Follow up to the European Parliament non-legislative resolution on the EU’s public health strategy post-COVID-19
1. Resolution tabled pursuant to Rule 132(2) and (4) of the European Parliament's Rules of procedure
2. Reference numbers: 2020/2691 (RSP) / RC-B9-0216/2020 / P9_TA-PROV(2020)0205
3. Date of adoption of the resolution: 10 July 2020
4. Competent Parliamentary Committee: N/A
5. Brief analysis/assessment of the resolution and requests made in it:
The European Parliament calls for stronger European cooperation in the area of health and the creation of a European Health Union. It points out that the COVID-19 crisis is not over, calls for the right lessons to be drawn from the pandemic and for EU joint procurement to be used for COVID-19 vaccines and treatments. It calls for stress tests on national healthcare systems and a legislative proposal for a directive on minimum standards for quality healthcare. It welcomes the significant increase in the proposed budget for the EU4Health programme noting that long-term investments and commitments are needed and supports a ‘health in all policies’ approach. It calls for a new regulation on cross-border health threats, stronger roles for the European Centre for Disease Prevention and Control (ECDC), the European Medicines Agency (EMA) and exploration of the creation of a European equivalent to the US Biomedical Advanced Research and Development Authority (BARDA). It also calls for the adoption of an EU vaccination card and action on mental health, healthy ageing and rare diseases. It expects that the upcoming pharmaceutical strategy will address supply chain issues and increase production of medicines in Europe. It calls for the creation of a European Health Data Space. Finally, it considers that the lessons learnt from the pandemic should be addressed as part of the Conference on the Future of Europe.
6. Response to the requests and overview of the action taken, or intended to be taken, by the Commission:
Lessons learnt from the COVID-19 pandemic
With regard to the overall lessons learnt from the pandemic and their implications for the future health policy in the Union (paragraphs 1, 2, 9, 13, and 14), the Commission agrees that the pandemic has shown that there is a need to have quicker and more robust response and coordination at EU level. This was reflected by President von der Leyen in the State of the Union address, when she stated that we need to build a stronger European health union, as well as to discuss the question of health competences. That is why the Commission is carrying out a reflection on the possibilities within the limits currently set by the Treaty to strengthen existing mechanisms in the area of public health, to ensure more resilience and preparedness as well as a more robust response to future outbreaks and other cross-border health threats. It recalls that the organisation and delivery of healthcare remains the responsibility of Member States. While the Commission has consistently striven to support national action, it cannot impose a common EU approach in public health matters.

Yet, the pandemic has revealed that our health systems were not adequately prepared to face this challenge. We need to invest more and strengthen longer-term resilience in order to manage similar crises in the future. As the Parliament rightly points out (paragraph 4), the crisis is not over and any lessons learnt at this stage will be complemented in the future as our knowledge of the virus grows.
In its proposal for the EU4Health programme[footnoteRef:1] the Commission has suggested various actions to strengthen national health systems, including the organisation of stress tests of national healthcare systems that the Parliament requests (paragraph 9). The proposal also covers audits of Member States preparedness and response arrangements. The Parliament proposes a European Health Response Mechanism by, inter alia, formalising the working methods established during the COVID-19 health crisis and to build on the measures provided for in the Cross-Border Healthcare Directive[footnoteRef:2] (paragraph 13). [1:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020PC0405]  [2:  	Directive 2011/24/EU of the European Parliament and of the Council of 9 March 2011 on the application of patients’ rights in cross-border healthcare] 

Further, drawing lessons from the immediate consequences of the Covid-19 outbreak to complement the activities proposed under the EU4Health programme, the Commission put forward on 2 June 2020 a targeted proposal[footnoteRef:3] to strengthen the EU crisis management by reinforcing the Union Civil Protection Mechanism (UCPM), in particular its rescEU component. The proposal aims to give the EU the tools to react more quickly when a serious emergency aﬀects EU countries at the same time. Already in March 2020, the Commission created the first rescEU stockpiling capacities for medical countermeasures and personal protective equipment whereby the Union covers 100% of the procurement and maintenance costs. The first two stockpiles were established in Romania and Germany. The Commission is currently establishing additional rescEU stockpiles in cooperation with EU Member States and UCPM Participating States. The Commission will continue to encourage Member States to cooperate in cross-border healthcare in line with the Cross-Border Healthcare Directive and to follow the guidelines on EU emergency assistance in cross-border healthcare[footnoteRef:4] within the context COVID-19 pandemic. [3:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1592927199327&uri=CELEX:52020PC0220]  [4:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020XC0403(02)] 

The Commission notes the Parliament’s wish to address the lessons learnt from the COVID-19 crisis also in the context of the Conference on the Future of Europe (paragraph 54). It considers that the pandemic has posed an unprecedented challenge to the European Union’s unique model. Drawing the appropriate lessons can only be done by closely involving citizens and communities, according to the concerns they raise and the proposals they make. The Conference on the Future of Europe is thus now more important than ever. It will open a new, inclusive and transparent space for debate with citizens to determine the future of the European project. As stated by President von der Leyen in the State of the Union address, the discussion on health competences could be a task for the Conference. The Commission remains committed to launching the Conference as soon as possible, taking into account the epidemiological situation, to further strengthen the Union’s democratic foundations. Any decision on the possible timing, scope, format and objectives of the Conference requires a joint decision of the European Parliament, the Council and Commission. On 30 June, President von der Leyen, President Sassoli and Prime Minister Plenković kick-started discussions in this respect. The Commission is hopeful that the work on the Joint Declaration regarding the Conference can be swiftly concluded by the three institutions.
The Parliament calls for a new regulation on cross-border health treats to replace the Decision on cross-border threats to health[footnoteRef:5] (paragraph 18) and to make joint procurement faster and more effective. The mandate of the European Centre for Disease Prevention and Control (ECDC) should be revised with more competences and resources (paragraph 27) and the European Medicines Agency (EMA) should have a stronger role to tackle medicine shortages and coordinate clinical trials (paragraph 28). [5:  	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] 

As outlined in President von der Leyen’s State of the Union address, the Commission intends to propose the reinforcement of the European Medicines Agency, and the European Centre for Disease Prevention and Control, as well as the revision of the current Decision on cross-border threats to health, to allow for the development of an EU health crisis preparedness system.
The Joint Procurement Agreement was established as a specific mechanism to support preparedness actions, but was not set up as a crisis mechanism. However, the Commission has already introduced several improvements by accelerating procedures to support crisis response during the pandemic. With regard to the suggestion to extend the mandate of the European Centre for Disease Prevention and Control to non-communicable diseases (paragraph 27), the Commission agrees that a coordinated EU response is necessary for both communicable and non-communicable diseases and intends to continue to support such coordination in its policies and activities.
The Parliament suggests the creation of a European equivalent to the United States Biomedical Advanced Research and Development Authority (BARDA) (paragraph 29), which would procure and develop countermeasures against bioterrorism, chemical, nuclear and radiological threats, as well as pandemic influenza and emerging diseases. In the State of the Union address, President von der Leyen undertook to build a European BARDA, to support the Union’s capacity and readiness to respond to cross-border threats and emergencies The Commission also recalls that its proposal for the EU4Health programme foresees, under eligible actions to be financed, support to ensure appropriate availability, accessibility and affordability of crisis relevant products and other necessary health supplies. Furthermore, the June 2020 Communication on an EU Strategy for COVID-19 vaccines[footnoteRef:6] sets out a number of actions to accelerate the development, manufacturing and deployment of vaccines that uses a joint EU approach and builds on the mandate received from EU health ministers. There are already a number of efficient coordination mechanisms for research on emerging diseases between Member States and European action. These include the European and Developing Countries Clinical Trials Partnership (EDCTP) and ad-hoc groups set up in the context of the “ERAvsCORONA” Action Plan[footnoteRef:7] in the European Research Area. EUR 48 million in Horizon2020 emergency funding was already made available in January 2020 for 18 research projects in COVID-19 vaccines, therapeutics and diagnostics. Since then the Coronavirus Global Response, mobilised substantial funds (over EUR 620 million) to develop diagnostics, treatments and vaccines. The Commission also created opportunities to strengthen capacity to manufacture and deploy solutions, to understand the behavioural and socio-economic impacts and to support innovative Digital Health solutions. [6:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020DC0245]  [7:  	https://ec.europa.eu/info/sites/info/files/covid-firsteravscorona_actions.pdf] 

With regard to the call for a strengthened European Agency for Safety and Health at Work (EU-OSHA) to ensure that healthcare workers are not put at risk (paragraph 30), the Commission recalls that EU-OSHA will continue to play its crucial role of providing and disseminating relevant information and practical tools to support stakeholders aiming at ensuring and improving the occupational safety and health of all workers, including healthcare workers. EU-OSHA, in close coordination with the Commission, published two sets of COVID-19 guidelines for workplaces[footnoteRef:8], which are regularly updated to respond to changing situations, compiling the most significant information and advice for employers and workers available related to the COVID-19 outbreak. EU-OSHA has also made available on its website extensive practical information and resources on many aspects linked to COVID-19[footnoteRef:9], such as practical health tips for teleworking, prevention of musculoskeletal disorders, and links to resources from EU and international organisations, including to an Online interactive Risk Assessment (OiRA) tool to support employers to assess COVID-19 related risks at workplaces[footnoteRef:10]. It is important to note that the Framework Directive 89/391/EEC obliges all employers to regularly carry out risk assessment and put in place appropriate preventive and protective measures, including against new risks such as COVID-19. In addition, the Commission adopted on 3 June 2020 an update of the Biological Agents Directive to include SARS-CoV-2 among the list of biological agents it covers[footnoteRef:11]. This update offers additional protection to all workers, particularly those working in direct contact with the virus in hospitals, industrial processes and laboratories. The Commission continues to support Member States in providing safe working conditions in a practical way, including personal protective equipment for front line medical staff and other workers. This includes coordination of joint procurement, and provision of personal protective equipment to Member States through the rescEU programme and the Emergency Support Instrument (ESI). The European Centre for Disease Prevention and Control has published a range of guidance relating to the protection of health workers and is monitoring the levels of COVID-19 infection among health workers.[footnoteRef:12] [8:  	https://oshwiki.eu/wiki/COVID-19:_guidance_for_the_workplace#See, https://oshwiki.eu/wiki/COVID-19:_Back_to_the_workplace_-_Adapting_workplaces_and_protecting_workers, https://osha.europa.eu/en/publications/covid-19-back-workplace-adapting-workplaces-and-protecting-workers/view]  [9:  	https://osha.europa.eu/en/themes/covid-19-resources-workplace]  [10:  	https://oiraproject.eu/oira-tools/eu/covid-19/covid-19/++session++1137751/@@start?initial_view=1&new_
session=1]  [11:  	https://ec.europa.eu/social/main.jsp?langId=en&catId=89&newsId=9695&furtherNews=yes]  [12:  	https://www.ecdc.europa.eu/sites/default/files/documents/Infection-prevention-control-for-the-care-of-patients-with-2019-nCoV-healthcare-settings_update-31-March-2020.pdf and: https://www.ecdc.europa.
eu/en/publications-data/guidance-wearing-and-removing-personal-protective-equipment-healthcare-settings] 

EU4Health Programme
The Commission is encouraged by the Parliament’s position on the proposed increased funding for the new EU4Health programme (paragraph 45). The Special European Council meeting of 17 to 21 July regrettably opted for a substantially lower overall budget for the EU4Health programme. Subject to the outcome of the discussions between Parliament and Council, a reduction of the funds available will inevitably impact the extent of the Union’s support action through the EU4Health programme. Despite this, EU4Health will remain a stand-alone Health Programme at EU level with more financial resources for health than ever before.
In addition, other possibilities to support investment in health remain in the multiannual financial framework as before. These include long-term investment in health research, digital health, health infrastructure, or health workforce training through Horizon Europe, Digital Europe, cohesion policy funds, including REACT-EU, or InvestEU. The new Recovery and Resilience Facility will provide large-scale financial support to reforms and investments undertaken by Member States. It will help Member States to address also the longer-term challenges identified in the European Semester, including on health.
Health systems and inequalities, European Health Data Space and European Reference Networks
The Parliament advocates for a directive on minimum standards for quality healthcare based on stress tests to be carried out by the Commission (paragraph 10). The Commission notes that whether it will be in a position to conduct possible stress tests depends on whether these would be feasible following the outcome of the negotiations of the European Parliament and the Council on the EU4Health Programme, including its financial envelope. Finally, any legislative initiative in the area of quality of healthcare would need to respect the competences of the Member States, as also indicated by the European Parliament.
With regard to paragraphs 11 and 12 the Commission agrees on the interconnectedness of the economic, social and environmental spheres and the need for a holistic strategy to recovery. In view of fostering greater accessibility to healthcare, the Commission encourages Member States to address country-specific challenges in the accessibility of healthcare systems within the European Semester. The 2019 country-specific recommendations remain relevant, next to the 2020 country-specific recommendations and should be taken into account, in particular for cohesion policy.
Paragraph 32 asks for a new action Plan on the EU health workforce. The Commission considers that a fundamental requirement for the effectiveness, accessibility and resilience of health systems is to employ a health workforce in sufficient numbers, with the right skills and in the right places. The Commission has provided EU funding to support the national authorities in addressing the similar challenges they face in the area of health workforce, and to share experience and learn from each other. During the current multiannual financial framework, nearly EUR 1 billion has been invested from cohesion policy funds in more than 270 health workforce related projects in 20 Member States. The EU should continue to invest in the EU’s health workforce in the upcoming 2021-2027 period in the spirit of European solidarity.
The Commission is committed to supporting EU Member States’ efforts to tackle health determinants and non-communicable diseases (paragraph 39) by facilitating the upscaled implementation of best practices by Member States. That is why the Commission has set up the Steering Group on Health Promotion, Disease Prevention and Management of Non-Communicable Diseases. The Commission has also cooperated with Member States on a shortlist of European Core Health Indicators (ECHI)[footnoteRef:13]. The State of Health in the EU cycle[footnoteRef:14] regularly reports on health indicators in the joint OECD-Commission report “Health at a Glance: Europe” with the next edition forthcoming by end of 2020. [13:  	https://ec.europa.eu/health/indicators/echi/list_en]  [14:  	https://ec.europa.eu/health/state/summary_en] 

With regard to digital exchange of information (paragraph 15) experience from the COVID-19 pandemic has shown, however, that there is a general need for supporting structural transformation and systemic reforms of health systems across the EU to improve their effectiveness, accessibility, sustainability and resilience. The development of a European Health Data Space called for in paragraph 36 and set out in the Commission’s Data Strategy for Europe[footnoteRef:15] would provide health care systems, researchers and public authorities with the means to improve the availability and quality of healthcare, and to achieve better healthcare outcomes, better research and innovation, and better policy-making. It will fully respect the personal data protection framework and privacy of EU citizens. The Commission will develop sector-specific measures complementing the horizontal framework of the common data space, as explained in that strategy. The Commission will support the scaling up of cross-border exchange of health data as well as the linkup and use of specific kinds of health information, such as electronic health records, genomic information, and digital health images through secure, federated repositories. [15:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1593073685620&uri=CELEX%3A52020DC0066] 

The Commission is encouraged by the Parliament’s consistent support for European Reference Networks (paragraph 40). The COVID-19 pandemic has shown that individual country based approaches are inefficient when the knowledge is scarce and scattered. Networking systems like the European Reference Network (ERN) model can ensure the effective interaction and sharing of knowledge between healthcare professionals and health systems. The Commission launched in March 2020 the ERN COVID-19 Clinical Management Support System (CMSS)[footnoteRef:16] that, inspired by the ERN model, has been supporting doctors, nurses, and other healthcare professionals by providing the means to network and communicate easily with colleagues, exchange knowledge, discuss cases and improve training. With regard to the Parliament’s suggestion to extend ERNs to communicable diseases, the Commission would like to inform that is has financed a feasibility study for a “European Expert Network for Rare communicable diseases and other rare pathologies in the context of Mobility and Globalization”.[footnoteRef:17] The Commission will consider together with the Member States the launching of a specific call for an ERN on rare and low incidence or new threatening infectious diseases in accordance and within the limits of Article 12 of the cross border healthcare directive.[footnoteRef:18] [16:  	https://ec.europa.eu/health/ern/covid-19_en]  [17:  	https://op.europa.eu/en/publication-detail/-/publication/0606dc45-5c3b-11ea-8b81-01aa75ed71a1/language-en]  [18:  	Directive 2011/24/EU of the European Parliament and of the Council of 9 March 2011 on the application of patients’ rights in cross-border healthcare] 

The Parliament encourages a lower Value Added Tax (VAT) rates on healthy products (paragraph 41). The Commission in 2018 adopted a legislative proposal aiming to reform the system of VAT rates.[footnoteRef:19] That proposal provides more flexibility to Member States in setting VAT rates, but is conditional to the entry into force of a definitive VAT system. While the application of any VAT rate remains a discretionary decision for each Member State to take, the Commission encourages swift adoption of this proposal as it would enable all Member States to apply what are the most appropriate VAT rates to promote healthy dietary patterns. [19:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1598367557128&uri=CELEX:52018PC0020] 

The Coronavirus Global Response, vaccines, treatments, and joint procurement
The Parliament supports rapid, equal and affordable access for all people worldwide to future COVID-19 vaccines and treatments (paragraphs 5 and 6). Indeed the intention behind the Commission’s COVID-19 vaccines strategy is to accelerate the development and availability of safe and effective vaccines. This includes securing the production of vaccines in the EU and sufficient supplies for its Member States via the use of advanced purchase agreement through the funding of the Emergency Support Instrument.
The Commission has also led "The Coronavirus Global Response" pledging initiative with the World Health Organisation (WHO) and global partners to accelerate the development, production and deployment of vaccines, diagnostics and therapeutics, which managed to raise EUR 15.9 billion. The EU has led the work on a resolution on COVID-19 Response, adopted by the 73rd World Health Assembly on 19 May 2020.[footnoteRef:20] This resolution represents a strong 

commitment of the global community to international cooperation in fighting the pandemic and ensuring equitable access to COVID-19 treatments and vaccines. [20:  	https://apps.who.int/gb/ebwha/pdf_files/WHA73/A73_R1-en.pdf] 

In line with this resolution, the EU Strategy for COVID-19 vaccines[footnoteRef:21] and the World Health Assembly resolution, the Commission is also exploring alternative models of voluntary licensing and patent pooling to facilitate global equitable access to health technologies in times of crisis as well as a fair return on investments. The Commission is in close contact with EU Member States, international partners and stakeholders with a view to defining the most suitable arrangements in a coordinated manner. It is also exploring options to collaborate with the Medicines Patent Pool in the context of the COVID-19 pandemic. It is important to avoid duplication and to agree on one mechanism to ensure equitable access at global level. Finally, the recently published Manifesto for EU COVID-19 Research[footnoteRef:22] encourages the pooling of intellectual property to secure access to COVID-19 related results from Horizon 2020 projects. [21:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020DC0245]  [22:  	https://ec.europa.eu/info/sites/info/files/research_and_innovation/research_by_area/documents/ec_rtd_cv-manifesto.pdf] 

The Parliament further emphasises the international dimension of health and urges cooperation with third countries. It calls on the EU to cooperate fully with the World Health Organisation to combat infectious diseases, achieve universal health coverage for all and strengthen health systems globally (paragraph 55). Moreover, it encourages countries to join the World Trade Organisation Pharmaceutical Tariff Elimination Agreement (paragraph 23).
The Commission fully shares the commitment to international cooperation. Its proposal for a new EU4Health programme includes the objective to support the Union’s contribution to international and global health initiatives with a view to improve health, address inequalities and increase protection against global health threats and to strengthen cooperation with third countries on the exchange of knowledge and best practices in health systems preparedness and response. The Union should invest in cooperation with relevant international and multilateral organisations such as the United Nations and its specialised agencies. The EU4Health programme will work in synergy and complementarity with other EU policies and funds, notably the external action instruments, such as the Neighbourhood, Development and International Cooperation Instrument and the Instrument for Pre-accession Assistance III. The Commission has also worked with the World Health Organisation to provide support to developing countries’ health sector development to achieve universal health coverage.
The Commission released on 15 June a concept paper as regards a possible plurilateral initiative to facilitate trade in healthcare products with a group of partners.[footnoteRef:23] The aim is to increase the resilience of global value chains for pharmaceutical products. The Commission held exploratory discussions with a number of World Trade Organisation members and will pursue these exploratory talks further in the near future. [23:  	https://trade.ec.europa.eu/doclib/docs/2020/june/tradoc_158776.pdf.] 

The Parliament maintains that there is a need for a robust European intellectual property (paragraph 23) system to encourage Research and development (R&D) and manufacturing in Europe. A well-functioning ecosystem for the protection and enforcement of intellectual property rights remains a crucial incentive for innovation, the research and development of new medicines, treatments and vaccines. The Commission is committed to maintain a robust European intellectual property system to ensure that Europe remains an innovator and a world leader in the area of health. The Commission is working to improve the existing system further to ensure better performance and in order to address the emerging green, digital and health challenges. To this extent, the Commission plans to present an Intellectual Property (IP) Action Plan later this year.
The Parliament calls for EU joint procurement of COVID-19 vaccines and treatments (paragraph 17). The Commission stands ready to organise specific joint procurement procedures as long as there is interest from at least four Member States. In the context of COVID-19, five procedures have been launched so far. The first four concerned personal protective equipment, ventilators, testing kits and lab supplies. The fifth call is about intensive care unit supplies. A sixth call is being organised for the joint procurement of Veklury (remdesivir) and another one is being considered on supplies for COVID-19 mass immunisation (e.g. syringes). Further joint procurements can be launched at any time if the need arises and Member States express interest.
With regard to the Parliament’s call on Member States to issue compulsory licences, in the event that third countries do not act in a spirit of solidarity regarding vaccines and therapeutics (paragraph 8) the Commission notes that the Parliament rightly points out that this is a Member State competence. At the same time, the Commission considers compulsory licensing to be a last resort solution only. It is in close contact with the Member States to monitor any related developments and with a view to ensuring a coordinated approach on matters related to intellectual property and the available flexibilities.
The Parliament considers that the Union should be able to rely on the mobilisation of health professionals through the European Medical Corps to enable quick medical assistance and public health expertise to all Member States (paragraph 16). The Commission recalls that the EMC already gathers all emergency medical response capacities pre-committed by Member States to the European Civil Protection Pool. These include emergency medical teams (EMT), as well as mobile laboratories and aeromedical evacuation means. Following a request for assistance and the activation of the Union Civil protection Mechanism, medical capacities can be drawn from this pool for deployment during emergencies. The Commission encourages Member States to make more capacities available to the European Medical Corps, including by providing adaptation grants to support the upgrade and repair of committed capacities. In 2020, capacities from the European Medical Corps were deployed in Italy and Armenia in the context of the COVID-19 response. In 2019, emergency medical teams were dispatched to Mozambique and Samoa.
Immunisation, transparency and disinformation
The Parliament calls for the adoption of an EU vaccination card (paragraph 34) and advocates for a communication portal to share validated information with the public and fight against disinformation (paragraph 35). The Commission recalls that a feasibility study for the development of a common EU vaccination card is currently being carried out as foreseen by the 2018 Council Recommendation on strengthened cooperation against vaccine-preventable diseases.[footnoteRef:24] Furthermore, the set-up of a European vaccination information portal was already foreseen in the aforementioned Council Recommendation to provide objective, transparent and updated evidence online on vaccination and vaccines, their benefits and safety, as well as the pharmacovigilance process. The portal was launched in April 2020. The Commission recently adopted a Joint Communication on tackling COVID-19 disinformation[footnoteRef:25] and plans to continue working actively toward combating health-related disinformation and misinformation through, inter alia, a constant outflow of fact-based communication. It has been proactively publishing all actions and initiatives carried out during the COVID-19 pandemic on a unique website to inform citizens.[footnoteRef:26] It also includes a specific section on fighting disinformation. [24:  	https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018H1228(01)&from=GA]  [25:  	https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52020JC0008]  [26:  	https://ec.europa.eu/info/live-work-travel-eu/health/coronavirus-response_en#euactions] 

The Parliament calls for an EU action plan on the transparency of health information (paragraph 37). One of the actions foreseen by the “ERAvsCORONA” Action Plan[footnoteRef:27] entails establishing a pan European Research Data Platform on COVID-19. The objective is to enable researchers to store, share, reuse, analyse and process research data and metadata rapidly, openly and effectively. This will accelerate scientific discovery. The platform provides access to data and metadata from omics, pre-clinical research, clinical trials and observational studies, to epidemiological data. All data and metadata is kept as open and as FAIR (Findable, Accessible, Interoperable and Reusable) as possible by design. [27:  	https://ec.europa.eu/info/sites/info/files/covid-firsteravscorona_actions.pdf] 

New pharmaceutical strategy for Europe
The Parliament expects that the upcoming pharmaceutical strategy will diversify global supply chains, increase production of essential active pharmaceutical ingredients and medicines (paragraph 22 and 42). The Commission acknowledges the need to address these issues. Access to medical products and pharmaceuticals is crucial to Europe’s security and autonomy in today’s world. The pharmaceutical strategy for Europe will consider actions and measures to ensure the availability and affordability of medicines and incentivise the pharmaceutical industry to diversify and secure the supply of medicines and pharmaceutical ingredients in Europe.
The Commission is reflecting on a number of measures to improve affordability and access to medicines. This may include reinforced cooperation among national authorities on pricing and reimbursement and public healthcare payers. It will also reflect on the possibilities for transparency of R&D funding at EU level in the context of the strategy (paragraphs 20).
The Commission will further assess the available incentives for medicines (paragraph 44) building on the evaluation of the legislation on paediatrics[footnoteRef:28] and orphan medicinal products.[footnoteRef:29] It is likewise evaluating the EU’s system of supplementary protection certificates for medicinal products.[footnoteRef:30] [28:  	Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12 December 2006 on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive 2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004]  [29:  	Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December 1999 on orphan medicinal products]  [30:  	Regulation (EC) No 469/2009 of the European Parliament and of the Council of 6 May 2009 concerning the supplementary protection certificate for medicinal products] 

The resilience of the supply of the EU market will also be underpinned by trade policy actions. Through cooperation with third countries, the Commission has contributed to avoid and mitigate unnecessary disruptions. 
With regard to the call for a new proposal to revise the Council Directive on transparency on the prices of medicines,[footnoteRef:31] the Commission stresses the complexity of the issue and recalls the difficulties to have the previous proposal on the Directive adopted by the co-legislators. [31:  	Council Directive 89/105/EEC of 21 December 1988 relating to the transparency of measures regulating the prices of medicinal products for human use and their inclusion in the scope of national health insurance systems] 

The Parliament insists on the swift implementation of the Clinical Trials Regulation[footnoteRef:32] (paragraph 21). The Commission would like to inform that the European Medicines Agency intends to launch the clinical trials information system by mid-2021. This would allow for the implementation of the Regulation at the end of 2021. [32:  	Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC] 

Health in all policies, “One Health” approach, and antimicrobial resistance
The Parliament emphasizes its support for the “health in all policies” principle as well as its firm belief in the “One Health” approach, which connects human health, animal health and environmental protection (paragraphs 3 and 38). The Commission fully shares the Parliament’s view. Embedding health in all policies is an obligation pursuant to Article 168 of the Treaty on the Functioning of the European Union. For example, the new multiannual financial framework 2021-2027 allows even better coordination of all health-related investments. The Commission strives for more coherence and synergies between the different EU programmes and funds, linking closely their implementation with the gaps and needs of Member States identified in the European Semester. Other examples include initiatives on pharmaceuticals in the environment or prevention of cancer in the workplace.
The COVID-19 crisis has once again re-emphasized the connection between human health and the ways in which we interact with our environment and our planet. Therefore, a “One Health” approach is crucial. Past experience with zoonotic diseases with pandemic potential is that it is far more efficient and effective to take the necessary measures to eradicate the disease/ zoonoses from the animal host at source instead of tackling a pandemic once the virus has become transmissible from human to human. Eradication of diseases within the animal population also greatly reduces the probability of mutation of the virus to a human-to-human transmissible form.
The “One Health” approach is reflected in the Commission’s proposal for a new EU4Health programme. The proposed programme emphasizes the capability of the Union for prevention, preparedness and response to serious cross-border threats to health, including via “One Health” surveillance for early detection of pathogens in the interface between animals, humans and the environment.
The Commission will also continue to pursue the full implementation of the 2017 European One Health Action Plan against Antimicrobial Resistance (AMR).[footnoteRef:33] With respect to the requested action to limit the use of antimicrobials to cases where it is strictly necessary (paragraph 33), the Commission has already issued EU guidelines on the prudent use of antimicrobials in human health[footnoteRef:34] and has financially supported their implementation. As regards the use of antimicrobials in animals, the Regulation on veterinary medicinal products[footnoteRef:35] becomes applicable on 28 January 2022. It is a cornerstone of the action plan and lays down an array of measures, such as: a ban on the use of antimicrobials to promote growth or increase yield in animals; restrictions on the prophylactic and metaphylactic use of antimicrobials; the possibility to reserve antimicrobials for the treatment of humans only; and mandatory collection of data by EU Member States on the volume of sales and on the use of antimicrobials in animals. This regulation also establishes that third-country operators must also respect the ban on the use of antimicrobials in animals to promote growth or increase yield and the ban on the use of certain antimicrobials designated in the EU as reserved to human use, when they intend to export animals or products of animal origin to the EU. The preparation and adoption of some 25 delegated and implementing acts to fully operationalise these legally binding provisions in practice is ongoing. [33:  	https://ec.europa.eu/health/amr/sites/health/files/antimicrobial_resistance/docs/amr_2017_action-plan.pdf]  [34:  	https://ec.europa.eu/health/amr/sites/amr/files/amr_guidelines_prudent_use_en.pdf]  [35:  	Regulation (EU) 2019/6 of the European Parliament and of the Council of 11 December 2018 on veterinary medicinal products and repealing Directive 2001/82/EC] 

Research
The Parliament calls for stronger coordination and synergies for health and epidemiological research (paragraphs 43 and 46). The Commission would like to recall that there are already a number of effective, well-established mechanisms to coordinate health and epidemiological research. The Commission adopts Horizon 2020 work programmes and approves the funding of certain actions with the involvement of the programme committee. At a programmatic level, Member States and the Commission also cooperate closely in aligning funding programmes. The so-called European Research Area-Nets and Joint Programming Initiatives bring together national and Horizon2020 funding around common themes, such as: rare diseases, antimicrobial resistance, cancer, and neurodegenerative diseases. In total, there are currently 12 such Commission-Member State partnerships that together mobilise approximately EUR 800 million over the 2014-2020 period.
Looking ahead, and depending on the final size of the Horizon Europe budget and its prioritisation, a candidate public-private partnership is expected to be launched in 2021 as a follow-up to the Innovative Medicines Initiative. Another example is the proposed European partnership under Horizon Europe on health systems transformation that could accelerate the development and uptake of innovative approaches (digital, biomedical, technological and organisational). There are some considerations on a possible candidate partnership on “pandemic preparedness and societal resilience” but its scope and other details are currently under discussion.
Miscellaneous other requests
The Parliament requests a number of new initiatives (paragraphs 49, 50, 51, and 53) covering: action plans on mental health, healthy ageing, and rare and neglected diseases as well as a new Strategic Framework for Health and Safety. In addition, the Parliament calls on the Commission and the Member States (paragraph 31) to investigate the impact COVID-19 has had on long-term residential facilities and to come up with proper legislative solutions.
The Commission will encourage Member States to use the opportunities offered by the Coronavirus Response Investment Initiative, and other initiatives, to tackle the social consequences of confinement, including reinforced support for improving mental health. The Commission has created a thematic network for stakeholders on COVID-19 and mental health on the Health Policy Platform to exchange information and best practice on safeguarding mental health and wellbeing and develop guidance that can help tackle the psychological burden of this pandemic.
This work is underpinned by a decision of the Steering Group on Promotion and Prevention and Management of Non-Communicable Diseases, which in 2019 set mental health as a priority area for best practice transfer. More specifically, the Commission will support the implementation of four best practices through a Joint Action and two projects via the Health programme’s annual work plan for 2020. Furthermore, Europe’s Beating Cancer Plan will also integrate several issues relevant to the mental health of people living with and/ or surviving cancer thus supporting a holistic approach to mental and physical health.
Building on its report of 17 June 2020 on the impact of demographic change[footnoteRef:36] the Commission is working on a Green Paper on ageing. It will address among other issues possible ways to anticipate and respond to the socio-economic impacts of demographic change and in particular ageing. [36:  	https://ec.europa.eu/transparency/regdoc/rep/1/2020/EN/COM-2020-241-F1-EN-MAIN-PART-1.PDF] 

In follow-up to principle 18 of the European Pillar of Social Rights[footnoteRef:37] establishing the right to long-term care, the Commission works with Member States as part of the Social Open Method of Coordination on the main horizontal challenges in relation to long-term care systems. Currently, in preparations for the forthcoming 2021 joint Social Protection Committee and Commission report on long-term care, the Commission and Member States are investigating the impacts of the crisis on long-term care systems including on residential care and the corresponding policy responses. [37:  	The principle states “the right to affordable long-term care services of good quality, in particular home-care and community-based services” for everyone] 

The Commission does not intend to propose a new action plan on rare and neglected diseases. It has already committed to assess the progress made in the implementation of the current rare disease strategy, building on the outcomes of several processes that are ongoing or foreseen. These include the Rare 2030 Pilot Project, the evaluation of the Third Health Programme, and the evaluation of the Cross-Border Healthcare Directive.[footnoteRef:38] Based on these exercises the Commission will make an informed decision on whether a new rare disease strategy is necessary. [38:  	Directive 2011/24/EU of the European Parliament and of the Council of 9 March 2011 on the application of patients’ rights in cross-border healthcare] 

[bookmark: _GoBack]With regard to a new Strategic Framework for Health and Safety, preparatory work is being carried out that will also look at post COVID-19 health and safety implications at the workplaces and all other relevant related aspects.
