
Follow up to the European Parliament resolution on the report from the Commission to the Council on the basis of Member States' reports on the implementation of the Council Recommendation (2009/C 151/01) on patient safety, including the prevention and control of healthcare- associated infections, adopted by the Commission on 29 January 2014
1.
Rapporteur: Oreste ROSSI (EPP/IT)

2.
EP reference number: A7-0320/2013 / P7_TA(2013)0435
3.
Date of adoption of the resolution: 22 October 2013

4.
Subject: "Patient safety"

5.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)

6.
Brief analysis/assessment of resolution and requests made in it:
The European Parliament resolution generally supports the conclusions of the Commission report COM(2012) 658 final. It welcomes the reported efforts to implement measures envisaged in the Council Recommendation 2009/C 151/1, recognises the gaps in implementation and urges Member States to continue their action to increase patient safety. The resolution calls for the Commission and its agencies to support Member States in their actions. Special attention is given to enhancing patients’ rights and involvement of patients in patient safety.

Moreover, the resolution calls for two specific actions:

1. To develop guidelines on the off-label use of medicines;

2. To establish collective redress mechanisms in cross-border cases of harm.

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

· "Calls on the European Medicines Agency (EMA) to draw up a list of off-label medicines which are used in spite of there being an approved alternative" (paragraph 13); "Calls on the European Medicines Agency to develop guidelines on the off-label use of medicines, on the basis of medical need and taking account of patient protection"; (paragraph 53)
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. Calling on EMA to draft a list of medicines used off label in spite of approved alternative may not be representative, as not all Member States have the same approved medicinal products on their market (national marketing authorisation through decentralised procedures). In addition, in some Member States recommendations and guidelines have been developed regarding off-label use. Although EU legislation regulates marketing authorisations of medicinal products, it does not specifically regulate the off-label use of medicinal products, and the Commission plans to commission a study in 2014 in order to understand the ramification of the issue of off-label use of medicinal products. In view of this, the call for action by the European Medicines Agency would be premature.

· "Urges the Commission and the relevant EU agencies to introduce, or strengthen if they already exist, arrangements for reporting adverse events – in particular those involving medicines and medical devices – which make it possible to identify those responsible in the event of a breakdown in the chain of care and learn lessons from such breakdowns, to make those arrangements known to the public and easy to use, and to ensure that all procedures are transparent"; (paragraph 14)
The Council Recommendation 2009/C 151/1 encourages Member States to establish reporting and learning systems on adverse events. The Commission is currently working with Member States and stakeholders on a practical guide on reporting and learning systems. This work will be supported by EU taxonomy on patient safety, being produced by the WHO at the Commission’s request. The guide will be published together with the second implementation report on patient safety in April 2014. The Commission will discuss with Member States how reporting and learning could be taken further.

· "Urges the Commission and the Member States to make the public more aware of initiatives in the area of patient safety, and to empower patients in this area"; (paragraph 19)

Information about Commission’s initiatives related to patient safety is available on DG SANCO's website
. Moreover, the Directive 2011/24/EU on the application of patients’ rights in cross-border healthcare requires that Member States provide information to patients and health professionals about safety and quality standards and guidelines in place. The Commission will closely monitor implementation of these provisions.

· "Urges the Commission to consider once again the calls for the introduction of a database listing good practices with a view to fostering exchanges of such practices among the Member States"; (paragraph 20)

Such a database has been developed within an EU network on patient safety and quality of care PaSQ (a joint action co-funded from the EU Health Programme). It is currently tested by the joint action partners and will be publically accessible by the end of 2013
. The joint action is also testing different ways to exchange good practice (including thematic meetings, webinars, conferences, study visits). The Commission will explore with Member States possibilities to sustain this activity after the end of the joint action, i.e. April 2015.

· "Calls on the Member States and the Commission to foster, including by means of awareness-raising campaigns, good practices in all areas, in particular all those linked to hygiene (hand hygiene; sterilisation and optimum decontamination of medical instruments and devices), both inside and outside hospital (in particular vis-à-vis patients and their families)"; (paragraph 26)

The Commission in close collaboration with the European Centre for Disease Prevention and Control (ECDC) organises on an annual basis the European Antibiotic Awareness Day that takes place on 18 November to raise awareness about the threat to public health of antibiotic resistance and to promote prudent antibiotic use, including awareness on the increasing importance of patients infected by resistant bacteria. The initiative includes as a target groups the national public health authorities, healthcare personnel, including inside and outside the hospital environment, prescribers of antibiotics and the general public. The preparatory action on antimicrobial resistance and research on the causes of the non-prudent use of antibiotics will provide further information on best practices in the area of prudent use of antibiotics.

Furthermore, under the upcoming Health Programme 2014-2020 objective No. 4 facilitating access to better and safer healthcare, it is foreseen to improve the prudent use of antimicrobial agents and reduce the practices that increase antimicrobial resistance, particularly in hospitals, and to promote effective prevention and hygiene measures to prevent and control infections and to reduce the burden of resistant infections and healthcare-associated infections.
Moreover, in the scope of the negotiations on Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on serious cross-border threats to health and repealing Decision No 2119/98/EC
, the Commission agreed with the representatives of the European Parliament that hygiene measures are the most efficient means to prevent spreading of diseases. Recital 11 of the Decision includes a reference to the importance of the hygiene measures.

· "Calls on the Commission and the Member States to develop platforms and protocols allowing health data portability, while ensuring that such activities respect the relevant European data protection legislation"; (paragraph 32)

The European Commission supports Member States in the activities related to sharing of health information across borders. In November 2013, the eHealth Network composed of EU Member States agreed on the basic elements for the electronic exchange of patient summaries across borders in support of emergency or unplanned care.

Moreover, the Commission supports Member States in the activities on registries for cross border use. Within the Joint Action on Patients’ Registries funded under the EU health programme, Member States will develop guidelines on comparable and coherent patient registries, including the aspects of data protection and data linkage.

· "Acknowledges that the EU may not interfere with the Member States’ competencies in the field of health; encourages the Commission, nonetheless, to establish collective redress mechanisms in cross-border cases where multiple patients are affected by healthcare-related adverse events resulting from the same cause"; (paragraph 48)

Directive 2011/24/EU requires the Member State of treatment to put in place transparent complaints procedures and mechanisms for patients to be used in case of harm arising from the healthcare they receive. These procedures and mechanisms should be available for all patients treated in a given Member State, both domestic and cross-border. Member States are required to set National Contact Points with information on patients’ rights, complaint procedures and mechanisms for seeking remedies. In 2015, the Commission will prepare a report to the European Parliament and to the Council on the operation of the Directive in which it will assess whether these provisions were correctly implemented.

· "Calls on the Commission, the relevant EU agencies and the Member States to consider action to ensure the provision of feedback on patient safety, not only from medical staff but also from patients"; (paragraph 49)

Reporting of adverse events by patients and their families is included in provisions of the Council Recommendation 2009/C 151/1, and the Commission will continue encouraging Member States to implement it.

· "Urges the Commission to look more closely at the Global Microbial Identifier system which is supported by a large number of researchers throughout the world, and which can monitor and detect alert healthcare-associated organisms and boost capacity to respond to the spread (including the cross-border spread) of infections"; (paragraph 50)

In June 2013 the Commission convened a special consultation involving Members of the Parliament and the European Centre for Disease Prevention and Control to discuss the use of the new Global Microbial Identifier system. There is a need for a harmonisation and validation of methods which could be done in the context of the research area. A routine use of this methodology would appear premature in light of the still high investment costs and the lack of robust evidence-based information and experience in the interpretation of results. Therefore further actions and initiatives to support the fight against healthcare-associated infections by means of this new technology will be welcome to allow a rapid and evidence based tracing of the different ways of contamination of patients in hospital as well as the impact of new emerging resistant strains at global level in the Union and worldwide.

· "Calls on the ECDC to draw up, in cooperation with the EMA, a list of pathogens that can cause serious or potentially fatal antibiotic-resistant infections and pose a serious health risk; calls for that list to be updated on a regular basis with information supplied by the ECDC’s European Surveillance of Antimicrobial Consumption Network (ESAC-Net) and European Antimicrobial Resistance Surveillance Network (EARS-Net)" (paragraph 54); "recommends that a list of HAIs which should be screened for in all hospitals and healthcare establishments in the EU be drawn up in cooperation with the EMA and the ECDC"; (paragraph 55) and "Emphasises the importance of establishing an effective European network of national surveillance systems which would work, on the basis of standardised criteria to be adopted by the Commission and the Member States, to identify and monitor places where contamination with HAIs occurs (including facilities outside hospitals), as well as the way in which HAIs spread; urges the Member States to continue their efforts to collect comparable, up-to-date reference data on general patient safety and HAIs"; (paragraph 57)
The ECDC is responsible for implementing the surveillance of communicable disease at Union level, as defined in Community legislation. The Commission Decision 2002/253/EC of 19 March 2002 laying down case definitions for reporting communicable diseases to the Community network under Decision No 2119/98/EC of the European Parliament and of the Council, now repealed by Decision of the European Parliament and of the Council 1082/2013/EC on serious cross border threats to health, has been amended in 2012 to include a package of case definitions on healthcare-associated infections. These lists of case definitions target specific healthcare-associated infections and will allow consistent screening and report by Member States to the ECDC of healthcare-associated infections, in particular in hospitals, providing the basis for monitoring results obtained in prevention of those events.

In application of this legislation, the ECDC coordinates the European Surveillance of Antimicrobial Consumption Network and the European Antimicrobial Resistance Surveillance Network. The latter performs surveillance of resistance to key antibiotic classes in pathogens of clinical importance: Staphylococcus aureus, Streptococcus pneumoniae, Enterococcus faecium and Enterococcus faecalis, Escherichia coli, Klebsiella pneumoniae and Pseudomonas aeruginosa, and since 2012 Acinetobacter species.
In addition, following the European Parliament allocation of 1 Mio EUR for a preparatory action on "antimicrobial resistance and research on the causes of non-prudent use of antibiotics in human medicine", this action is expected to provide in 2014 relevant information on key factors driving the sales and non-prudent use of antibiotics in human medicine obtained without prescription. This should help to assess the level of enforcement of the legal prescription-only requirement for antimicrobial agents in the EU, and to document best practices aimed at strengthening a more prudent use of antimicrobial agents. Based on the findings, policy options for the EU Member States to promote a more prudent use of antibiotics will be developed.

· "Calls on the Member States and the Commission, in conjunction with the WHO and the OECD, to improve cooperation with a view to developing standardised definitions, terminology and indicators in the area of patient safety"; (paragraph 56)

The Commission is currently finalising an agreement with the WHO on common taxonomy of adverse events for reporting purposes. Also, the Commission is co-funding the OECD work on patient safety indicators.

· "Urges the Member States and the Commission to extend by at least two years the monitoring of the actions taken to implement the recommendation on patient safety, including the prevention and control of HAIs"; (paragraph 63)

The Commission will publish in 2014 a new report assessing the implementation of the Council Recommendation 2009/C 151/1. The report will also assess whether the measures proposed in the Recommendation are sufficient to increase patient safety in the EU. The Commission is planning to discuss the conclusions of the report with Member States and to ask whether Member States see a need for further action.
-------------

� � HYPERLINK "http://ec.europa.eu/health/index_en.htm" �http://ec.europa.eu/health/index_en.htm�


� � HYPERLINK "http://www.pasq.eu" �www.pasq.eu�


� OJ L 293, 5.11.2013, p. 1.


� "Cross-border threats to health are often related to pathogenic agents that can be transmitted between individuals. While such transmission cannot be completely prevented, general hygiene measures can make an important contribution by reducing the speed and extent of the spread of the agent and thus reducing the general risk. Such measures could include information on good hygiene practices, such as effective hand washing and drying, in collective settings and in the workplace, and should take into account the existing recommendations of the WHO."
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