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	European Commission position on points 
of the European Economic and Social Committee (EESC) opinion considered as essential

	The Commission acknowledges the opinion presented by the Committee regarding the Strategy for European Life Sciences[footnoteRef:1], along with the European Strategy on Research and Technology Infrastructures, respectively adopted by the Commission on 2 July 2025 and 15 September 2025. The Commission thanks the EESC for its analysis and recommendations on these key policy initiatives, and the EESC’s focus on the treatment of rare diseases. [1: 
1 	COM(2025) 525 final (https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52025DC0525).] 

1. Recommendations and generalities
The EESC calls for the swift alignment and clarification of how ‘rare diseases’ are defined. The Commission would like to refer to Article 3(1) of the Regulation on orphan medicinal products[footnoteRef:2] implicitly laying out the prevalence of rare diseases in the criteria for designation of a medicinal product as ‘orphan’.  This concept is reflected in the forthcoming revised pharmaceutical Regulation[footnoteRef:3] which will notably repeal the above-mentioned Regulation. [2:  	Regulation (EC) 141/2000 (https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2000:018:0001:0005:en:PDF).]  [3:  	https://ec.europa.eu/commission/presscorner/detail/en/ip_25_3015 .] 

The EESC recommends that cross-cutting support actions should include the promotion of talented and young entrepreneurs, data integration and Intellectual Property (IP) protection. The Commission agrees that these are important elements to accelerate the life science innovation journey, and these elements are an integral part of the Strategy for European Life Sciences. 
The Strategy for European Life Sciences encourages Member States to strengthen national programmes that promote innovation and entrepreneurship in key life science sectors. The Strategy seeks to strengthen skills and careers for competitive European life sciences through various initiatives. This is in line with the STEM (Science, Technology, Engineering, and Mathematics) Education Strategic Plan, an initiative accompanying the Union of Skills[footnoteRef:4] that aims to enhance the quality of education and training in science, technology, engineering, and mathematics and foster talent in critical, fast-growing fields such as life sciences. Life science entrepreneurs should also benefit from the Blue Carpet initiative announced in the EU Startup and Scaleup Strategy[footnoteRef:5], which notably aims at promoting and strengthening entrepreneurial education.  [4:  	COM(2025) 90 final (eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX%3A52025DC0090).]  [5:  	COM(2025) 270 final (EUR-Lex - 52025DC0270 - EN - EUR-Lex).] 

The Strategy for European Life Sciences recognises the invaluable importance of data to advance life sciences and their applications. In this context, access to large-scale, high-quality datasets and the ability to analyse them (for example via artificial intelligence tools) are essential. The Commission concurs with the EESC that life sciences research infrastructures dedicated to biodata, as well as to biosamples, are critical to deliver life science-based innovation. This is why the Strategy for European Life Sciences underlines its support to pan-European research and technology infrastructures in the life sciences. Furthermore, the EU Strategy on Research and Technology Infrastructures aims to strengthen their sustainability, coordination and accessibility. The European Health Data Space (EHDS) Regulation[footnoteRef:6] establishes a clear framework for accessing electronic health data in a secured and streamlined way. This will unlock further potential for the re-use of health data for health research purposes. [6:  	Regulation (EU) 2025/327 of the European Parliament and of the Council of 11 February 2025 https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L_202500327.] 

The Strategy for European Life Sciences stresses that a predictable and balanced intellectual property framework is crucial for a vibrant life science innovation ecosystem. In this respect, the Commission promotes the Unitary Patent system and encourages all EU Member States to join this system. The Commission also actively supports the ongoing co-decision process for a reform of the EU regime for supplementary protection certificates (SPCs) and aims for the rapid creation of a unitary SPC.
The EESC calls for innovation financing in the 2028-2034 Multiannual Financial Framework (MFF). The proposal for Horizon Europe, the Framework Programme for Research and Innovation for the period 2028-2034, places research and innovation at the heart of the Union’s economy and investment strategy. It aims to increase its investments in innovation notably by supporting innovation throughout Europe and increasing support for breakthrough innovation.
The EESC underlines that European partnerships are vital in fostering the meaningful and structured engagement of the full spectrum of stakeholders and asks for formalised mechanisms for their participation. The Commission agrees with the EESC that European partnerships represent successful models of research and innovation ecosystems, as underlined in the Strategy for European Life Sciences. Horizon Europe offers the flexibility to involve relevant partners in order to deliver at best on the stated aims of specific partnerships. The European partnership on rare diseases (see below) has such a structured mechanism in place.
The EESC suggests that the development of advanced therapy medicinal products (ATMPs) should be treated as a strategic EU priority. The Strategy for European Life Sciences underscores ATMPs as high-value products, critical to improve patient outcomes and to strengthen Europe’s position as a global leader in biomedical innovation. Therefore, the Commission aims to create a network of European Centres of Excellence in ATMPs to coordinate their further development, together with the Member States.
The EESC points to the fact that health systems in the EU differ and calls for the EU to prioritise coordination across health systems by, among others, supporting coordination of objectives, structured exchange of evidence and good practices. Through various actions funded by EU programmes such as the EU4Health, the Commission promotes exchange of knowledge and transfer of good practices. For example, the ‘State of Health in the EU’ delivers every two years a set of ‘Country Health Profiles’, which highlight the latest challenges and policy responses in national health systems in the EU. The most recent country health profiles were published in 2025 and included a dedicated analysis about pharmaceuticals. Several Joint Actions funded by EU4Health bring Member States together to work on common challenges and to support the transfer of good practices across Member States. The Joint Action CIRCE-JA (the Joint Action on the transfer of best praCtices In pRimary CarE) is such an example, working on the transfer of six good practices in primary care to 40 new implementation locations in 12 Member States.
[bookmark: _Hlk224662975]The EECS highlights the European Health Data Space (EHDS) as a cornerstone of Europe’s emerging data-driven life sciences ecosystem. It stresses that interoperable EHDS data environments, combined with genomic initiatives, biobanks and research and technology infrastructures, including digital ones, will be critical to advancing precision medicine, rare disease research and trustworthy AI development in Europe. 
To support the implementation of the EHDS by 2029, the Commission is developing the HealthData@EU data infrastructure and deploys a range of support actions, such as the TEHDAS2 Joint Action, focused on preparing the harmonised implementation of the secondary use of EHDS. The Commission also provides Direct Grants to national authorities to implement the EHDS infrastructure and functions. In addition, the Community of Practice (CoP) for EHDS secondary use, enables coordination, exchange of best practices and joint development among the competent national authorities in the area of secondary use of health data. A dedicated capacity-building programme is also being rolled out, to prepare competent authorities across Member States. 
The EESC suggests extending the Health Emergency Preparedness and Response Authority (HERA)’s mandate to cover rare diseases, or to use HERA as a model for a new EU authority for non-communicable diseases. HERA’s core mission is to improve preparedness and response to serious cross-border threats in the area of medical countermeasures5. To allow for a swift operationalisation and to give access to the Commission’s existing powers, tools and programmes, HERA was established within the Commission.
Considering results of the recent Report on the review of the implementation of the operations of the HERA pursuant article 8 of the Commission decision establishing HERA[footnoteRef:7], HERA has not yet fully achieved its objectives. Adding new tasks to HERA’s mandate might jeopardise achievement of its main goals, beside requiring additional expertise in non-communicable diseases.  [7:  	C/2021/6712 (Decision - 16 September 2021 - EN - EUR-Lex).] 

The EESC recommends that the European Medical Agency (EMA), health technology assessment (HTA) bodies and ‘notified bodies’ should coordinate evidence requirements, early dialogue and consultations more quickly and improve the flexibility of standardised procedures. As reflected in the Strategy for European Life Sciences, the Commission supports closer alignment between regulatory authorities and HTA bodies. In this context, the EU HTA Regulation introduces Joint Scientific Consultations. As of 2025, seven joint scientific consultation procedures have been initiated, thereby helping streamline evidence requirements and minimise duplication in the assessment process, as well as speeding up market access to innovative products. As part of the joint clinical assessment of medical devices and in-vitro diagnostic medical devices, an exchange of information between ‘notified bodies’ and the Commission is taking place to prevent the duplication of information submission and reduce the administrative burden
2. Rares diseases
The EESC stresses that only a holistic, integrated approach and a culture of cooperation and collaboration can bring about success in developing the life sciences, including the integration of natural and climate-based therapies into prevention and rehabilitation. The EESC underlines the importance of embracing the ‘One Health’ approach and covering the full ‘life sciences’ spectrum. The EESC requests that the EU’s network of medical spas, climate health resorts and natural therapeutic environments be recognised assets as part of the Strategy for European Life Sciences. The Commission agrees that integrated, holistic approaches, which promote cooperation and collaboration are central to advancing research and innovation in the life sciences across their whole value chain, for the ultimate benefit of end users. This is the underlining thread of the Strategy for European Life Sciences, notably when it comes to thriving research and innovation ecosystems, bringing together life science disciplines, stakeholders and funding. The Strategy for European Life Sciences does not promote one type of life science discipline, sector or innovation over another; therefore, it does not prescribe what a holistic approach should include. The Strategy for European Life Sciences however stresses that cooperation between researchers, innovators, industry, users and policymakers are key to match specific needs for solutions (such as those of patients affected with rare diseases) with promising innovation. Such ecosystems also improve the efficiency of the process of translating knowledge into real-world applications.
Specifically in the field of rare diseases, the Commission agrees that it is an area with high EU added value. The Commission takes good note of the EESC position backing the call of the European Parliament for an EU Action Plan for Rare Diseases and stresses its dedication to improve diagnostics and treatments for rare diseases patients for example through its successive Research & Innovation Framework Programmes, which have funded over the last 25 years many collaborative research projects delivering new diagnostic tools or therapeutic options for rare disease patients. Currently, many distinct projects tackle different groups of rare diseases (neuromuscular, eye, kidney disorders etc.) under Horizon Europe. The flagship on rare diseases, namely the European partnership on rare diseases (European Rare Diseases Research Alliance[footnoteRef:8] – ERDERA), is consolidating the rare diseases ecosystem as a whole, including clinical research implemented with European Reference Networks (ERNs). ERDERA, a public-public co-funded partnership also involving patients, clinicians and industry, is implementing for example diagnostic research, regulatory support, data (standards) alignment work (where Orphanet is a key partner), as well as advanced therapy medicinal product (ATMP) support for rare diseases, and is preparing an innovative clinical trial call. ERDERA has a structured mechanism in place to involve various types of stakeholders (public funders, researchers, clinicians, patient organisations, industry and SMEs), in line with the EESC opinion. In the field of research & innovation for rare diseases, ERDERA is the central backbone of a large ecosystem, operating in synergy with other Health Partnerships under Horizon Europe and relevant projects on rare diseases funded by the public-private Joint Undertaking Innovative Health Initiative (Conect4Children[footnoteRef:9], Screen4Care[footnoteRef:10], RealiseD[footnoteRef:11]). [8:  	https://erdera.org/. ]  [9:  	https://cordis.europa.eu/project/id/777389 ]  [10:  	https://cordis.europa.eu/project/id/101034427 ]  [11:  	https://cordis.europa.eu/project/id/101165912 ] 

The Commission notes the EESC’s estimation of ‘6-8000 thousand distinct disorders’ (paragraph 3.1.1.), and would like though to correct this factual mistake: between 6 000 and 8 000 distinct rare diseases are estimated to exist today[footnoteRef:12] (not 6 to 8 million). [12:  	https://health.ec.europa.eu/rare-diseases-and-european-reference-networks/rare-diseases_en. 
] 

The European Reference Networks (ERNs) for rare and complex diseases are providing invaluable support to the Member States in their efforts to address these diseases. There are currently 24 ERNs across the EU and Norway created under the Directive  on patients’ rights in cross-border healthcare[footnoteRef:13]. The ERNs represent a key element of the European Health Union in rare diseases, working on network coordination, patients’ registries, training, clinical practice guidelines and to raise awareness on rare diseases. [13:  	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 (http://data.europa.eu/eli/dir/2011/24/oj).] 

The next step is to better integrate the ERNs into national healthcare systems, develop patients’ pathways and national plans for rare diseases. The Member States are already working towards these objectives through the Joint Action JARDIN[footnoteRef:14].  [14:  	https://jardin-ern.eu/. ] 

The Commission agrees with the EESC that harmonised HTA frameworks and joint clinical assessments are essential for ensuring equitable access across the EU. Half of ongoing joint clinical assessments (total: 14) are for medicinal products with an orphan drug designation.
3. Europe’s global leadership in the life sciences
The EESC stresses the need to modernise the legislative framework and facilitate market and global access for biotech products. The Strategy for European Life Sciences promotes innovation-responsive regulation with a view to accelerate development and market entry; it puts forward several concrete actions in this respect. The Commission adopted a proposal for a Biotech Act[footnoteRef:15] in December 2025, which aims to increase competitiveness by creating the necessary conditions for the health biotechnology sector to thrive and streamlines the regulatory environment in areas such as clinical trials and cell and gene therapies. [15:  	COM(2025) 1022 final https://health.ec.europa.eu/document/download/ec1475b7-e3f9-409e-b927-fc7e69306a8c_en?filename=biotech_reg-com2025-1022_act_en.pdf. ] 

The Commission agrees with the EESC on the need to address systemic inefficiencies in clinical trial authorisation and management and ensure faster approvals for clinical trials applications and less administrative burden. To achieve that goal, in the Biotech Act, the Commission has proposed amendments to the Clinical Trials Regulation[footnoteRef:16]. In addition, to strengthen the clinical trials ecosystem, the Commission will propose an investment plan for clinical research to facilitate funding for multi-country clinical trials and to further develop and streamline European research infrastructures in the field of clinical research.  [16:  	Regulation (EU) No 536/2014 of the European Parliament and of the Council https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32014R0536.] 

The EESC underlines that the validation and acceptance process for animal-free models should be simplified. New approach methodologies – innovative experimental methods that do not involve live animals – to de-risk the development of new medicinal products and medical devices are part of the Strategy for European Life Sciences. The Commission is collaborating with Member States, industry, academia and regulators to support the development, validation and uptake of new approach methodologies. In addition, the Horizon Europe programme allocates EUR 50 million to such methodologies through its work programme 2026-2027.
The Commission takes note of the reference to the European Pharmacopoiea and suggests that the EESC addresses the related recommendation to the Council of Europe, hosting the European Directorate for the Quality of Medicines & HealthCare that is in charge of the European Pharmacopoiea.
Furthermore, as part of the AI Factories initiative, the Commission is supporting the creation of a Data Lab for Life Sciences and Health. Its objective is to enable access to life sciences data for the development and training of new AI models. The Data Lab will federate access to relevant data infrastructures, including the European Health Data Space and other relevant data spaces, with a view to fostering innovation and accelerating advances in life sciences research. Moreover, life sciences research and data infrastructures, including organisations such as BBMRI-ERIC (Biobanking and Biomolecular Resources Research Infrastructure – European Research Infrastructure Consortium) and Elixir highlighted by the EESC, are strongly involved in the development of the European Open Science Cloud (EOSC), Europe’s data space for research. EOSC benefits life sciences research infrastructures through increased economies of scale and sharing of resources, and it benefits life-science and interdisciplinary researchers by enabling research data sharing and reuse across thematic research communities within the life sciences and beyond.
4. Conclusion
In conclusion, the EESC opinion provides extensive avenues regarding how to embrace life sciences, facilitate and accelerate the life science innovation journey, which could ultimately benefit patients including those affected by rare diseases. Research and innovation will be central in achieving this, requiring coordinated action and collaborative efforts involving Member States, researchers, innovators, companies, investors, legislators and civil society. The Strategy for European Life Sciences provides the appropriate framework to generate such tangible and lasting benefits in the European Union.





