Follow up to the European Parliament resolution on the public health threat of antimicrobial resistance, adopted by the Commission on 17 January 2012
1.
Resolution tabled pursuant to Rules 115(5) and 110(2) of the European Parliament’s Rules of Procedure by the Environment Committee (ENVI)
2.
EP reference number: B7-0538/2011 / P7-TA-PROV(2011)0473

3.
Date of adoption of the resolution: 27 October 2011

4.
Subject: European Parliament Resolution on Antibiotic resistance

5.
Brief analysis/assessment of the resolution and requests made in it:

The resolution states that despite the actions taken in Europe and at international level, antimicrobial resistance is an increasing threat to public health and calls on the Commission to intensify the fight against antimicrobial resistance creating a legislative framework to promote the prudent and appropriate use of antimicrobial agents. The resolution recognises the importance of the holistic approach and emphasises the need for an harmonised and integrated monitoring and surveillance systems, like EARSS and ESVAC, the need for research and development of new antimicrobial agents and alternatives and international cooperation.
6.
Response to requests and overview of action taken, or intended to be taken, by the Commission:
The Commission welcomes the initiative by European Parliament to tackle antibiotic resistance as it would contribute to the EU effort for the prevention and control of AMR. The Commission would like to point out that this issue has a high priority. The Commission has already developed over the past years a series of initiatives against AMR. In addition, on the 17th of November the European Commission tabled a comprehensive Action Plan on Antimicrobial resistance (AMR) which unveils twelve concrete actions for the next five years to be implemented in close cooperation with the Member States (COM(2011)748).

The twelve concrete actions could help limit the spread of anti-microbial resistance and help develop new anti-microbial treatment. Their success requires joined efforts from the EU, the Member States, healthcare professionals, industry, farmers and many others.

The requests in the European Parliament resolution are fully consistent with the Commission's Action Plan. Detailed replies to the specific requests are below.

The prudent use of antimicrobial agents both for humans and for animals, ensuring that they are only used when effectively needed for actual treatment of disease, with the correct dosage, dose intervals and duration
Reference is made to actions N° 1, 2 and 3 of the Communication from the Commission to the European Parliament and the Council - Action plan against the rising threats from Antimicrobial Resistance (COM(2011)748), strengthening the promotion of the appropriate use of antimicrobials both in human and veterinarian medicine.

"Calls on the Commission to come forward with proposals to significantly reduce the use of antibiotics and to identify and define general principles and best practices on the prudent use of antimicrobial agents, further elaborating on the Council Recommendation of 15 November 2001, and to ensure that these principles and methods are properly implemented in the European Union"; (paragraph 9)

The Commission inspection service of the Health and Consumers Directorate, DG SANCO (FVO - Food and Veterinary Office, located in Grange – Ireland), carries out inspection missions to Member States to verify the implementation of the EU legislation. This includes also legislation related to antimicrobials in the veterinary sector.

"Calls on the Commission to study the issue of inappropriate use and sales of antimicrobial agents with or without prescription throughout the chain – from the doctor and the pharmacist to the patient – in terms of the behaviour of all actors involved, and to implement a comprehensive long-term strategy on the awareness of all these actors"; (paragraph 12)

Reference is made to actions N° 1 of the Communication from the Commission to the European Parliament and the Council - Action plan against the rising threats from Antimicrobial Resistance (COM(2011)748), regarding the Commission's objective to aim at the improvement of the implementation by all Member States of the prescription requirements for antimicrobial agents.

"Calls on the Commission and Member States to promote good hand washing and hand drying - especially in hospitals - in order to prevent the spread of infections and reduce the need for antibiotics"; (paragraph 14)

Reference is made to actions N° 4 of the Communication from the Commission to the European Parliament and the Council - Action plan against the rising threats from Antimicrobial Resistance (COM(2011)748), regarding the Commission's objective to strengthen infection prevention and control in healthcare settings notably through the publication of a Commission report on the implementation by the Member States of the Council Recommendation on patient safety, including healthcare associated infections.

The monitoring and surveillance of antimicrobial resistance
"Calls on the Commission, the ECDC and other relevant EU agencies to work together without delay to develop a harmonised and integrated monitoring system for antimicrobial resistance and antimicrobial use in Europe, including an early warning response for new resistance mechanisms and strains"; (paragraph 19)

Reference is made to actions N° 10 of the Communication from the Commission to the European Parliament and the Council - Action plan against the rising threats from Antimicrobial Resistance (COM(2011)748), regarding the Commission's objective with the support of the EU Agencies to establish harmonisation between human and veterinary surveillance to allow comparison of data.

The EFSA has already provided technical specifications on AMR monitoring in indicator bacteria, E. coli and enterococci. Member States monitor resistance in indicators on a voluntary basis and submit the results to EFSA. EFSA analyses all the resistance monitoring data and publishes a summary report on them. Since 2009 the report has been a joint one with ECDC containing also resistance monitoring data of human isolates.

EFSA is also working on a scientific opinion on ESBL resistance involving also indicator bacteria. The Commission will reflect with Member States on the conclusions and recommendations related to monitoring resistance in indicators of the opinion after its publication.

The need for research into, and the development of, new antimicrobial agents and alternatives

Reference is made to actions N° 6 of the Communication from the Commission to the European Parliament and the Council - Action plan against the rising threats from Antimicrobial Resistance (COM(2011)748) regarding the Commission's objective to promote, in a staged approach, unprecedented collaborative research and development efforts to bring new antibiotics to patients.

In addition, through the successive Framework Programmes, a number of EU supported projects were performed in the area of farm animal production, including breeding (e.g. genetic determinants of disease resistance, breeding for more robust animals, etc), animal health (e.g. diagnostics and vaccine development, control measures) and welfare (e.g. assessment and standards), low input and organic farming, food safety (e.g. surveillance, control measures). Most of these projects contribute directly or indirectly to reduce the need for (inappropriate) AM usage, also covering animal husbandry.

Currently there are several research projects funded under FP7 that address the control of drug-resistant bacteria. In these projects veterinary research groups are working together with research groups investigating AMR in humans. The networks that are established in this way provide an important contribution to control the spread of these drug-resistant pathogens. Two examples are CONCORD and PILGRIM.

Another example is the FP6 Network of Excellence "MEDVETNET" which joined forces of veterinary, food and public research institutes to work on (mainly food-borne) zoonoses, including a number of activities on AMR. This project is sustained through the self-funded MVN Association formed at the end of 2009.

The Commission is currently negotiating the grant agreement of a multi-disciplinary research project that will investigate the evolution and transfer of antibiotic resistance between animals, food, humans and the environment.

Holistic Approach

"Calls on the Commission to ensure that measures on antimicrobial resistance and public health are part of a holistic approach to antimicrobial resistance, recognising the links with measures to combat resistance to antimicrobial agents in veterinary medicines, animal feeding stuffs and crop-growing, specifically as regards the risk of cross-transmission"; (paragraph 25)

The Commission adopted a five year action plan against AMR covering all relevant sectors (COM(2011)748) in accordance with the Commission's "One Health" (animals+ humans=one health) approach.

Since 2007, the Commission has promoted this One Health concept as a key part of the communication actions under the EU Animal Health Strategy on various EU and international fora. It also promotes better biosecurity on farms to prevent diseases and subsequent need for treatment. Equally, the Commission takes AMR into account during the development of various actions of the Strategy (such as the development of an Animal Health Law, review of the legislation for the authorisation of veterinary medicines and of medicated feedstuffs).

"Calls on the Commission to continue to support EARRS and ESVAC in gathering data on the use of antibiotics as a basis for future measures to ensure responsible use"; (paragraph 28)

With regard to the European Antimicrobial Resistance Surveillance System, in January 1st, 2010, the administration and coordination of EARSS was transferred from the Dutch Ministry of Health, Welfare and Sports to the European Centre for Disease Prevention and Control (ECDC) as a means to secure the activities of this surveillance system in the long term. The network was renamed to ‘European Antimicrobial Resistance Surveillance Network (EARS-Net)’.

The Commission has asked the European Medicines Agency (EMA) to take a lead in collecting harmonised and comparable data on antimicrobial consumption in animals in Member States and in analysing the data. The ESVAC project started in 2009 and the final objective of this project is to have data on antimicrobial consumption that could contribute effectively to the scientific analysis of the development of resistance, such as at species level. The Commission is discussing with EMA and stakeholders the establishment of a more permanent structure for collecting data after the pilot phase. In the context of the review of veterinary pharmaceutical legislation it will be assessed whether there is a need for a specific legal basis to collect this type of data. Different options to finance ESVAC are under consideration.

As regards the comparability of data with the US, the issue has been addressed in the Transatlantic Task Force on Antimicrobial Resistance (TATFAR), where it has been proposed as one of the items for future collaboration between the EU and the US.

Overall, reference is made to actions N° 9 and 10 of the Communication from the Commission to the European Parliament and the Council - Action plan against the rising threats from Antimicrobial Resistance (COM(2011)748). These actions relate to the strengthening of the EU wide surveillance systems against AMR in both human and veterinary medicines.

"Calls on the Commission to make legislative proposals to phase out the prophylactic use of antibiotics in livestock farming"; (paragraph 29)

Improved animal health and biosecurity measures as well as promotion of Good Farming Practices avoid infections and therefore contribute to the reduction of the use antimicrobials in animals including aquaculture ("prevention is better than cure") and consequently of the development of AMR in animal pathogens and zoonotic agents.

The new Animal Health Law will focus on prevention of diseases, reducing the use of antibiotics and replacing current Animal Health provisions based on disease control.

"Calls for a separation between the active ingredients and effect mechanisms used in human medicine and veterinary medicine, to the extent possible, to reduce the risk of resistance against antibiotics being transferred from livestock to humans, but points out that this must not result in the imposition of restrictions on existing treatment options that are effective"; (paragraph 33)

International cooperation

"Calls on the Commission to strengthen its close cooperation with the World Health Organisation (WHO), the World Organisation for Animal Health (OIE) and other relevant parties and organisations at international level in order to deal more effectively at a global level with antimicrobial resistance; welcomes in this context the establishment of the EU-US Transatlantic task force on urgent antimicrobial resistance (TATFAR)"; (paragraph 35)

Reference is made to Action n° 8: Develop and/or strengthen multilateral and bilateral commitments for the prevention and control of AMR in all sectors of the Communication (COM(2011)748).

Multilateral cooperation:

· Cooperate with WHO EURO in implementing the new Regional Strategies against AMR and Multi Drug Resistant tuberculosis across the WHO EURO Region.

· Contribute to further development of the Health Codes of the OIE and promote the implementation of Codex Alimentarius internationals standards on AMR.

· Initiate cooperation on reduction of the environmental pollution by antimicrobial medicines particularly from production facilities.

Bilateral cooperation:

· Strive to maintain and deepen transatlantic cooperation against AMR through active participation in the TATFAR and the implementation of its recommendations. Set out and apply in a staged approach a plan to implement the 17 recommendations of TATFAR.

-------------

35
5

