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5. Brief analysis/ assessment of the resolution and requests made in it:
This European Parliament non-legislative resolution addresses the Directive 2011/24/EU on the application of patients' rights in cross-border healthcare (the Cross-Border Healthcare Directive) which lays down patients’ rights to choose to receive healthcare in another Member State and to claim reimbursement for it in their home country. In addition, the directive promotes cross-border cooperation in healthcare between the Member States for the benefit of EU citizens, regarding prescriptions, digital health (eHealth), European Reference Networks (ERNs) for diseases where the expertise is rare and health technology assessments (HTAs).
The resolution finds certain shortcomings in the implementation of the directive in practice and makes recommendations to improve it in the following areas: implementation in the national health systems, funding, patient mobility, border regions, information for patients, European Reference Networks, mutual recognition of e-prescriptions, and e-health. The resolution welcomes the actions taken by the Commission to assess whether the Member States have transposed the directive correctly, however it expresses disappointment that a significant number of them have not effectively implemented the requirements of the directive for guaranteeing patient rights. The Commission is invited to establish guidelines for implementation, especially where the directive and Regulations (EC) Nos 883/2004 on the coordination of social security systems and 987/2009 laying down the procedure for implementing Regulation (EC) No 883/2004 interact and is called upon to explore the possibility of expanding the scope of the directive to include vaccination programmes. The resolution expresses serious concern over the reduction in the Health Programme funding and calls for its reinstatement as a stand-alone programme in the next multiannual financial framework (MFF).
With regard to cross-border health cooperation in border regions, the resolution asks the Commission to support and stimulate a structural exchange of best practice to improve healthcare in other cross-border regions. The resolution invites the Commission and the Member States to take action regarding patient mobility, particularly with regard to reimbursement and information provision. The Commission and the Member States are asked to strengthen further the ERNs and their integration into national health systems. Recognising the benefits of e-health, the European Parliament asks the Commission and the Member States to intensify efforts to address digital health.
Lastly, the resolution calls on the Commission to negotiate a solid agreement with the United Kingdom in the area of healthcare after its withdrawal from the EU.
An important aim of EU health policy is to ensure patient rights to access safe and high quality healthcare – including across national borders within the EU – and their right to be reimbursed when such healthcare is accessed in another Member State. The Directive 2011/24/EU codifies individual judgments of the European Court of Justice on patient rights to cross-border healthcare. Around 200 000 patients a year seek planned treatment in another Member State under the directive and the majority of those patients seek healthcare in a neighbouring country.
The Commission is committed to the effective monitoring and implementation of the directive. The Parliament’s resolution complements the Commission’s own report on the implementation of the directive and highlights the need for continued actions with the Member States to improve implementation.
6 	Response to requests and overview of action taken, or intended to be taken, by the Commission:
Monitoring of implementation
The resolution invites the Commission, in paragraph 3, to proceed with its triennial evaluation reports and highlights the importance of collecting information to include breakdowns of the services provided and total amounts to be reimbursed. In paragraph 4 the Commission is invited to factor patient quality of life and care outcomes into its evaluation of the cost-efficiency of implementation.
The Commission published its second triennial report on 21 September 2018[footnoteRef:1]. This included information on patient flows and the total amounts reimbursed from data received from the Member States in their annual reports of 2015, 2016 and 2017 to the Commission[footnoteRef:2]. The Commission will take into consideration the Parliament’s proposal to extend data collection to healthcare services provided to cross-border patients with the National Contact Points. Regarding paragraph 4, the Commission notes that measuring cross-border healthcare in terms of patient quality of life and care outcomes for cost efficiency purposes is outside the Commission’s reporting remit. The Commission suggests taking up this recommendation with the Committee of Regions and the European Network of Regional and Health Authorities who can help to assess the directive’s added value in cross-border regions. With regard to the suggestion to establish guidelines for implementation, especially where the directive and Regulations (EC) Nos 883/2004 on the coordination of social security systems and 987/2009 laying down the procedure for implementing Regulation (EC) No 883/2004 interact (paragraphs 6 and 29), the Commission draws the attention of the Parliament to the publication of a toolbox for the National Contact Points[footnoteRef:3] that includes guidance on the interaction of the directive with the above-mentioned Social Security Coordination regulations. [1:  	Report from the Commission to the EP and the Council on operation of Directive 2011/24/EU on the application of patient rights in cross-border healthcare, COM(2018) 651 final of 21 September 2018]  [2:  	Article 20 of the Directive]  [3:  	https://ec.europa.eu/health/cross_border_care/publications_en] 

Vaccination
Regarding the suggestion in paragraph 7 to explore the possibility of expanding the scope of the directive to include vaccination programmes, it should be noted that vaccination programmes are explicitly excluded under Article 1 (3)(c). The Council Recommendation and Commission Communication on strengthened cooperation against vaccine preventable diseases[footnoteRef:4], both adopted in 2018, frame EU action towards improving vaccination coverage and mitigating vaccine shortages in the EU. [4:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018H1228(01)&from=GA] 

The Commission stresses that, while recognising that vaccination programmes fall under the competence and responsibility of the Member States, it is taking a number of concrete actions to support them in increasing vaccination coverage in the EU. In particular, the Commission will examine the feasibility of developing a common vaccination card/ passport for EU citizens that is compatible with electronic immunisation information systems and recognised for use across borders. The Commission is also reinforcing its support to national vaccination efforts to increase coverage, including through co-funding via the EU Health Programme, a Joint Action on vaccination[footnoteRef:5] launched in 2018. The Joint Action on Vaccination, led by France, focuses on sharing best practices on national vaccination policies and identifying technical requirements regarding electronic immunisation information systems, vaccine forecasting, prioritisation of vaccine research and development, and research to address vaccine hesitancy. [5:  	https://eu-jav.com/] 

As regards appropriate measures to facilitate Member States’ access to vaccines and to address vaccine shortages in the Member States, the Commission has established a joint procurement mechanism to enable them to purchase vaccines and other medical countermeasures, e.g. in case of serious shortages. The Commission is also facilitating the exchange of medical countermeasures, including vaccines, between Member States in case of shortages via the Early Warning and Response System of the European Union (EWRS). In addition, in the implementation of the Council Recommendation on strengthened cooperation against vaccine preventable diseases, the Commission will work towards strengthening vaccine supply and mitigating risks of shortages by exploring the feasibility of physical stockpiling and engaging in a dialogue with vaccine producing companies on a mechanism to facilitate the stockpiling and availability of vaccines in case of outbreaks, taking into account global shortages of essential vaccines.
Patient Mobility
Paragraphs 13 to 21 of the resolution call on the Commission and the Member States to take action regarding patient mobility, specifically: the Commission is invited to continue structured dialogues with the Member States providing greater clarity over prior authorisation requirements and associated conditions for reimbursement. Paragraph 15 calls on the Commission to develop guidelines to enable people to compare treatments abroad with those available at home.
The resolution addresses reimbursement conditions in paragraphs 16 to 21: the Member States should notify the Commission of any limitation regarding reimbursement of costs and, finally, the Commission and the Member States are invited to work together to assess, align and simplify reimbursement procedures and to support the application of reimbursement to telemedicine.
The Commission will continue the structured dialogues with the Member States as a matter of priority to provide greater clarity over prior authorisation and reimbursement conditions. Regarding the provision of guidance for health costs comparisons between the Member States, the Commission urges them to make prices transparent and available on the National Contact Point (NCP) websites. The Commission also strongly encourages the Member States to make use of the prior notification option under Article 9 (5) of the directive for the amount to be reimbursed in case of treatment abroad. Regarding the simplification of reimbursement procedures, the Commission is working with the Member States in the structured dialogues and the Cross-Border Healthcare Expert Group to improve reimbursement mechanisms in line with the directive’s provisions. In accordance with Article 6, it is the role of the National Contact Point as the focal point in each Member State to provide information on the directive to EU citizens in an easily accessible manner, also on reimbursement procedures. The Commission will raise the Parliament’s recommendation for one-stop shop front offices in health insurers in the next meeting of the Cross-Border Healthcare Expert Group in October 2019. With regard to the recommendation to support the reimbursement of telemedicine, the Commission refers to Article 7 (7). This sets out that the Member State of affiliation may provide reimbursement for healthcare, including through the means of telemedicine, if the insured person were entitled to receive healthcare by means of telemedicine in the home Member State.
The directive allows patients - through the information they receive from their Member State of affiliation - to compare treatment abroad with that available in their own Member State. However, factoring in cost effectivity for patients when comparing treatment abroad falls outside of the remit of the cross-border healthcare Directive. Therefore, the Commission is not in position to develop such guidelines. However, the Commission proposal for a regulation on health technology assessment, currently under negotiation by the co-legislators, provides for a structured framework for the Member States to cooperate in comparing health technologies, which may include the development of guidelines by Member States’ authorities.
Cooperation in Cross-Border Regions
With regard to cross-border health cooperation in border regions in paragraph 22, the Commission continuously supports and stimulates structural exchanges of best practice. The Commission Communication "Boosting Growth and Cohesion in EU Border Regions" of 20 September 2017 also addresses healthcare and highlights ways in which the EU and its Member States can tackle the issue by pooling services along internal borders. Moreover, the Commission’s report on the directive’s implementation stresses the need to map and build cross-border regional cooperation. The Commission hosted a strategic event "Enhancing Healthcare Cooperation in Cross-Border Regions" on 4 December 2018[footnoteRef:6], gathering stakeholders from border regions to explore ways to exchange information and best practices in the EU. By way of follow-up, the Commission established a thematic network on “Healthcare in cross-border regions” under the EU Health Policy Platform[footnoteRef:7] to create synergies and build upon existing tools. [6:  	https://www.crossborderhealthcare-conference.com/crossborder-healthcare]  [7:  	https://webgate.ec.europa.eu/hpf/] 

Information to Patients
Paragraphs 24 to 34 set out recommendations to the Commission and the Member States to improve information to patients, in particular to invest further in the National Contact Points. The Commission is requested to develop guidelines on the functioning of the National Contact Point and organise public information campaigns. Paragraphs 31-34 call on the Commission to undertake a range of actions to encourage Member States to improve complaint procedures.
As highlighted in its report on the implementation of the directive, the Commission encourages the Member States to make information on complaint procedures accessible through its compliance checks and through guidance to the National Contact Points.
The Commission’s Guiding Principles for the functioning of National Contact Points were discussed with Member States[footnoteRef:8] and input from patient organisations was useful when drafting and fine-tuning the Guiding Principles. The Commission fully supports the recommendations in paragraph 26 on sufficient funding and paragraph 28 on prior-notification. The Commission will promote increased cooperation between the Member States' authorities in general, and not only through the National Contact Point, via regular meetings of the Expert Group on Cross-border Healthcare. [8:  	Available as Annex A "Guiding Principles and Indicators" of the "Study on cross-border health services: enhancing information provision to patients": https://ec.europa.eu/health/sites/health/files//cross_border_care/docs/2018_crossborder_annexes_en.pdf] 

European Reference Networks 
Paragraphs 35 to 41 calls on the Commission to: support the setting up of specialised centres for rare diseases in the EU integrated into the ERNs. The resolution asks the Commission to further guarantee patient's access to information, medicine and medical treatment. The Commission is encouraged to upscale the ERN model while in paragraph 40 the resolution expresses concern over the uncertain operating rules of the ERNs, requesting the Commission to establish clear referral rules and to agree with the Member States on how to support the Networks. The Commission is invited to draw up an action plan for the sustainable development of the ERNs.
With regard to the Parliament’s call to support the setting up of specialised centres for rare diseases in Europe which could be fully integrated into the ERNs, the Commission notes that while it has been supporting the establishment of 24 ERNs thus promoting within these networks the cooperation of healthcare providers across the Member States, it cannot support the setting up of specialised centres for rare diseases to be integrated into the ERNs as the planning and organisation of healthcare provision, and therefore the setting up of such centres, is a Member States' competence. As for the request to further guarantee access to information, medicine and medical treatment for patients with rare diseases through the EU and to aim for early and accurate diagnosis, the Commission has consistently supported a range of relevant initiatives. Over the past two decades Orphanet[footnoteRef:9], the European web portal and database dedicated to rare diseases and orphan medicinal products, has received support via different Commission funding mechanisms including the EU Health programme. Both the portal and the database are accessible for all audiences including patients. The Steering Group on Health Promotion, Disease Prevention and Management of Non-Communicable Diseases is currently engaged in a dialogue with the Member States on how to ensure a sustainable future for Orphanet, in line with the Member States' acknowledgement of Orphanet's unique and added value. EURORDIS[footnoteRef:10], the European alliance for rare disease patients receives an operating grant from the Health Programme. Also supported by the Health Programme, the RD-CODE project is supporting four Member States to improve information gathering on rare diseases by implementation of the rare diseases codification system known as Orphacodes. [9:  	https://www.orpha.net/consor/cgi-bin/index.php]  [10:  	https://www.eurordis.org] 

With regard to paragraph 35, the Commission is not in a position to guarantee access to medicine and/ or medical treatment which is the competence of the Member States. The Commission can, nevertheless support dedicated efforts by the stakeholders and the Member States. The ongoing Joint Action on Rare Cancers[footnoteRef:11] is meant to advance patient referral and effective clinical networking by developing innovative and shared solutions, mainly to be implemented through European Reference Networks. Paragraph 36 requests the Commission to address the low registration rate of rare diseases while developing and promoting common standards for sharing and exchanging data in rare disease registries. The Commission is supporting through the EU Health Programme the establishment of rare disease registries within the European Reference Networks. The Commission has also launched the European Platform on Rare Disease Registration[footnoteRef:12] which will provide researchers, healthcare providers, patients and policy-makers with an instrument to improve knowledge, diagnosis and treatment of rare diseases. It will make data on rare diseases registries' searchable at EU level and will standardise data collection and data exchange. [11:  	http://jointactionrarecancers.eu]  [12:  	https://eu-rd-platform.jrc.ec.europa.eu] 

As regards paragraph 37 on patient adherence, a specific action group on adherence to medical plans under the European Innovation Partnership on Active and Healthy Ageing (EIP on AHA) worked towards improving the quality of life and health outcomes of older people by supporting patient adherence to care plans.[footnoteRef:13] The Commission has also co-financed a joint action called Chrodis[footnoteRef:14] with the EU member states focusing on non-communicable diseases. In this action, patient adherence was studied in the context of multimorbidity. In the follow-up joint action, Chrodis plus, several Member States are piloting the multi-morbidity care model developed as well as a tool to assure quality in care for patients with chronic diseases[footnoteRef:15]. The ICARE4EU project[footnoteRef:16] identified a series of integrated care programmes across the EU, which also addressed challenges related to patient adherence and the SYMPATHY project supported innovation across the EU in the management of polypharmacy and adherence in older persons[footnoteRef:17]. [13:  	http://chrodis.eu/wp-content/uploads/2015/06/EIP-on-AHA-Infographic-
       Adherence-to-medical-plans.pdf]  [14:  	http://chrodis.eu/wp-content/uploads/2017/02/deliverable-7-02-of-joint-action-chrodis_final.pdf]  [15:  	http://chrodis.eu/wp-content/uploads/2018/05/qcr-tool-short.pdf]  [16:  	http://icare4eu.org/index.php]  [17:  	https://webgate.ec.europa.eu/chafea_pdb/health/projects/663082/summary] 

With regard to the proposal made in paragraph 39 to open a call for the development of new ERNs while not undermining the operation of the existing networks in their initial phase, the Commission has been examining the possibility of expanding the ERN model. However, the focus is currently on consolidation. It has invited the Member States to designate Affiliated Partners and it will invite the healthcare providers to join the existing networks to overcome gaps in geographic coverage and expertise. Moreover, the Commission, as recommended in paragraph 40, fully supports the Member States in the establishment of clear and transparent referral rules and is engaged in a dialogue with them so that they can play their part in supporting the networks and their members. As for the Parliament’s requests in paragraph 41 to develop an action plan for the financing of the ERNs, the Commission has made ambitious proposals within the future Multiannual Financial Framework (MFF) to ensure a stable and smooth financing of the ERNs.
Mutual Recognition of (e-) prescriptions
Paragraphs 42 to 45 concern reimbursement of medicines and cross-border prescriptions. The Parliament regrets that patients experience difficulties to secure reimbursement for medicines, calling on the Member States to address the legal and practical issues that are hindering the mutual recognition of (e-) prescriptions in the EU and urges the Commission to take supportive action. The Commission is invited to draw up an action plan to address excessive high medicine prices and to take steps to ensure that prescriptions issued by ERN-linked centres of expertise are accepted for reimbursement in all the Member States. The Parliament calls in paragraph 46 on further support for the exchange of e-prescriptions and patient summaries in the next MFF.
With regard to recognition of prescriptions: the directive on the application of Patient Rights in Cross-Border Healthcare provides for the mutual recognition of prescriptions under Article 11. The Member States transposed the directive, including the rules governing the use of prescriptions issued in another Member State. The Commission does not collect data on the mutual recognition of prescriptions nor have Member States or EU citizens reported on difficulties faced by patients to secure reimbursements for prescriptions in another Member State. EU citizens can find information on prescriptions and the reimbursement of medicines in the EU on the Commission’s YourEurope website. The Commission facilitates the recognition and cross-border exchange of e-prescriptions by supporting the eHealth Digital Service Infrastructure, enabling patients to receive equivalent medication to what they would receive in their home country while abroad.
With regard to paragraph 44 the Commission refers to the fact that it is the competence of the Member States to organise and deliver national healthcare services, in particular in the areas of pricing and reimbursement of medicinal products. There are considerable differences in the level of timely access to medicinal products between and within the Member States. They contribute to health inequalities and negatively impact on the attainment of the principles of the European Pillar of Social Rights and the Sustainable Development Goals. The Commission is contributing to address this issue and supports the Member States’ work by, for example, conducting. a study on the economic impact of supplementary protection certificates, pharmaceutical incentives and rewards in Europe[footnoteRef:18] addressing incentives on innovation, availability and accessibility and the legislative proposal on Health Technology Assessment. In addition, the Organisation for Economic Co-operation and Development (OECD) has undertaken several projects to further identify avenues to increase pharmaceutical expenditure efficiency and better prepare health systems to changes in the market with the financial support of the EU Health Programme[footnoteRef:19]. [18:  	https://ec.europa.eu/health/sites/health/files/human-use/docs/pharmaceuticals_incentives_study_en.pdf]  [19:  	https://www.oecd.org/health/health-systems/access-to-medicines.htm] 

The Commission Expert Panel’s opinion on “Effective Ways of Investing in Health”[footnoteRef:20] provides independent advice for those Member States that would like to improve their current working methods. The Commission is closely following this issue at EU level as part of the European Semester and the State of Health in the EU cycle[footnoteRef:21], which show that timely and affordable access to medicines remains an important challenge in many Member States. To improve the situation the EU offers ad-hoc technical assistance to interested Member States and tools such as the EURIPID collaboration, which recently published a Guidance Document on External Reference Pricing[footnoteRef:22]. Ensuring accessible, innovative and effective treatments for all Europeans while preserving the sustainability of health systems will remain a strategic priority, in line with the European Pillar of Social Rights and the Sustainable Development Goals. [20:     
https://ec.europa.eu/health/expert_panel/sites/expertpanel/files/docsdir/2017press
paymentmodels_en.pdf]  [21:  	https://ec.europa.eu/health/state/summary_en]  [22:  	https://jasmin.goeg.at/432/1/EURIPID_GuidanceDocument_V8.1_310718.pdf] 

Infringements of EU competition law can cause unnecessarily high priced medicines. Effective competition also incentivises companies to innovate and invest in the development of new treatments. Enforcement of EU competition rules thus contributes to accessibility and more affordable medicines. The Commission’s Report on competition enforcement in the pharmaceutical sector covering the period 2009-2017 describes the main enforcement actions in antitrust and mergers in the pharmaceutical sector.[footnoteRef:23] The Commission will continue to monitor business practices in the pharmaceutical sector in close cooperation with the national competition authorities, including potential abuses of dominance through excessive prices, and will take action where necessary. Furthermore, it will continue to review mergers to ensure that effective competition is maintained in the EU. [23:  	http://ec.europa.eu/competition/sectors/pharmaceuticals/report2019/index.html] 

Concerning paragraph 45, the Commission recalls that the provisions of the directive on reimbursement as set out in Article 7 apply equally to prescriptions issued by ERN member hospitals and healthcare units. Moreover, the Commission is working with the Member States to fully integrate the ERNs into national health systems.
Financial support for the exchange of ePrescriptions (paragraph 46) through the eHealth Digital Service Infrastructure has been specifically considered in the Digital Europe Programme proposed for the next MFF.
E-Health
Paragraphs 47 to 52 of the resolution acknowledge the benefits of eHealth for health systems in general and request interoperability as a priority (paragraph 47) while guaranteeing patient privacy. The resolution calls on the Member States to take steps to invest in citizens’ digital literacy and prevent a digital divide. Paragraphs 46, 48 to 51 welcome the eHealth Digital Service Infrastructure system and call on the Member States to take swift action to connect their health systems to it and the Commission to support this process. Paragraphs 50 and 51 call respectively on the Commission and the Member States to intensify their efforts to address the digital health needs in the Member States and the cooperation across Europe between health authorities, while paragraph 52 calls on the Member States to swiftly implement the GDPR and the eIDAS Regulation.
The Commission wishes to point out that it has laid down its strategy on the digital transformation of health and care in Communication 233(2018)[footnoteRef:24] containing a package of legislative and non-legislative proposals with the aim of stimulating the Member States action on eHealth. One of the objectives set out in the communication is to allow for further interoperability of health data including further support to the eHealth Digital Service Infrastructure, cross border exchange of ePrescriptions and Patient Summaries and its expansion to cover full electronic health records. To this end, the Commission has recently adopted a Recommendation[footnoteRef:25] on the exchange format for electronic health records. [24:  	COM(2018) 233 on “Enabling the Digital Transformation of Health and Care in the Digital Single Market”]  [25:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019H0243&from=EN] 

Financial support for the planned activities, including the exchange of ePrescriptions, Patient Summaries and other health records, has been earmarked in the current programmes (e.g. Connecting Europe Facility, Health Programme) and has been specifically considered in the Digital Europe Programme proposed for the next MFF. The communication equally announces actions to support the wide deployment of digital tools and services, which can empower citizens to look after their health and also help health and social care systems deliver integrated services centred on people's needs. The Digital Europe Programme, European Social Fund +, European Regional Development Fund, Horizon Europe, InvestEU and the Reform Support Programme which have been proposed for the next MFF can also support the implementation of this Communication.
Finally, the Commission is working together with the Member States in the eHealth Network on investment guidelines for targeted European-wide support and investment in the area of eHealth. These guidelines should steer and support investments by the Member States in the area of eHealth, by setting out a catalogue of technical criteria that the Member States should meet in order to achieve an interoperable eHealth infrastructure, and by providing information on the various EU funding instruments available to the Member States for investment in eHealth, as well as on how to make the most strategic use of them.
Withdrawal of the United Kingdom
In paragraph 53, the Parliament asks the Commission to negotiate an agreement with the United Kingdom following its withdrawal from the Union on health with special attention to patient rights and the functioning of the European Reference Networks. The Commission takes note of this request and recalls that the political declaration on the future EU-UK partnership addresses aspects of public health.

