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6.
Brief analysis/assessment of resolution and requests made in it:
This Resolution contains a number of requests towards the European Commission and the Member States to increase Patient Safety activities and enhance the fight against antimicrobial resistance.

The Resolution follows up on the Commission’s second Report to the Council on the implementation of Council Recommendation 2009/C 151/01
, and on Council Conclusions on Patient Safety and Quality of Care
 adopted on 1 December 2014. The Resolution also refers to the ‘Action Plan against the rising threats from Antimicrobial Resistance’
 adopted on 15 November 2011.

The Commission overall welcomes the European Parliament Resolution, which supports the current and foreseen activities in the field of Patient Safety, and the fight against AMR via a comprehensive “One Health approach”. The requests for the Commission are to a large extent in line with the specific actions listed in the Commission’s Action Plan currently in the course of implementation by the Commission. The Resolution considers the EU Action Plan of paramount importance and asks the Commission to ensure its continuation beyond 2016.

The Resolution also recognizes the need to encourage and incentivise research into AMR and to boost the development of new antimicrobial agents. It notes that Horizon 2020 has placed emphasis on healthcare associated infections (HAIs) and AMR. It recognizes the important contribution the Innovative Medicines Initiative (IMI) has made in encouraging and establishing public-private collaboration, and welcomes the Joint Programming Initiative on AMR (JPIAMR).

Detailed replies to specific requests are below.

7.
Response to requests and overview of action taken, or intended to be taken, by the Commission:
Patient Safety activities

The Commission welcomes the recognition of the importance of patient safety and in that context Commission Services have engaged in a dialogue with Member States and Stakeholders, within the EU Patient Safety and Quality of Care Expert Group
, with the aim of facilitating the mutual learning and the exchange of good practices and strategies between Member States, allowing a better coordination of patient safety-related policies and further facilitating the move from policies to practical implementation. This approach might also facilitate the further implementation of Council Recommendation 2009/C 151/01, as requested by the European Parliament Resolution
.

Healthcare workforce

The Commission welcomes the strong focus of the Resolution on the education and training of health professionals to ensure Patient Safety and Quality of Care
.

As part of its Action Plan for the EU health workforce
, the Commission is fostering an exchange of good practice in the area of continuous professional development (CPD) and lifelong learning of health professionals which will also address Patient Safety and “effective practice”.

Potential benefits of e-Health

In 2012, The Commission adopted the e-Health Action Plan 2012-2020 to guide current EU efforts in e-Health. The Action Plan pursues action under the following priorities:

· Achieving wider interoperability of e-Health services;

· Supporting research, development and innovation in e-Health and wellbeing to address the lack of availability of user-friendly tools and services;

· Facilitating uptake and ensuring wider deployment, notably through the new financial instrument suggested by the Commission – the Connecting Europe Facility;

· Promoting international cooperation.

Horizontal EU legislation in place or in the law-making process is relevant to e-Health: Directive on the application of patients’ rights in cross-border healthcare
, Data Protection Directive (under review), Regulation on electronic identification and trust services for electronic transactions in the internal market
, Medical Devices Directives (under review), General Product Safety Directive (under review), and a proposal for a Directive to ensure high network and information security across the Union (under the Cyber security Strategy of the European Union).

Directive 2011/24/EU on patients’ rights in cross-border healthcare established some principles for telemedicine and set out the creation of the e-Health Network, co-chaired by the Commission and Member States, to promote co-operation between Member State health systems. The e-Health Network enables the Commission and the Member States to work together on measures which are not legally binding but provide additional tools to facilitate interoperability and to support patient access to e-Health applications.  The Network adopted its 2015-2017 Multi-annual Work Plan focusing on four main areas of activities:

· Interoperability & standardisation;

· Exchange of knowledge on e-Health policies;

· Monitoring and assessment of e-Health implementation;

· Global cooperation & positioning.

The Network has also adopted guidelines on patient summaries and e-Prescriptions, and is working on the assessing the legality of exchanging health data cross-border through a multilateral agreement between Member States. Furthermore, the Network is working on the use of health data for public health and research. Guidelines on patient registries are to be adopted in the second half of 2015 whereas work is undertaken to address legal, semantic, and technical issues with the view to strengthen the interoperability of e-Health systems and applications among the Member States.

The Joint Action on e-Health will support the eHealth Network and focus on the four priority areas for the 2015-2017 Multi-annual Work Plan. In addition, the Commission is in the process of setting up the IT system supporting the exchange of patient summaries, e-prescriptions and European Reference Networks. The Multi-Stakeholder Platform is working on standardisation in e-Health alongside ISO/CEN/CENELEC and other standardisation organisations, as well as industry. Under Horizon 2020 (and previously under the FP7) many research, innovation and development actions have been implemented to test solutions (e.g. ICT-based solutions for management of chronic diseases and independent living) for the European market. Particular focus is on patient empowerment.

Finally, on 6 May 2015, the Commission adopted its Digital Single Market Strategy which specifically identifies eHealth as one of the priority areas of activity to promote and increase the interoperability of the health systems in the EU.

Adaptive pathways and other regulatory tools

The EU pharmaceutical regulatory framework provides regulatory tools, such as the accelerated assessment procedure, the conditional marketing authorisation, and the authorisation under exceptional circumstances, to facilitate early access of patients with unmet medical needs to innovative medicines. To respond to calls for even earlier patient access to innovative medicines, the Commission created a group of experts from the Member States and the European Medicines Agency to explore ways to optimise the use of these regulatory tools, including the ‘adaptive pathways’ scheme, for “Safe and Timely Access to Medicines for Patients” - the STAMP expert group.  Development of and patient access to innovative antibacterials for resistant infections continue to be in the centre of such initiatives.

Off-label use of medicines

The Commission explained, in its reply to the previous Parliament resolution of 22 October 2013
 recommending similar action by EMA, that the issue of off-label use of medicinal products is complex and deserves consideration. EMA could be an important player in that context. However, possible actions of EMA should be seen in an overall context and within the remit of its competences. The Commission then referred to a study planned in order to understand the ramification of the issue of off-label use of medicinal products. The study started in April 2015 and will run for 14 months. The study will aim at delivering a clear description of existing and foreseen practices of off-label use and a factual analysis of all parties’ positions (pros and cons) vis-à-vis the existing measures and possible envisaged tools to frame the off-label medicines use. The conclusions of the study will be further assessed by Commission services and discussed with the Member States in order to identify if there is a need for coordination at EU level and, if so, possibly, the nature and scope of such coordination. It is expected that the conclusions of the study would also allow addressing the European Parliament's concerns about off-label use.

Drug-fact box

The Commission has commissioned a study including on the feasibility and value of a possible “key information section” in patient information leaflets and summaries of product characteristics of medicinal products for human use and is currently consulting the Pharmaceutical Committee in order to complement the analysis. The Commission’s goal is to obtain objective information on the currently available evidence.

Fight against antimicrobial resistance (AMR)

· Promotion of veterinary research

On the urgent need to promote veterinary research and innovation at EU and national level
, the Commission is currently supporting research projects that specifically address the evolution of AMR and its transfer between animals, food, the environment and humans
. The impact that the use of antimicrobials for animals has on AMR in the area of human health is currently also addressed in the Transatlantic Taskforce on AMR (TATFAR) with the aim to identify knowledge gaps that need to be addressed. The Commission's legislative proposal on veterinary medicinal products (VMPs)
 contains incentives for the development of new antimicrobials (e.g. by providing an extended protection of technical documentation with an initial period of 14 years).

· Implementation of the Council’s recommendations on fighting antimicrobial resistance

On the request to the Commission to use the European Fund for Strategic Investments (EFSI) to stimulate research for new antimicrobial drugs
, the Commission would like to inform that together with the European Investment Bank it is developing a pilot financial facility which aims to target Infectious Diseases (ID). The pilot will complement H2020 InnovFin products with risk-adapted loans and aims to stimulate the development of new treatments, vaccines and diagnostics for infectious diseases. It is expected to be launched in 2015. The European Fund for Strategic Investments is available to complement this pilot.

On the development of new antimicrobial agents
 and incentivizing public and private collaboration
, the Commission has joined forces with the industry and launched, in May 2012, the New Drugs for Bad Bugs (ND4BB) programme within the Innovative Medicines Initiative, as a rapid response to the EU Action Plan. ND4BB is a programme in which academic and other public partners, SME’s and the pharmaceutical industry join forces to spur the development of new antibiotics. Since the launch of the programme, seven ND4BB projects with a total committed budget of more than € 600 million, including € 350 million funding from the EU Framework Programme for research, have either started or are under development. Research funding for AMR will continue under IMI2 that aims to cover the entire medical research and innovation value chain with an expanded scope and budget. IMI2 aims to develop at least two new medicines, which could either be new antibiotics or new therapies for Alzheimer’s disease.

On the provision of new tools to fight bacterial infections
, the Commission is funding a series of research projects that aim to develop new tools like diagnostics, new drugs, vaccines, or alternative therapies to combat AMR
.

With regards to the request to ensure the continuation of the EU Action Plan on Antimicrobial Resistance post-2016
, the Commission will evaluate the Action Plan by the end of 2015 to assess possible further action.

Concerning the availability of effective antimicrobials
, it should be noted that one of the main objectives of the Commission's legislative proposal on Veterinary Medicinal Products (VMPs) is to facilitate the circulation of medicines across the EU, thus increasing their availability on the entire EU market, and to stimulate the development of new medicines (including antimicrobials) while keeping those already marketed. This should be achieved by simplifying the regulatory environment and by introducing reward mechanisms and legal requirements for online sales.

With regard to a link between veterinary use of antimicrobials and the development of AMR in farmers
, the new legislative proposal on VMPs pays particular attention to combatting the development of AMR and provides a comprehensive set of new requirements in this regard.

· Recommendations regarding antibiotic use in human medicine

On new economic models for antibiotic development
, the Commission is fully aware of the need to make antibiotic development more attractive while preserving antibiotic effectiveness via prudent use and recognizes that the development of new economic models requires research in order to identify the most effective models that can be supported by many Stakeholders. It is for these reasons that the Commission provides funding for the IMI project DRIVE-AB
 that is expected to deliver well researched business models that could form the basis of new policy initiatives. It is crucial that for the development of such new business models that the Commission works together with the WHO and other partners. The Commission is therefore pleased that the WHO Collaborating Centre for Pharmaceutical Pricing and Reimbursement Policies in Austria is involved in the DRIVE-AB project as a main Stakeholder.

· Guidelines for healthcare professionals on hand washing and hand drying

The European Centre for Disease Prevention and Control (ECDC) routinely integrates information and advice on infection prevention and control, including hand washing and hand drying in its guidance, technical and scientific information on prevention and control of specific diseases.  In addition, the ECDC publishes and promotes the use of generic guidance on hand hygiene including that of the WHO published in 2009.   The ECDC has also collected guidance on hand hygiene from EU Member States and made links to this available on its website.  The Commission will consider the need for possible additional work in this area in the light of the work it will carry out to evaluate the EU ‘Action Plan against the rising threats from Antimicrobial Resistance’
.

· Standardized surveys for collecting data on HAIs (Hospital Acquired Infections)

The European Centre for Disease Prevention and Control has already established standard methods for carrying out surveys on HAIs, in particular Europe-wide point prevalence surveys of HAIs in acute care hospitals and in long-term care facilities.  The ECDC intends to further develop its work in this area in order to improve information and comparability on this topic.

· Recommendations regarding antibiotic use in veterinary medicine in general and husbandry in particular

With regard to paragraph 66 and 74 of the Resolution, the Commission is drafting guidelines for prudent use of antimicrobials which include recommendations to avoid routine prophylaxis. The guidelines will provide practical guidance for Member States for the development and the implementation of national strategies to tackle AMR
. The definitions related to the preventive use of antimicrobials could be included in the forthcoming regulation on VMPs, based on the outcome of the ongoing discussions in the European Parliament and the Council.

With regard to the use in animals of critically important antimicrobials for human medicine or for which a significant risk to public health has been identified
, the legislative proposal on VMPs contains specific legal tools for reserving certain antimicrobials for human use only. In response to a Commission's request
, the EMA provided scientific advice on, inter alia, the classification of critically important antimicrobials for human medicine into different categories with respect to their recommended use in animals
.

Concerning the economic incentives for prescribing antimicrobials
, the legislative proposal on VMPs provides special conditions for the retail of antimicrobials by veterinarians (as persons qualified to prescribe VMPs in accordance with applicable national laws). This retail is restricted only for animals which are under their care and only in the amount required for the treatment concerned.

In relation to authorisation of new veterinary antimicrobials, monitoring of the development of AMR and of the use of antimicrobials in animals
, the legislative proposal on VMPs includes: a) the obligation to refuse a marketing authorisation for an antimicrobial product when the risk for public health in case of development of AMR outweighs its benefits for animal health, b) the possibility to require the marketing authorisation holder to conduct post-authorisation studies in order to ensure that the benefit-risk balance remains positive concerning the possible development of AMR and c) the compulsory collection of comparable data on the sales and use of antimicrobials by Member States, and their submission to the EMA for analysis and publication via annual reports.

With regard to the first, third, fourth and fifth indents of paragraph 71 of the Resolution, the legislative proposal on VMPs includes the following:

· it enables the Commission to establish - taking into account scientific advice from the EMA and other relevant criteria - a list of antimicrobials which cannot be used off-label, or which can only be used off-label subject to certain conditions;

· it addresses the specificities of the veterinary sector while fully maintaining the high standards of safety, quality and efficiency of veterinary medicines;

· as mentioned above, it provides for compulsory collection of data on the sales and use of antimicrobials. However, the establishment of an EU-wide database containing detailed information on all individual treatments of animals with antimicrobials has not been considered as contributing to the overall objective of combating AMR and it is also not deemed as being technically feasible;

· it clarifies the rules for the on-line sale of veterinary medicines. Furthermore, it provides for the establishment of a common logo for the on-line retailers of veterinary medicines, making it possible to recognise the legitimate operators and thus making life harder for rogue traders, who represent a real danger also in terms of antimicrobial resistance. Member States may impose conditions to restrict on-line sales of antimicrobials for public health reasons.

On the request to carry out research into the potential damage arising from the use of antimicrobials in pets, and measures to reduce the risk of AMR transmission to people
, the Commission is currently supporting research projects that specifically address the evolution of AMR and its transfer between animals, food, the environment and humans (see above). The legislative proposal on VMPs strengthens the provisions for prescribing veterinary medicines by requiring that all antimicrobials – not only the ones authorized for food-producing animals but also those authorized for pets – shall be subject to veterinary prescription.

· Collaborative approaches with the European Union

On the Joint Programming Initiative on AMR and the request to Member States to increase funding
, the Commission is supporting the activities of the JPIAMR via a coordination and support action and will provide top-up funding for a JPIAMR transnational research call via ERA-Net.

On the global innovation fund proposed by the 'Antibiotic review'
 and taking part in global initiatives aimed at improving ways of combating AMR and supporting research in this area
, the Commission is in direct contact with the team conducting the UK review to discuss possibilities for the set-up of a global innovation fund. Furthermore, the Commission is collaborating with the WHO and the G7 to investigate the need for expansion of current international research initiatives and a possible need for the establishment of novel initiatives.

On support for easy to apply diagnostic tools
, under Horizon 2020, in February 2015, the Commission has launched an innovative inducement prize on 'Better use of antibiotics'. It will be awarded for a rapid test to identify, at the point of care, patients with upper respiratory tract infections that can be treated safely without antibiotics
.

Based on scientific advice and experience in Member States, the Commission will explore the best way to address the presence of resistance bacteria in the food chain
.
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