] 

Furthermore, the Commission has been consistently assisting the Member States in their efforts to tackle AMR. In particular, since 2017, the Commission and the ECDC have been carrying out joint country visits in the Member States. The overall objective of the visits is to assist the Member States in the further development and implementation of their national policies and strategies for tackling AMR based on a One Health perspective. The visits aim to provide a comprehensive overview of the current efforts in this regard and to identify potential opportunities to enhance their effectiveness based on a One Health approach.
Another example is the Structural Reform Support Service, which can provide technical support on demand by Member States to assist them with the preparation, design and implementation of reforms. The scope of intervention is very broad and can cover for instance the design and implementation of comprehensive national AMR strategies. Member States can present their requests for technical support through the Structural Reform Support Programme[footnoteRef:36]. [36:  	https://ec.europa.eu/info/funding-tenders/funding-opportunities/funding-programmes/overview-funding-programmes/structural-reform-support-programme-srsp_en] 

As regards paragraph 52 – (AMR in all policies)
The Commission agrees on the importance of tackling AMR whenever possible. Recent examples include (i) the forthcoming European Union Regulations on Veterinary Medicinal Products and on Medicated Feed which lay down a wide range of measures to fight AMR following the One Health approach. These measures include, for example, a ban on preventive use of antibiotics in groups of animals, restrictions on metaphylactic use, the possibility to reserve certain antimicrobials for humans only, a ban on the use of antimicrobials in animals for promoting growth in addition to the prohibition of antibiotics as feed additives in 2006, compulsory data collection on sales and use of antimicrobials, and other measures aiming at prudent and responsible use; (ii) the recently adopted Commission Implementing Decision (EU) 2018/945 on the communicable diseases and related special health issues to be covered by epidemiological surveillance as well as relevant case definitions[footnoteRef:37] which includes revised case definitions for AMR and healthcare associated infections; (iii) the modernised Common Agricultural Policy (CAP) which already provides several instruments but will reinforce AMR reduction in the future: The farm advisory system will specifically focus on informing farmers about good farming practices, the need and the way how to reduce antimicrobial treatments. Co-financed CAP payments will continue to allow investments in animal housing as well as improving animal welfare and biosecurity on-farm via management commitments. Statutory management requirements require farmers inter alia to keep registers about veterinary medicinal products or other treatments administered to the animals, dates of administration and withdrawal periods. Furthermore, in the context of the European Innovation Partnership (EIP-AGRI) and the Horizon 2020, several topics aim at delivering the knowhow for achieving further progress on reduction of antimicrobial usage; (iv) the surface water Watch List under the Water Framework Directive to which the Commission added recently two antibiotics (amoxicillin and ciprofloxacin). Member States will have to start monitoring these as from December 2018, along with the three macrolide antibiotics already on the list; and (v) the intention to review as far as possible, in the context of the ongoing REFIT evaluation of the Urban Waste Water Treatment Directive[footnoteRef:38] the effectiveness of different treatment technologies on the release of pharmaceuticals into the environment through urban waste water treatment plants, and to consider the findings in the context of any revision of the Directive. [37:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018D0945&from=EN]  [38:  	http://ec.europa.eu/environment/water/water-urbanwaste/index_en.html] 

As regards paragraphs 53 and 126 (on disposal issues)
The Commission agrees on the importance of the issue of the disposal of antibiotics. As an example, the forthcoming Regulation on Veterinary Medicinal Products engages the Member States to ensure that appropriate systems are in place for the collection and disposal of waste of all veterinary medicinal products. It requires to display information in the summary of product characteristics to use take-back schemes for veterinary medicinal products for the disposal of unused veterinary medicinal products or waste materials derived from the use of such products and, if appropriate, additional precautions regarding hazardous waste disposal of unused veterinary medicinal products. A similar system has been foreseen also for medicated feed.
The European Union legislation for medicinal products for human use indicates that Member States must have in place appropriate collection systems for medicinal products that are unused or have expired.
As regards paragraphs 54 and 43 (issue of Environmental Risk Assessment (ERA))
The environmental aspects are tackled within the 2017 European One Health Action Plan against AMR and several initiatives are going to be explored. The existing pharmaceutical legislation already addresses this matter. The companies have to produce an ERA for new medicinal products that is submitted as part of the authorisation dossier. In addition, the forthcoming Veterinary Medicinal Product Regulation provides for the possibility that an ERA can be requested by the competent authority for medicinal products authorised before October 2005 and identified as potentially harmful to the environment. Finally, reports on adverse events to the environment are already foreseen in veterinary pharmacovigilance system.
As regards paragraph 57 (animal welfare)
All the actions foreseen in the European Union Strategy for the Protection and Welfare of Animals 2012-2015 have now been completed. In addition to these activities, the Commission has established in 2017 a European Union Animal Welfare Platform in order to facilitate the dialogue between stakeholders and promote best practices. The Commission has designated in 2017 the first European Union reference centre for animal welfare. The Commission will also seek the final report of the ongoing audit of the European Court of Auditors regarding animal welfare in the European Union. In this context the Commission will consider if further actions on animal welfare are necessary.
As regards paragraph 60 (Common Agriculture Policy)
The legal proposals for the future CAP adopted on 1 June 2018 include a set of general and specific objectives set at European Union level. One of the specific objectives is to "improve the response of European Union agriculture to societal demands on food and health, including safe, nutritious and sustainable food, food waste, as well as animal welfare". AMR is part of this specific objective, with a view to seek a reduction of antibiotic use. On the basis of the new delivery model of the CAP, Member States will benefit from more flexibility to choose and design the actions to reach the objectives by taking into account their specific needs. They will have to outline them in their CAP strategic plans which are subject to approval by the Commission. Moreover, a list of common indicators is proposed to monitor and evaluate policy progress towards the common objectives[footnoteRef:39]. Furthermore, in order to improve responsible behaviour and knowledge of farmers on AMR, the scope of the farm advisory service is expanded specifically for this purpose. [39:  	see Annex 1 of COM/2018/392 final] 

As regards paragraph 61 (farm hygiene)
The Commission has adopted guidelines for the prudent use of antimicrobials in veterinary medicine[footnoteRef:40]. Hygiene conditions of farms are mainly covered by Regulation (EC) No 852/2004 on the hygiene of foodstuffs[footnoteRef:41], and in particular by its articles 4, 7 to 9 and its annex I, as well as its related guidelines[footnoteRef:42]. [40:     https://ec.europa.eu/health//sites/health/files/antimicrobial_resistance/docs/2015_prudent_use_guidelines_en.pdf]  [41:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32004R0852&from=en]  [42:  	https://ec.europa.eu/food/safety/biosafety/food_hygiene/guidance_en] 

As regards paragraph 63 (food labelling)
Under the current European Union food information rules, food business operators may already provide information on animal welfare standards and animal husbandry practices on a voluntary basis, provided such information is not misleading or ambiguous for consumers and it is based, where appropriate, on relevant scientific data. The Commission welcomes any initiative by food business operators in this context which facilitates consumer choice. Before considering any further steps, such as potential harmonisation, further evidence on economic consequences for food business operators and consumers, as well as on consumer interest and readiness to bear the costs of any possible harmonised scheme, would need to be examined.
As regards paragraph 67 (distinction between livestock and pets)
The forthcoming Regulation on Veterinary Medicinal Products distinguishes between livestock and pets with regard to timelines for the data collection on use of antimicrobials in animals.
As regards paragraph 71 (availability of antimicrobials)
Based on an analytical report from the Commission on the use of coccidiostats and histomonostats in 2008, the Commission continues to authorise these substances based on Regulation (EC) No 1831/2003 on additives for use in animal nutrition[footnoteRef:43], in order to prevent coccidiosis and histomoniasis in farmed animals. The authorisation procedure includes an assessment that these substances do not enhance AMR. [43:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003R1831&from=EN] 

As regards paragraph 72 (legislative tools)
The 2017 One Health AMR Action Plan makes use of legislative tools. Examples are the forthcoming Regulations on Veterinary Medicinal Products and Medicated Feed, the recently adopted Commission Implementing Decision (EU) 2018/945 on the communicable diseases and related special health issues to be covered by epidemiological surveillance as well as relevant case definitions[footnoteRef:44] and the planned revision of the Commission Implementing Decision 2013/652/EU on the monitoring and reporting of antimicrobial resistance in zoonotic and commensal bacteria[footnoteRef:45]. [44:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018D0945&from=EN]  [45:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32013D0652&from=EN] 

As regards paragraphs 80, 108 and 111 (new antimicrobials)
The reflection on the best way forward to stimulate the development of new antimicrobials for humans will be taken after the ongoing preparatory work and analysis of existing European Union regulatory tools and incentives including the evaluation of the orphan[footnoteRef:46] and paediatric[footnoteRef:47] legislation. [46:  	https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-6059807_en]  [47:  	https://ec.europa.eu/health/human-use/paediatric-medicines/developments/2016_pc_report_2017_en] 

As regards paragraph 84 (bacteriophages)
The existing pharmaceutical legislation gives a possibility to authorise bacteriophages, as long as those products fulfil the standard requirements of quality, safety and efficacy. In some Member States medical doctors are using phage therapy on a compassionate use basis to treat individual patients for difficult bacterial infections. Therefore, there is no need for a dedicated framework for the phage therapy.
As regards paragraph 88 (fast track temporary ban)
The Biocidal Products Regulation (EU) No 528/2012[footnoteRef:48] and the Regulation (EC) No 1107/2009 on plant protection products[footnoteRef:49] provide Member States with the possibility to take measures if there is a risk to the health of humans. The Member States have to inform the Commission on such a measure. Based on this information the Commission can consider an early review of an approved antimicrobial/ fungicidal active substance. [48:  	https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:167:0001:0123:EN:PDF]  [49:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009R1107&from=EN] 

In addition, in case of microbial pesticides which might have an intrinsic capacity to resist to antibiotics and/ or even transfer the genetic materials responsible for this resistance to other bacteria, the current regulatory framework is already providing for a prudent approach.
In the Commission Regulation (EU) No 546/2011[footnoteRef:50] implementing Regulation (EC) No 1107/2009 as regards uniform principles for evaluation and authorisation of plant protection products, it is provided that “no authorisation shall be granted if, at any stage in the development of a microbial plant protection product, it becomes apparent, on the basis of a build-up resistance, or transfer of resistance, or other mechanism, that there may be interference with the effectiveness of an anti-microbial agent used in human or animal medicine”. [50:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32011R0546&from=en] 

As regards paragraph 89 (medicinal products authorisation)
The Commission believes that the existing requirements regarding the quality, safety and efficacy of medicinal products presented when applying for a marketing authorisation work sufficiently well in practice. No medicinal product is allowed to be placed on the market in the Union unless it has been authorised, and its quality, safety and efficacy have been demonstrated.
As regards paragraph 90 (research funding)
In its 2017 One Health AMR Action plan, the Commission fully recognises the need to boost research, development and innovation and points out that it will support research on the epidemiology, spread and transmission of AMR. In addition to this, the 2017 AMR One Health Action plan specifically commits to the development of interventions aimed at reducing the spread of AMR (e.g. hand hygiene).
As regards paragraph 91 (growth promoters)
The forthcoming Regulations on Veterinary Medicinal Products and Medicated Feed include notably the ban on the use of antimicrobials in animals for promoting growth in addition to the prohibition of antibiotics as feed additives in 2006 and the ban of preventive use of antimicrobials via medicated feed.
As regards paragraph 92 (Interreg project and European Union funding)
The Commission also values this type of projects and welcomes initiatives by regional and local public authorities across Europe to apply for Interreg funding in order to share ideas and experience on public policy in the area of AMR.
As regards paragraphs 93 and 121 (Horizon Europe)
In its 2017 One Health AMR Action Plan, the Commission clearly sets out its intention to boost R&D to tackle AMR in bacteria, viruses, fungi and parasites. It mentions that special attention will be given to the WHO priority list of pathogens as well as to TB, HIV/AIDS, malaria and neglected infectious diseases.
Horizon Europe will include a new generation of European Partnerships and increased collaboration with other European Union programmes. It will streamline the number of partnerships that the European Union co-programmes or co-funds with partners like industry, civil society and funding foundations, in order to increase their effectiveness and impact in achieving Europe's policy priorities. The missions will be decided during the implementation of Horizon Europe. They will be co-designed in the context of the strategic planning process according to strict selection criteria, and co-designed with the Member States, stakeholders and citizens, to engage the public and to ensure flexibility and timeliness.
As regards paragraph 94 (restriction on animal transport)
The Commission believes that the solution is not so much in the restrictions on live animal transport but rather in the reduction of occurrence of antimicrobial-resistant strains of bacteria through measures promoting a better use of antimicrobials in animals, such as those contained in the forthcoming Regulation on Veterinary Medicinal Products. In addition the Commission intends to review the Commission Implementing Decision 2013/652/EU on the monitoring and reporting of antimicrobial resistance in zoonotic and commensal bacteria[footnoteRef:51], to take into account new scientific developments and data collection needs. [51:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32013D0652&from=EN] 

As regards paragraph 96 (dialogue with stakeholders)
The Commission continues to support research into the development of new economic models, exploring and analysing incentives.
The interaction with stakeholder organisations is an essential part of the Commission’s health policy activities. The European Union Health Policy Platform[footnoteRef:52] is one of the largest operational stakeholder platforms in the Commission, bringing together over 3,000 registered users and about 50 active European Union Expert and Stakeholder Groups networks. The Platform offers the means to facilitate dialogue between health professionals, patient groups, members of the public and stakeholders with an interest in health. A stakeholder network specially addressing work on AMR is active in the European Union Health Policy Platform since early 2017. It was initially created as a Thematic Network with the main goal of producing a Joint Statement on Antimicrobial Resistance. This position paper was commented and finally endorsed by 40 health interest groups and presented during the Platform Annual Meeting on 27 November 2017 in Brussels. As the new cycle of Thematic Networks came up early 2018, this network was transformed into a stakeholder network, with restricted access. The European Public Health Alliance[footnoteRef:53] leads this network and may allow new stakeholders to join, if their field of work is related to AMR. [52:  	https://webgate.ec.europa.eu/hpf/]  [53:  	https://epha.org/] 

The Commission also supports or is involved in several European and global fora, such as the Transatlantic taskforce (TATFAR), the Joint Action on Antimicrobial Resistance and Healthcare-Associated Infections[footnoteRef:54] and the Global AMR R&D Hub[footnoteRef:55], that enable a continuous dialogue to develop appropriate incentives for R&D in the field of AMR. [54:  	https://eu-jamrai.eu/]  [55:  	https://www.gesundheitsforschung-bmbf.de/en/GlobalAMRHub.php] 

As regards paragraphs 97 and 99 (research platform)
The Commission supports the Joint Programming Initiative on AMR[footnoteRef:56] in which its members collect and exchange information on publicly funded R&D projects and align their research related activities. The Commission is also a member of the Global AMR R&D Hub[footnoteRef:57] that promotes high level coordination and alignment of existing public and private funding and leverages further investments. The Commission supports the European Joint Programme co-fund action "EJP One Health" as a public – public partnership with reference public research organisations in the veterinary/ food and medical sectors, with a focus on food-borne zoonoses and AMR. [56:  	https://www.jpiamr.eu/]  [57:  	https://www.gesundheitsforschung-bmbf.de/en/GlobalAMRHub.php] 

As regards paragraph 102 (clinical trials)
The entry into application of the Regulation (EU) No 536/2014 on clinical trials on medicinal products for human use[footnoteRef:58] depends on the completion of the Clinical Trials Portal. The Commission is working closely with EMA and the Member States in order to progress this work and avoid further delays. [58:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0536&from=en] 

As regards paragraphs 103 and 109 (new economic models)
Via the Innovative Medicines Initiative[footnoteRef:59] the Commission has funded the DRIVE-AB research project[footnoteRef:60] to drive reinvestment in R&D for antibiotics and advocate their responsible use. It aimed among others to develop new economic models to incentivise the discovery and development of new antibiotics. The Commission supports the further development of such incentives, that take into account affordability and access, via interactions with Member States (e.g. via Joint Action on Antimicrobial Resistance and Healthcare-Associated Infections[footnoteRef:61]) and the Global AMR R&D hub[footnoteRef:62]. [59:  	https://www.imi.europa.eu/]  [60:  	http://drive-ab.eu/about/]  [61:  	https://eu-jamrai.eu/]  [62:  	https://www.gesundheitsforschung-bmbf.de/en/GlobalAMRHub.php] 

As regards paragraph 112 (sharing best practices)
Training is considered as a key component to contribute to strengthen the prevention and control of AMR across the human, veterinary and food sector. Training activities were initially designed to further harmonise the approaches and practices of the Member States in order to increase the efficacy of the competent authority to verify compliance with the legal requirements in the field of distribution and use of antimicrobials and AMR monitoring, reporting and control. These activities, which started in November 2017, are organised within the 'Better Training for Safer Food' programme. A total of 15 training sessions are planned until mid-2019.
In parallel, similar efforts are being made to develop, within the same training programme, cooperation activities on AMR at international level with a view to further raise awareness about the AMR threat and ways to best address it, to promote international recommendations and contribute to the adoption and implementation of measures to tackle AMR nationally and regionally. They will also aim to promote European Union policies on AMR, and particularly the One Health approach. This training programme has been launched in September 2018 with first training activities planned in February 2019.
As regards paragraphs 114 and 129 (international cooperation)
The Commission acknowledges the multifaceted and complex cross-cutting nature of AMR and that no country can act alone to curb AMR. In line with the 2017 European One Health Action Plan against AMR, the Commission will continue to promote the development of ambitious international frameworks at global level and support the drafting, advancement and review of guidelines on AMR in the Food and Agriculture Organisation (FAO), the WHO, the World Organisation for Animal Health (OIE) and the Codex Alimentarius Commission. The Commission will continue to draw partners' attention to the importance of devising and implementing actions to reduce the spread of AMR within the United Nations (UN), the G7 and the G20 and in its bilateral contacts.
The Commission does it utmost to encourage all the Member States to put in place a One Health AMR national action plan in line with the commitment they made when they endorsed the 2015 Global Action plan on AMR[footnoteRef:63]. [63:  	http://www.who.int/antimicrobial-resistance/global-action-plan/en/] 

Addressing AMR requires investment in strengthening health systems, and Sustainable Development Goal 3 states that achieving Universal Health Coverage includes access to quality essential healthcare services and access to safe, effective, quality and affordable medicines and vaccines for all. The European Union will invest EUR 175 million in health systems strengthening to achieve Universal Health Coverage and Sustainable Development Goal 3 of equitable and inclusive health for all. This will  translate into increasing demand for, access to, and quality of health promotion, prevention, treatment and care services with due emphasis on addressing communicable and non-communicable diseases. The European Union currently supports the WHO to map the global threat of AMR in sub-Saharan Africa.
As regards paragraph 116 (animal husbandry)
The forthcoming Regulation on Veterinary Medicines provides that operators in third countries shall not use antimicrobials for the purpose of promoting growth or increase yield, and shall not use certain critically important antimicrobials reserved for use in humans insofar as relevant in respect to animals or products of animal origin exported from third countries to the European Union. Detailed rules on how to apply the above provisions will be laid down in delegated acts.
The Commission shares the view that measures to prevent and minimise AMR make sense only when the global community is entirely committed. In the Codex Alimentarius Commission and the OIE, the European Union collaborates with the European Region and other trading partners to elaborate and promote standards and guidelines to improve animal husbandry and good agricultural practices, and foster the prudent use of antimicrobials in animals, including the phasing out of the use of antimicrobials as growth promoters.
The Commission enables collaborative AMR research projects with third countries by its support to the Joint Programming Initiative on Antimicrobial Resistance[footnoteRef:64], the European and Developing Countries Clinical Trial Partnership[footnoteRef:65] and the STAR-IDAZ International Research Consortium on Animal Health[footnoteRef:66]. [64:  	https://www.jpiamr.eu/]  [65:  	http://www.edctp.org/]  [66:  	https://www.star-idaz.net/] 

As regards paragraph 117 (public health tax)
The European Union has no competence to directly impose taxes to businesses. This is a responsibility of the Member States. According to Article 113 of the Treaty on the Functioning of the European Union (TFEU), the Council has the power to adopt provisions for the harmonisation of legislation concerning turnover taxes, excise duties and other forms of indirect taxation to the extent that such harmonisation is necessary to ensure the establishment and the functioning of the internal market and to avoid distortion of competition.
As regards paragraphs 120, 116 and 125 (trade agreements)
In line with the 2017 One Health AMR Action Plan, the Commission will advocate European Union standards and measures for tackling AMR in trade agreements and incorporate them into cooperative arrangements in trade agreements – examples so far are the CETA (Comprehensive Economic and Trade Agreement) and MERCOSUR agreements. European Union policies are also presented in meetings with other third countries that have Free Trade Agreements with the European Union.
As regards paragraph 126 (illegal practices)
To fight falsified medicines and ensure that the trade in medicines is controlled, the Commission and the European Union Member States are committed to put in place by February 2019 an end-to-end medicines authentication system under the Directive 2011/62/EU[footnoteRef:67]. [67:  	https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2011_62/dir_2011_62_en.pdf] 

Furthermore, Member States are obliged to establish collection schemes for unused pharmaceuticals. The Union's waste legislation requires that waste with certain properties should be disposed of as hazardous waste, and this applies to some pharmaceuticals.
As regards paragraph 127 (antibiotic sales)
In accordance with Article 168(7) TFEU the Union action shall respect the responsibilities of the Member States for the definition of their health policy and for the organisation and delivery of health services and medical care. The responsibilities of the Member States shall include the management of health services and medical care and the allocation of the resources assigned to them. However the Commission agrees on the importance to prevent the misuse and the overuse of antibiotics. In that context and based on detailed technical advice from the ECDC, the Commission has published European Union Guidelines for the prudent use of antimicrobials in human health[footnoteRef:68]. [68:  	https://ec.europa.eu/health/amr/sites/amr/files/amr_guidelines_prudent_use_en.pdf] 

As regards paragraph 129 (UN, G7 and G20)
The Commission agrees on the importance of continued high-level political attention to AMR action, including in UN fora, the G7 and the G20. Recent achievements include the Communiqué adopted by the Charlevoix G7 Summit of 8-9 June 2018 under the Canadian Presidency which contained a commitment by G7-countries to prioritise and coordinate their global efforts to fight against AMR, in a One Health approach. Argentina has made AMR one of the four priorities of its 2018 G20 Presidency in the area of Health, and it was also an important element of the G20 Agriculture Ministers' declaration from July 2018. A Global Antimicrobial Resistance Research and Development Hub[footnoteRef:69] was launched on 22 May 2018, coinciding with this year’s World Health Assembly. It is a follow-up to the work on AMR under the 2017 German G20 Presidency. The aim is to make the use of international resources even more effective. [69:  	https://www.gesundheitsforschung-bmbf.de/en/GlobalAMRHub.php] 

In conclusion, the actions outlined in this document underline the One Health approach of the Commission to tackle AMR. These actions collectively can make a difference and will improve the performance of the European Union in combatting AMR. This is fully in line with the resolution of the European Parliament.
