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

	
Point 1.2: The Commission takes note of the Committee’s recommendation to Member States regarding digitalisation of health data and the use of the ORPHAcodes[footnoteRef:2]. In addition to supporting the ORPHANet in its work on the ORPHAcodes, the Commission has been supporting the development of rare disease patients’ registries. This has included, for example, providing the funding for rare disease registries under the calls: HP-PJ-06-2016, PJ-01-2019 and HS-g-23-49 in the recognition that sufficient amounts of high-quality data are necessary for any research on rare diseases, including successful training and deployment of AI algorithms, with small patients’ populations as the particular challenge in this area. The EC-funded projects leveraging rare disease patients’ data and AI have shown the specificity of this area of healthcare and the importance of taking rare disease healthcare professionals’ experiences into account in defining future research goals. [2:  	Orphanet Nomenclature of Rare Diseases (ORPHAcodes).] 

Point 1.3: The European Health Data Space (EHDS) Regulation[footnoteRef:3] sets out clear rules on how data are to be made available for secondary use. Notably, data will only be made available to health data users in anonymised or, where justified, pseudonymised form (see Articles 66(3), 67(2)(e) and (4), 68(1)(c) of the EHDS Regulation). It will be prohibited for health data users to (attempt to) re-identify the natural persons to whom data made available relate (see Article 61(3) of the EHDS Regulation). Breaches will be subject to administrative fines (see Article 64(5)(c) of the EHDS Regulation). Making available data for secondary use under the EHDS Regulation is not consent-based (see recital 52 of the EHDS Regulation). [3:  	Regulation (EU) 2025/327 of the European Parliament and of the Council of 11 February 2025 on the European Health Data Space and amending Directive 2011/24/EU and Regulation (EU) 2024/2847 (http://data.europa.eu/eli/reg/2025/327/oj).] 

[bookmark: _Hlk212482858]Point 1.4: The European Medicines Agency (EMA) is already working through their Heads of Medicine Agencies (HMA)/EMA Network Data Steering Group (NDSG) on developing guidelines for the application of AI in the medicine's lifecycle. Also, according to the Regulation laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency[footnoteRef:4], the EMA’s legal mandate concerns the scientific opinions and recommendations on authorisation, supervision, and pharmacovigilance of medicinal products for human and veterinary use. It does not extend to regulating ‘healthcare’ in general, and we would appreciate clarification on which aspects of healthcare the EESC is referring to in this sentence in relation to the EMA. [4:  	Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency (http://data.europa.eu/eli/reg/2004/726/oj).
] 

Furthermore, we note the discrepancy in the use of the word physician; the term healthcare professional (HCP) is, instead, more appropriate, as it includes physicians, pharmacists, nurses, and other qualified clinical practitioners involved in patient care and therapeutic decision-making. The use of this term better ensure that the text reflects the multidisciplinary reality of healthcare delivery and aligns with EU terminology, which typically uses ‘healthcare professional’ to encompass all regulated professions contributing to diagnosis, treatment, and monitoring.
In addition, we believe that the term mandatory may not fully align with the approach taken in the AI Act[footnoteRef:5]. The AI Act does not prescribe mandatory oversight for all AI systems in healthcare; rather, it requires that high-risk AI systems are designed and developed to allow for appropriate human oversight (Article 14).  [5:  	Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence Act) (http://data.europa.eu/eli/reg/2024/1689/oj).] 

Point 1.5: The word oversight should be complemented by the words where appropriate according to EU legislation.
Point 1.6: Gender-balanced datasets are essential to avoid bias in pharmaceutical development and evaluation; however, in some cases, gender-specific models are also necessary, as biological and pharmacological differences between men and women can significantly influence diagnosis, drug response, and safety profiles. Where clinically relevant, sex-disaggregated or gender-specific AI models should be developed alongside balanced datasets. In addition, some diseases are very gender-specific, so a gender-balanced dataset would not reflect the real-life situation. 
Under Article 10 of the AI Act, high-risk AI systems must be trained, validated and tested on high-quality datasets reflecting the specific context of use, with risk and quality management, and conformity assessments to prevent discrimination. The Apply AI Strategy[footnoteRef:6] further foresees European AI-powered advanced screening centres, which could support real-world testing and validation of medical AI models, including gender-specific considerations, while facilitating access to high-quality datasets through the European Health Data Space and other European infrastructures. [6:  	COM(2025) 723 final (EUR-Lex - 52025DC0723 - EN - EUR-Lex).] 

The Digital Education Action Plan already includes a dedicated initiative to promote the participation of girls and women in STEM and digital fields. It features Girls Go Circular[footnoteRef:7], a free online learning programme for 14–19-year-old girls designed to strengthen their STEM and entrepreneurial competences. So far, the programme has trained over 60 000 girls across 23 countries and recently evolved into Girls Go STEM as part of the broader STEM Education Strategic Action Plan[footnoteRef:8]. Additionally, the Plan supports ESTEAM Fests[footnoteRef:9], one-day workshops for girls and women of all ages. To date, 22 Fests have been organised in 13 countries, reaching 4 564 participants. These actions collectively foster greater inclusion of women in areas such as AI and medical data science. [7:  	Empowering the Next Generation in Sustainability & STEM (https://eit-girlsgostem.eu/).]  [8:  	COM(2025) 89 final (EUR-Lex - 52025DC0089 - EN - EUR-Lex).]  [9:  	ESTEAM Fests and Communities (https://eismea.ec.europa.eu/esteam-fests-and-communities-girls-and-women_en).] 

Point 1.7: The Commission acknowledges the importance of advancing female participation in AI-driven healthcare. The European Institute of Innovation and Technology’s (EIT) Knowledge and Innovation Community EIT Health[footnoteRef:10] already offers the ‘Women Entrepreneurship Bootcamp’, a programme offering personalised training, dedicated mentoring, networking opportunities and alumni support to women-led or co-led healthcare start-ups. [10:  	EIT Health (https://eithealth.eu/).] 

Point 2.5: The Apply AI Strategy complements these initiatives by promoting the adoption of AI in healthcare, facilitating cross-border collaboration and supporting the development of AI tools tailored to address unmet medical needs, while initiatives such as 1+MG[footnoteRef:11] are developing a European data infrastructure that could be harnessed to improve access to genomic and health data and may support rare disease research.  [11:  	European ‘1+Million Genomes’ initiative (European '1+ Million Genomes' initiative | Shaping Europe’s digital future).] 

Point 3.2: The Apply AI Strategy further strengthens these efforts by supporting a healthcare flagship and collaborative frameworks that promote AI adoption across the sector. These frameworks could also be applied to rare disease research and healthcare provision, complemented by initiatives such as 1+MG, which are building harmonised genomic and health data resources that may contribute to rare disease research while serving broader healthcare applications.
Point 3.3: Support for these pilot projects should be encouraged to promote sustainable and structural benefits for the Member States and institutions involved. Separately, initiatives such as 1+MG are developing cross-border genomic and health datasets that could potentially be applied to support rare disease research.
Point 3.5: AI does not usually model direct compound–mutation interactions, but rather predicts how compounds affect molecular targets, pathways, or proteins altered by those mutations. Directly modelling compound–mutation interactions is generally not feasible, as it would require exhaustive experimental data on every possible compound–mutation pair—an astronomically large and biologically complex space that exceeds current computational and data capabilities. In this context, it may be useful to clarify that AI approaches instead focus on predicting how potential compounds interact with biological targets affected by disease-causing mutations. Moreover, it is important to stress that there is different potential of AI at different stages of drug development and different needs as regards the oversight/explainability.
Point 3.6: Additionally, the Apply AI Strategy’s drug discovery challenge for unmet medical needs could enhance the development of novel therapies for rare diseases. Separately, initiatives such as 1+MG are developing cross-border genomic and health datasets that could be leveraged to advance research on rare disease while serving broader health research.
Point 4.2.1: The EU pharmaceutical reform[footnoteRef:12] aims to steer pharmaceutical investment into medicines for unmet medical needs through targeted protection incentives and regulatory support, with the aim to ensure that the products concerned bring an added therapeutic value to patients that suffer from serious diseases that are not yet sufficiently addressed by existing treatments. It will help steer innovation from the current supply-driven model towards a more need-driven innovation model, that will better serve patients and health systems. [12:  	COM(2023) 190 final (EUR-Lex - 52023DC0190 - EN - EUR-Lex).] 

The EU pharmaceutical legislation reform includes a number of measures that will contribute to greater affordability. Measures to facilitate earlier market entry of generic and biosimilar medicines will increase competition between medicines, reduce their prices, and promote affordability for patients and the sustainability of healthcare systems. Moreover, the generation of comparative clinical data will be incentivized to strengthen further the assessment of medicines and support downstream decision-making on pricing and reimbursement. In addition, improved cooperation between authorities responsible for marketing authorisation, health technology assessment and pricing and reimbursement will promote a more coherent approach on issues such as evidence generation along the medicine’s lifecycle. Transparency of public funding could also contribute to a reduction in medicine prices. Under the reform, pharmaceutical companies will be required to publish information on all direct financial support received from any public authority or publicly funded body to support activities related to research and development of medicines.
Furthermore, the Commission would like to clarify that while the Pharmaceutical Strategy for Europe[footnoteRef:13] promotes innovation and digitalisation, it does not explicitly mention AI-based drug discovery as a specific focus. Rephrasing would be appropriate in order to reflect that the Strategy supports the use of advanced technologies, including AI, to enhance pharmaceutical innovation. [13:  	COM(2020) 761 final (EUR-Lex - 52020DC0761 - EN - EUR-Lex).] 

Point 4.2.2: Cross-border initiatives such as 1+MG aim to overcome this by providing secure access to aggregated genomic and health datasets, enabling AI models to perform more comprehensive analyses. Such collaborative European efforts are essential to unlock insights from limited data, while maintaining ethical standards, personal data protection and security requirements.
Point 4.4.1: The Commission would like to point out that making health data available for secondary use under the EHDS Regulation is not consent-based (see recital 52 of the EHDS Regulation).
Point 4.4.2: Where the processing of personal data for research is based on the data subject’s consent (which is not the case under the EHDS Regulation as explained under point 4.4.1. above), the requirements of the General Data Protection Regulation (GDPR)[footnoteRef:14] apply. Consent must, among other things, be free, specific, and informed. The GDPR provides for some specificities regarding the processing of personal data for scientific research purposes. In particular, where the purposes of research are not fully known at the time of collecting the personal data, it is possible for controllers to rely on the “consent to certain areas of scientific research when in keeping with recognised ethical standards for scientific research” (so called ‘broad consent’ referred in recital 33 GDPR). [14:  	Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation) ( http://data.europa.eu/eli/reg/2016/679/oj).] 

Furthermore, health data fall within the special categories of personal data which can be processed only if one of the conditions in Article 9(2) GDPR is fulfilled. This provides an additional layer of protection considering the potential risks arising from the processing of this type of data.
Compliance with the applicable rules of the GDPR is enforced by the national independent supervisory authorities for data protection. Should a controller relying on consent as a legal basis for the data processing fail to comply with the GDPR, the enforcement is to be carried out by the competent data protection authority.
Point 4.4.3: The data protection authorities, cooperating at the level of the European Data Protection Board (EDPB), are currently developing guidelines on the processing of personal data for scientific research purposes. The guidelines should provide useful clarifications to the research community, especially as regards the notion of broad consent, transparency obligations, appropriate safeguards when processing health data and the role of cross-border data infrastructures. The GDPR has a dual aim, to protect personal data and to facilitate its free movement. Among other things, the Regulation requires that controllers are transparent about their data processing, accountable for it, handle requests for exercise of data subjects’ rights, and implement appropriate security measures, independently of whether they use AI techniques to process the data or not.
Point 4.6: This point presents several inaccuracies. Regarding the term ‘Healthcare AI’, it is not clear to what it refers. The AI Act classifies some AI systems in healthcare as high risk on the basis of certain conditions set therein. High-risk AI systems would need to comply with certain requirements. However, saying that they need to be ‘explainable’ is not accurate. What the AI Act provides for AI systems is that their “operation is sufficiently transparent to enable deployers to interpret a system’s output and use it appropriately”. Additionally, the term to be used is “system” not the term “model”, as the latter has a different meaning in the context of the AI Act than the one used within this communication, namely general-purpose AI models subject to different type of obligations. With respect to the reference to the need for “strong public oversight”, the Commission would like to point out that, to the extent that this refers to oversight of data protection rules, the national data protection authorities are notably in charge of monitoring and enforcing the application of the GDPR on the territories of their Member States. This includes also the processing of health data for AI applications. Moreover, the EDPB adopted recently Opinion 28/2024 on certain data protection aspects related to the processing of personal data in the context of AI models[footnoteRef:15], and it is also currently developing guidelines on the interplay between the AI act and data protection law.  [15:  	Opinion 28/2024 on certain data protection aspects related to the processing of personal data in the context of AI.models | European Data Protection Board.] 

Point 5.1: The Apply AI Strategy promotes AI skills development, providing practical trainings through the AI Skills Academy, encouraging industry participation and using competence frameworks to equip healthcare professionals with the skills needed to work safely and effectively with AI, including in rare disease care. 
Regarding digital skills, the Nursing Action[footnoteRef:16] develops massive open access online courses to support educators in health facilities and education institutions. The project also develops mutual learning cycle including on digitalisation and use of AI in healthcare. The 'Bewell'[footnoteRef:17] initiative is a large-scale health partnership developing a comprehensive skills strategy for health workers under the Pact for Skills, focusing on both digital and green skills. It also provides trainings including on ethical and safety considerations. The EU4Health programme also supports seven projects[footnoteRef:18] for health professionals with a focus on digital competencies for a total of EUR 16 million. Besides these, the Xpanding Innovative Alliance (XiA)[footnoteRef:19] empowers healthcare professionals with skills for real-world application of the European Health Data Space (EHDS)[footnoteRef:20], and integrates AI in healthcare by building expert communities, promoting education for healthcare providers, and supporting policymaking. Member States also receive direct grants to establish their national Health Data Access Bodies (HDAB) to comply with the EHDS regulation. Moreover, Member States are supported with trainings to be offered on the EU Academy and a toolkit for HDABs’ staff. [16:  	Nursing Action (Commission supports action across Europe to attract and retain nurses - Public Health).]  [17:  	BeWell Project (https://bewell-project.eu/).]  [18:  	Training projects for health workforce, including digital skills (https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/opportunities/topic-details/EU4H-2022-PJ-06).]  [19:  	XiA Project (https://health.ec.europa.eu/ehealth-digital-health-and-care/ehds-action/projects-supporting-ehds_en https://brudhi.iscte-iul.pt/2025/01/21/introducing-the-xia-project-transforming-healthcare-through-digital-interoperability-education/).]  [20:  	EU-funded projects contributing to the implementation of the European Health Data Space: (https://hadea.ec.europa.eu/news/eu-funded-projects-contributing-implementation-european-health-data-space-2025-03-28_en).] 




