[bookmark: diabetes][bookmark: Sujet]Follow-up to the European Parliament non-legislative resolution on prevention, management and better care of diabetes in the EU on the occasion of World Diabetes Day
1. Resolution tabled pursuant to Rule 132(2) of the European Parliament's Rules of Procedure
2. [bookmark: TANumber]Reference number: 2022/2901 (RSP) / B9-0492/2022 / P9_TA(2022)0409
3. Date of adoption of the resolution: 23 November 2022
4. Competent Parliamentary Committee: N/A
5. Brief analysis/assessment of the resolution and requests made in it:
The resolution refers to the high and rising diabetes prevalence in the EU (paragraph 1) and welcomes the development of the Healthier Together – EU Non-Communicable Disease Initiative (paragraph 4). The Parliament calls on the Commission to set ambitious targets to decrease diabetes prevalence and improve care and quality of life for affected people (paragraph 5). The resolution also stresses that the Healthier Together Initiative should include collaboration with Member States in improving data collection on the epidemiology and economic cost of diabetes prevention and management, and stresses that best practices and research on prevention and clinical interventions should be supported (paragraph 6). The Parliament also calls on the Commission to include up-to-date evidence in all actions and documents (paragraph 8) and asks the Commission and the Member States to implement and evaluate prevention plans for all non-communicable diseases (NCDs) (paragraph 9). The resolution stresses that health inequalities in diabetes between EU citizens should be addressed and that systemic changes through population-wide public policies are needed (paragraph 10).
The Parliament emphasises the importance of viewing NCDs from a One Health approach and the role of EU health legislation in preventing chronic diseases and addressing health risks (paragraphs 12 and 13). It underlines the importance of a healthy food environment and diet in preventing type 2 diabetes and asks the Commission and the Member States to ensure that healthy and sustainable food is the most affordable (paragraph 14). Related to nutrition, the resolution also calls on the Commission to adopt a mandatory, harmonised EU front-of-pack nutritional label, supports restricting the advertising of sweetened beverages and processed food products in the legislative proposals under the farm to fork strategy (paragraph 17). Another concern is that prevention efforts should include tackling the socio-economic determinants of health and promoting active and tobacco-free living (paragraph 15).
The resolution calls on the Commission to support the user-friendly digitalisation of healthcare and to adopt new technologies to allow for more effective self-management of diabetes, with high data privacy and cybersecurity standards, and stresses the potential of the European Health Data Space in this regard (paragraph 20). It calls on the Commission to involve patient organisations and encourages the joint development of outcome measures with patients (paragraph 21), and to provide transparent financial support to key non-governmental organisations (paragraph 22).
Regarding medicines, the resolution calls on the Commission to address barriers to human and analogue insulin (paragraph 24), to support production capacities for high-quality, affordable insulin, injection devices, and glucose monitoring tools (paragraph 28), and to increase price transparency and highlight the factors limiting affordability and patient access to medicinal products, and address the root causes of pharmaceuticals shortages, also by promoting on- and off-patent competition and the market entry of generic and biosimilar medicines (paragraph 32).
Regarding diabetes care, the Parliament calls on the Commission to provide guidance to the Member States to avoid interruptions of care during humanitarian emergencies (paragraph 25), and to support the upskilling, integration, and continuity of primary and proximity care in Member States (paragraph 26).
The resolution also makes calls related to research funding, calling on the Commission to support research into unmet clinical needs for diabetes (paragraph 28), and in underrepresented populations (paragraph 29), and to ensure that EU funding for biomedical research and development is conditional on the transparency of investments (paragraph 31), driven by patient and public health needs (paragraph 33), and continued under current and future EU research framework programmes, including on integrated care models, intervention for diabetes prevention and management, and the impact of digital technologies (paragraph 35).
6. Response to requests and overview of action taken, or intended to be taken, by the Commission:
Paragraphs 2 and 5: The Commission is committed to reducing the burden of major non-communicable diseases (NCDs), including diabetes by supporting EU Member States in their efforts to reach the targets of the United Nations and the World Health Organization by 2025, as well as the Sustainable Development Goals (SDG) and in particular, SDG 3.4, which aims to, by 2030, reduce by one third premature mortality from NCDs through prevention and treatment and promote mental health and well-being.[footnoteRef:1] The Healthier Together – EU Non-communicable Diseases Initiative[footnoteRef:2] outlines actions for five target areas, including diabetes. [1:  	Steering Group (europa.eu)]  [2:  	Healthier together – EU non-communicable diseases initiative (europa.eu)] 

Paragraph 6: The Commission is already working with the Member States and stakeholders to share best practices on health promotion and non-communicable disease prevention, including on physical activity, nutrition, and other risk factors such as tobacco consumption through the publicly accessible best practice portal[footnoteRef:3]. [3:  	BP Portal (europa.eu)] 

A Joint Action on diabetes type 2 (Reverse Diabetes 2 now) funded under the EU4Health 2021 work programme[footnoteRef:4] with EUR 4 million will start in February 2023. Another Joint Action on diabetes[footnoteRef:5] (combined with cardiovascular diseases) is planned under the 2022 EU4Health work programme with funding support of EUR 53 million. It is complemented by a call for proposals[footnoteRef:6] supporting stakeholder action towards the same objectives. The Joint Action on diabetes and cardiovascular diseases is planned to improve data availability and quality on diabetes, with main areas for intervention including a review of current data sources on diabetes, an improved use of the collected data, and the implementation and sharing of good practices in Member States. [4:  	EU4Health programme 2021-2027 – a vision for a healthier European Union (europa.eu)]  [5:  	JA on cardiovascular diseases (CVDs) and diabetes.pdf (europa.eu)]  [6:  	Funding & tenders (europa.eu)] 



The Joint Research Centre is also currently working on a feasibility study to assess the possibilities for the collection of data on NCDs. This study will start with diabetes as a pilot area.
Paragraph 8: The Commission ensures that all actions and documents present an accurate picture of current scientific evidence on diabetes and modifiable risk factors. This is reflected in the guidance document[footnoteRef:7] for the Healthier Together – EU non-communicable diseases initiative. Further, the recently set up Commission expert group on public health (Commission Decision on 07/12/2022[footnoteRef:8]) will advise the Commission on policy development and transfer of best practices related to major public health challenges, including non-communicable as well as communicable diseases. [7:  	EU Non-communicable diseases (NCDs) initiative: Guidance document (europa.eu)]  [8:  	Commission Decision setting up a Commission expert group on public health (europa.eu)] 

Paragraph 9: The Healthier Together – EU non-communicable diseases initiative specifically focuses on health promotion and disease prevention and the actions may result in prevention plans on each target area.
Paragraphs 10, 14, and 15: The Healthier Together – EU non-communicable diseases initiative recognises health inequalities within and between EU Member States as an important transversal theme. The initiative encourages the Member States to take actions with a focus on ambitious population-wide approaches. Under the annual EU4Health Programme work plan for 2021, an EUR 3 million Joint Action on implementing two best practices on physical inactivity and other risk factors (“Healthy lifestyle: Smart Family” and “Grünau moves”) specifically focuses on children in deprived districts.
The Commission recognises the importance of a healthy food environment in preventing NCDs. Therefore, the Commission currently funds a Joint Action on healthy nutrition. The main focus of the EUR 6 million Best-ReMaP Joint Action[footnoteRef:9] that started in 2020 will be on adapting, replicating and implementing effective health interventions, based on proven practices in the areas of food reformulation, framing of food marketing and public procurement of healthy food in public settings, thus contributing to an increased offer of healthier options of processed foods (by reducing salt, sugar and fat from the processed foods) available in EU (super)markets. [9:  	About us – Best-ReMaP (bestremap.eu)] 

Under the 2022 EU4Health work programme, a further specific Joint Action on health determinants[footnoteRef:10] (“Cancer and other NCDs prevention – action on health determinants”) addresses risk factors related to diabetes and other NCDs, which will also include interventions on the cross-cutting themes of physical activity, tobacco, nutrition and alcohol. [10:  	JA on Cancer and other NCDs prevention action on health determinants.pdf (europa.eu)] 

As outlined in the Commission Work Programme for 2023, a proposal for a Council Recommendation on smoke-free environments is scheduled for the third quarter of 2023.
Paragraph 17: In the Farm to Fork Strategy and Europe’s Beating Cancer Plan, the Commission announced the revision of the Regulation on Food Information to Consumers. Technical work is ongoing in view of gathering evidence, based on scientific analysis provided by the European Food Safety Authority and the Joint Research Centre and consultations with citizens, stakeholders and targeted surveys with Member States, businesses, SMEs and consumer/health organisations.
Paragraph 20: The Commission fully acknowledges the importance of digitalisation of healthcare. In order to unleash the full potential of health data, on 3 May 2022 the Commission adopted a proposal for a Regulation on the European Health Data Space (EHDS). It aims to contribute to the strengthening of health systems by providing for easier, better and safer access to health data. The greater availability of electronic health data will support the development of new and innovative medicinal products and devices that can help provide better, more personalised care that will improve treatments and save lives. 
The EHDS would be funded by contributions from the Commission and from Member States. Overall, at EU level, the Commission intends to provide over EUR 810 million to support the EHDS[footnoteRef:11]. In addition, Member States will have, under the Recovery and Resilience Facility, EUR 12 billion in investments that are dedicated to investment and reforms to drive the digitalisation of health systems.  [11:  	EU Health: European Health Data Space (europa.eu)] 

With the EHDS, patients will have immediate and easy access to the data in electronic form, free of charge with strong data privacy and cybersecurity safeguards. Citizens will be in full control of their data, would be able to share it with other healthcare providers, thus avoiding unnecessary costs from duplication of tests and would be able to add information thus promoting self-management. In addition, patient organisations will participate in the work of the EHDS Board, ensuring that diabetes patients’ concerns are taken into account. Regulatory agencies, policy makers and researchers would be able to have access to health data for their activities and research, under strict conditions (based on a permit, not being able to identify the patient and processing data in a secure environment, from where no personal data can be extracted).
Paragraph 21: The Healthier Together – EU non-communicable diseases initiative has been developed in close cooperation with Member States and patient groups, and the Commission continues to liaise with the stakeholder community via meetings (the latest meeting took place on 28 November 2022).
Paragraph 22: The EU4Health Programme includes provisions concerning financial support to non-governmental organisations. Organisations may apply for support in accordance with the applicable rules.
Paragraphs 25 and 26: The Commission supports the Member States in their efforts to strengthen primary care and advance with the implementation of integrated care. Two projects funded by the Third Health Programme, VIGOUR and SCIROCCO-Exchange, helped national and regional care authorities to build capacity for implementing integrated care, via the transfer of knowledge and experience from integrated care pioneers. Furthermore, a new Joint Action, CIRCE-JA, will start in the first quarter of 2023 with funding from EU4Health, to help Member States transfer good practices in primary care. Collaboration between care professionals within multi-disciplinary care teams is a feature of several of these good practices in primary care and integrated care.
The EU4Health Programme training action (HS-g-22-15.01 Call for proposals to provide training for health workforce, including digital skills)[footnoteRef:12] supports, via an open call for proposals, training initiatives for health professionals with a focus on digital skills. [12:  	com_2022-5436_annex2_en.pdf (europa.eu)] 

With the EHDS, the work of health professionals will be made easier and more effective. With improved interoperability, health professionals will be able to access a patient's medical history across borders, thus increasing the evidence base for decisions on treatment and diagnosis, including when the patients' data is in another EU Member State. It will promote integration and continuity of care when patients travel from one Member State to another. Member States will ensure that patient summaries, ePrescriptions, images and image reports, laboratory results, and discharge reports are issued and accepted in a common European format ensuring interoperability between electronic health record systems and allowing broad categories of healthcare professionals to share and access this data. By strengthening interoperability to support data exchange between healthcare providers within countries and across borders, the EHDS will facilitate collaboration between healthcare professionals including within multi-disciplinary care teams where they can easily share interoperable data between different medical specialties.
Paragraphs 27 and 35: Research on NCDs including diabetes, has been a longstanding priority of the Commission, through its Framework Programmes for Research and Innovation. The current EU Research and Innovation Framework Programme (2021-2027), Horizon Europe[footnoteRef:13], provides further support for impact-oriented health research in Europe and beyond, including diabetes research, notably via its Health Cluster. This cluster supports collaborative research in the health area, and its aims are centred on main strategic priorities such as fostering good health and high-quality accessible health care; a resilient EU prepared for emerging threats; high-quality digital services for all; and a competitive and secure data-economy. [13:  	https://ec.europa.eu/info/research-and-innovation/funding/funding-opportunities/funding-programmes-and-open-calls/horizon-europe_en] 

The Horizon Europe ERA4Health partnership[footnoteRef:14], which gathers the Commission and 32 entities from 22 countries (including 17 EU Member States), aims at coordinated work in tackling diseases and reducing disease burden. The 7-year partnership started on 1 November 2022, and currently focuses on the integration of European initiatives on nutrition- and lifestyle-related diseases, cardiovascular diseases and nano-medicine, and investigates how to best foster European collaborative research in support of investigator-initiated clinical studies for treatments of unmet medical needs. [14:  	https://era4health.eu/] 

Furthermore, the Commission is a member of the Global Alliance for Chronic Diseases (GACD). The GACD brings together major international health research funding agencies specifically to address the growing burden of NCDs, including diabetes, in low- and middle-income countries and vulnerable populations in high-income countries. Implementation science is at the core of the GACD, with results supporting evidence-based policymaking for robust programmes to improve public health. From 2021-2023, the GACD is launching annual research funding calls that will produce new knowledge about how to prevent or reduce common NCD risk factors, as well as how to integrate care across different chronic conditions. These grants will add to the existing knowledge base of how to prevent and treat type 2 and gestational diabetes as well as associated comorbidities.
Paragraph 28: In the announced reform of the EU pharmaceutical legislation, the Commission considers how to adapt the system of incentives to stimulate research and development of innovative medicines needed by patients and health systems and a special pathway for repurposed off-patent medicines. It is also important to underline that one of the key objectives of the reform is to achieve a Union approach that provides greater potential for research and development in areas of unmet medical needs. Measures to enable competition from generic and biosimilar medicines will also contribute to improving patient access and affordability of medicines, including for diabetes.
Regarding the security of supply of medicines in the EU, the Commission objective is to introduce specific measures including stronger obligations for supply and transparency, earlier notification of shortages and withdrawals, enhanced transparency of stocks and stronger EU coordination and mechanisms to monitor, manage and avoid shortages. A framework will set out measures to be taken by the Member States and the European Medicines Agency (EMA) in order to enhance the Union's capacity to react efficiently and in a coordinated manner to support shortage management and security of supply of medicines, in particular critical medicines, to EU citizens, at all times. The provisions to strengthen the security of supply of medicines in the EU were, in part, informed by the Commission study on shortages and a structured dialogue with and between the actors in the pharmaceuticals manufacturing value chain and public authorities. The revised framework will support and further develop the roles of Member States and national competent authorities set out in the extension of the EMA mandate (Regulation (EU) 2022/123) and also complement the mission of the Commission’s Health Emergency Preparedness and Response Authority (see also reply to paragraphs 27 and 35).
Paragraph 29: Health research and innovation, including on NCDs and co-/multi-morbidities, is a focus of Horizon Europe, especially via its Cluster 1 ‘Health’, the Mission on Cancer (contributing to the Europe’s Beating Cancer Plan), Innovative Health Initiative Joint Undertaking and the European Innovation Council, which provide financial support to research and innovation projects notably based on their excellence.
Special attention is paid to support research and innovation in vulnerable and underrepresented populations such as the elderly, children, women and patients with comorbidities where relevant.
Examples of past relevant call topics include HORIZON-HLTH-2022-STAYHLTH-01-05[footnoteRef:15], HORIZON-HLTH-2022-DISEASE-07-03[footnoteRef:16], HORIZON-JU-IHI-2022-01-03[footnoteRef:17]. Examples of current relevant call topics include: HORIZON-MISS-2022-CANCER-01-01[footnoteRef:18], HORIZON-MISS-2023-CANCER-01-02[footnoteRef:19], HORIZON-HLTH-2024-STAYHLTH-01-05-two-stage[footnoteRef:20]. [15:  	https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-hlth-2022-stayhlth-01-05-two-stage ]  [16:  	https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-hlth-2022-disease-07-03 ]  [17:  	https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-ju-ihi-2022-01-03 ]  [18:  	https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-miss-2022-cancer-01-01]  [19:  	https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-miss-2023-cancer-01-02  ]  [20:  	https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/horizon-hlth-2024-stayhlth-01-05-two-stage ] 

[bookmark: _Hlk124845783]Paragraphs 24 and 30: Availability, patient access and affordability of medicines are key elements for a successful pharmaceutical policy. The overall aim of the Commission's policy is to enhance accessibility, affordability and availability of medicines, including for diabetes. While pricing and reimbursement policies remain the responsibility of the Member States, the Commission will continue its efforts to ensure that patients have access to affordable medicines and that EU health systems remain sustainable. The revision of the pharmaceutical legislation cannot directly influence decisions of downstream actors which are at the national remit, but it can act as an enabler. This can be achieved though measures promoting early dialogue among decision makers along the lifecycle of medicines, especially on the evidence needs of various actors. In the revision of the pharmaceutical legislation, measures will be also proposed to promote competition, and increase the number of therapeutical alternatives, especially from earlier market entry of generics and biosimilars, which is expected to lower prices of medicines and contribute to affordability. Also as a follow up to pharmaceutical strategy (COM(2020) 761 final), the Commission will support cooperation between national authorities to exchange best practices on pricing, payment and procurement policies.
Paragraph 31: The Commission makes information publicly available regarding all entities benefitting from financial support through EU Framework Programmes for Research and Innovation and the budget respectively allocated in supported actions. Communication activities of the beneficiaries related to supported actions, dissemination activities and any major result funded by the grants must acknowledge EU support, and display the European flag (emblem) and funding statement.
The transparency and reporting of Union contribution under the Innovative Health Initiative and Global Health EDCTP3 joint undertakings follow the standard provisions of Horizon Europe. As per Council Regulation (EU) 2021/2085[footnoteRef:21] establishing Joint Undertakings (JUs) under Horizon Europe, participants to the actions funded by the Innovative Health Initiative and the Global Health EDCTP3 JUs must ensure that the products or services that they develop based or partly based on the results of clinical studies undertaken as part of these actions are affordable, available and accessible to the public at fair and reasonable conditions. For that purpose, where relevant, the work programmes specify the additional exploitation obligations. [21:  	See Articles 114 and 125(4) of the Council Regulation (EU) 2021/2085 of 19 November 2021 establishing the Joint Undertakings under Horizon Europe and repealing Regulations (EC) No 219/2007, (EU) No 557/2014, (EU) No 558/2014, (EU) No 559/2014, (EU) No 560/2014, (EU) No 561/2014 and (EU) No 642/2014 (OJ L 427, 30.11.2021, p. 17-119).] 

[bookmark: _Hlk124930170]Paragraph 32: One of the objectives of the revision of the pharmaceutical legislation is to make the necessary adaptations to future-proof this framework and ensure it continues to be innovation friendly. Bottlenecks and regulatory gaps that can hamper innovation and new breakthroughs should be avoided, notably though an incentives system that rewards innovation, addresses unmet medical needs and access disparities in the EU. Regarding shortages, the Commission will also propose to revise the EU legislation to enhance security of supply through measures relating to supply, earlier notification of shortages, enhanced transparency of stocks and stronger EU coordination and mechanisms to monitor, manage and avoid shortages.
Regarding the role of generic and biosimilar medicines, the Commission will, through the revision of the pharmaceutical legislation, address market competition considerations and in that way improve access to generic and biosimilar medicines. Several measures to facilitate the assessment and market entry for generic and biosimilar medicines are considered to facilitate their authorisation and life-cycle management.
Paragraph 33: The overall research priorities of Horizon Europe are fully aligned with the Commission’s overarching political priorities, which include “Promoting our European way of life – Protecting our citizens and our values”, and “An economy that works for people – Ensuring social fairness and prosperity”.
At the start of Horizon Europe, to set research and innovation priorities for a sustainable future, the Commission proposed a first Strategic Plan for 2021-2024. A novelty in Framework Programme implementation, the strategic plan of Horizon Europe sets the strategic orientations for investments in the programme's first four years. The first Strategic Plan has been prepared following an extensive co-design process involving the European Parliament, Member States, stakeholders and the public at large (including patients and patients’ organisations). The co-design process notably took part via discussions at the R&I Days, the Commission’s annual flagship Research and Innovation event, bringing together policymakers, researchers, entrepreneurs and the public to debate and shape the future of research and innovation. More than 8000 contributions have been submitted in various stages of the strategic planning process. This inclusive co-design process aims to ensure that priorities meet the needs and gather the broadest possible ownership, and it optimises the overall impact of Horizon Europe. Currently, the Commission is preparing of the second Strategic Plan for 2025-2027.
As per Council Regulation (EU) 2021/2085[footnoteRef:22] establishing Joint Undertakings (JUs) under Horizon Europe, participants to the actions funded by the relevant calls of the Innovative Health Initiative and the Global Health EDCTP3 JUs must ensure that the products or services that they develop based or partly based on the results of clinical studies undertaken as part of these actions are affordable, available and accessible to the public at fair and reasonable conditions. For that purpose, where relevant, the work programmes specify the additional exploitation obligations. [22:  	See articles 114 and 125(4) of the Council Regulation (EU) 2021/2085 of 19 November 2021 establishing the Joint Undertakings under Horizon Europe and repealing Regulations (EC) No 219/2007, (EU) No 557/2014, (EU) No 558/2014, (EU) No 559/2014, (EU) No 560/2014, (EU) No 561/2014 and (EU) No 642/2014 (OJ L 427, 30.11.2021, p. 17-119).] 

[bookmark: _GoBack]Paragraph 34: The EU legal framework on Health and Safety at Work aims at preventing risks for the health and safety of workers at work. Discrimination against people living with diabetes, or with any other condition, cannot be based on this framework. As regards the EU legislation on road safety, the EU rules on driving licences establishes the standards on physical and mental fitness to be met in order to hold a driving licence. Regarding Diabetes Mellitus, restrictions and more frequent medical checks are applied. The Commission is currently preparing a revision of the Directive on driving licences. In that context, it is under consideration to relax these constraints, taking into account the technological evolutions and the improvement in health care for diabetes.
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