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

	Points 1.1, 1.2 and 1.13:
The Commission notes that the Committee recommends an increase of funding and a dedicated European fund to support the implementation of the proposed Critical Medicines Act. The Committee also recommends analysing whether the proposal could be integrated into the EU’s broader strategic autonomy and security framework, leveraging defence-related funding mechanisms. Although the proposed Act primarily aims to ensure a stable and sufficient supply of all critical medicines at all times, some critical medicines, such as antibiotics, may also be relevant in a military context. The Commission cannot pre-empt the outcome of the discussions on the Multiannual Financial Framework. The proposal for a Critical Medicines Act provides a framework allowing the Member States and the Commission to coordinate strategic investments in manufacturing capacities for critical medicines. As regards private funding, the proposal aims to incentivise private investments in manufacturing capacities of critical medicines and their key inputs through administrative and regulatory support.
Points 1.4, 1.5 and 1.9:
The Commission sees the benefits that may result from the further optimisation and streamlining of existing IT tools. At the same time, the feasibility of integrating the national databases, which were established with an aim to ensure oversight of national supply situations, would depend on the willingness of the Member States and could generate considerable costs for national administrations.
In addition, the proposal for a revision of the pharmaceutical legislation[footnoteRef:2] foresees the extension of the functionalities of the European Shortages Monitoring Platform (ESMP) established by Regulation on a reinforced role for the European Medicines Agency in crisis preparedness and management for medicinal products and medical devices[footnoteRef:3], to allow for enhanced shortages monitoring and prevention beyond crisis and preparedness activities. [2:  	COM(2023) 193 final (https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52023PC0193).]  [3:  	Regulation 2022/123 of the European Parliament and of the Council of 25 January 2022 on a reinforced role for the European Medicines Agency in crisis preparedness and management for medicinal products and medical devices (http://data.europa.eu/eli/reg/2022/123/oj).] 

Point 1.6:
As shortages of critical medicines pose an increasing, immediate and alarming threat to public health, swift action to address vulnerabilities in the supply of critical medicines is needed. No dedicated impact assessment could therefore be conducted ex ante for this proposed act. However, the Commission proposal is based on existing evidence and extensive consultation of all stakeholder groups, including the Critical Medicines Alliance, call for evidence and targeted interviews. The different stakeholder groups, including patients, health system representatives and public payers, expressed their views on the impacts that policy measures discussed in the Alliance would likely have, and the Commission has considered these carefully. The analysis and supporting evidence, including an analysis of the main expected impacts, has been summarised in a staff working document[footnoteRef:4]. [4:  	Commission Staff Working Document summarising evidence supporting the legislative proposal for a Critical Medicines Act; SWD(2025) 263 final (a0d79c14-3702-459e-864b-67eb3bca6896_en).] 

Point 1.7:
The organisation of education and training systems, and therefore the establishment of competence centres in the pharmaceutical sector, is a Member State competence. However, the EU supports upskilling and reskilling programmes through for instance:
· The European Social Fund +, which is the EU’s main training investment instrument. In the current programming period 2021-2017, So far, EUR 2 billion have been programmed exclusively for the support to the development of digital skills.
· Under the Recovery and Resilience Fund, EUR23 billion will be spent on digital skills and education alone, amongst others, to ensure that workers adapt to digitalisation of their sectors.
· More recently, the Union of Skills[footnoteRef:5] launched in March 2025, is a comprehensive strategy that covers all skills; at all levels of education, training and learning; acquired in all settings, across borders also beyond the EU. It seeks to retain talent in Europe and attract talent from beyond it. [5:  	Communication from the Commission on the Union of Skills; COM(2025) 90 final (https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:52025DC0090).] 

· One of the specific actions in the Union of Skills is the Skills Guarantee pilot, which aims to ensure that workers in sectors undergoing restructuring or at risk of unemployment, have the opportunity to further develop their skills and careers.
· Individual Learning Accounts, following the approach in the 2022 Council Recommendation[footnoteRef:6], play an important role in stepping up upskilling and reskilling efforts, as they empower adults to select trainings based on their broader labour market and societal relevance, as opposed to narrower current job requirements. Under the Union of Skills, the Commission will continue to support Individual learning accounts, which are particularly suited for supporting skills to help adults in the face of emerging technologies, such as digital skills development. [6:  	Council Recommendation of 16 June 2022 on individual learning accounts 2022/C 243/03 (https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=oj:JOC_2022_243_R_0003).] 

Point 1.8:
The alignment of Vocational Education and Training (VET) curricula with labour market needs is a cornerstone of EU VET policy, as set out in the 2020 Council Recommendation on VET[footnoteRef:7]. This Recommendation presents a strategic vision for vocational education and training as an agile, resilient and learner-centred system that fosters innovation and facilitates smooth transitions into the labour market. It promotes the development of flexible and modular learning pathways, close cooperation with industry and social partners, and a strong commitment to excellence, inclusion and equal opportunities. [7:  	Council Recommendation of 24 November 2020 on vocational education and training (VET) for sustainable competitiveness, social fairness and resilience 2020/C 417/01 (https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=oj:JOC_2020_417_R_0001).] 

The European Alliance for Apprenticeships promotes the offer, image and quality of apprenticeships by offering knowledge sharing, networking opportunities and mutual learning, covering also information about funding.
Under the Pact for Skills, a Large-Scale Skills Partnership for European Health Industry (on ‘Pharma and biotech industry’) was launched in December 2023 to address critical skills gaps in this industry through collaboration, assessment, research, education, and partnerships and by providing information about available funding. Collectively, Pact members have pledged to upskill 25 million workers by 2030, and the Commission is calling on Pact members to at least double their commitments. The partnership’s work is supported by the Bright Skills Erasmus Blueprint, which aims to bridge critical skill gaps in key health industry subsectors, such as MedTech, pharmaceuticals and biomanufacturing.
Point 1.10:
The proposed Critical Medicines Act provides an obligation for Member States to respect the principles of proportionality, transparency and solidarity when establishing contingency stock requirements applicable to supply chains actors. The proposal focuses on preventing negative impacts of the creation of contingency stock requirement on other Member States, rather than setting common rules for contingency stocks, such as defining their scope, volume, actors concerned. The justification of establishing a contingency stock requirement may be different from a Member State to another, depending on the market size, availability of alternative treatments or geopolitical situation. Hence, the implementation of these principles may require different approaches in different Member States The Commission may provide through guidelines additional elements to be considered by Member States when establishing the contingency stock requirements The requirement in the proposed Act respects the relevant general principles of the EU law and is aimed at complementing the applicable EU legal framework, in particular the existing obligation to notify draft measures that fulfil the definition of a technical regulation under Directive on provision of information in the field of technical regulations and of rules on Information Society services[footnoteRef:8]. The requirement of the proposal for a Critical Medicinal Act is meant to apply to any measure that imposes contingency stock requirements, including any obligation to impose a contingency stock as a contractual requirement, and would allow, if necessary, ex post verification of whether the contingency stock requirement complies with the principles mentioned above. The proposed measure would not apply to Member States owned crisis stockpiles.  [8:  	Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services (codification) (http://data.europa.eu/eli/dir/2015/1535/oj).] 

Point 1.11:
According to the principles of better regulation, the Commission consults stakeholders during the preparation of legal initiatives, and strives to ensure the consistency and coherence between different initiatives. The Commission conducts impact assessments whenever a policy proposal is likely to entail significant economic, environmental or social impacts. In case where the Commission is not able to produce an impact assessment ex ante, for example because of the pressing need for urgent action, evidence and analysis is provided in the form of a separate staff working document attached to the proposal after its publication.
The assessment considers all impacts in a proportionate and integrated approach, including where relevant the impacts on competitiveness.
When possible, the Commission assesses the possible impacts on the environment of EU initiatives prior to the adoption of a legislative proposal. Furthermore, EU environmental legislation may include evaluation clauses that allow for this assessment and, if needed, adaptation of legal texts in response to future technical or legal changes.
Point 1.12:
According to the proposed Critical Medicines Act, joint procurement of critical medicines would only be possible if a vulnerability has been identified or if recommended by the Medicine Shortages Steering Group (MSSG). For medicines of common interest, a health technology assessment should have been performed first. In addition, the goal of such joint procurement shall be to improve the availability and access. The Commission would have to assess the necessity to launch such joint procurement and should verify that it does not create discrimination, restriction or distortion of the market.
The Commission intends to publish guidelines supporting Member States in the implementation of the procurement requirements promoting security of supply.
Point 1.14:
The 2017 Security of gas supply Regulation[footnoteRef:9] already provides an opportunity for Member States to include small- and medium-sized enterprises and essential social services (including those related to healthcare) into the category of ‘protected customers’. If Member States choose to do so, gas undertakings are required to ensure these customers continue to receive gas even during very challenging supply situations (i.e., the so-called supply standard). For electricity, the 2019 Risk Preparedness Regulation[footnoteRef:10] allows Member States to specify which categories of electricity users are entitled to receive special protection against disconnection in order to preserve public safety and personal security. The revision of the energy security framework, scheduled for 2026, will assess and evaluate the role of supply standards and consumer protection for both gas and electricity. [9:  	Regulation (EU) 2017/1938 of the European Parliament and of the Council of 25 October 2017 concerning measures to safeguard the security of gas supply and repealing Regulation (EU) No 994/2010– (http://data.europa.eu/eli/reg/2017/1938/oj).]  [10:  	Regulation (EU) 2019/941 of the European Parliament and of the Council of 5 June 2019 on risk-preparedness in the electricity sector and repealing Directive 2005/89/EC(http://data.europa.eu/eli/reg/2019/941/oj).] 

Point 1.15:
The Commission notes that the EU pharmaceutical framework sets high standards of quality and safety of medicinal products which are applicable independently of the place of production of a given medicinal product. Any batch of medicinal products imported to the EU from a third country must undergo a full qualitative and quantitative analysis of all active ingredients and other checks necessary to ensure the quality of given products (batch testing) in the EU. This requirement may be waived only with regards to third countries that have concluded mutual recognition agreements with the EU that explicitly provide for recognition of batch testing (Article 51 of Directive on the community code relating to medicinal products for human use[footnoteRef:11]). The third country manufacturing sites are also regularly inspected by the inspectors from Member States for their compliance with the EU good manufacturing practices principles. As regards the environmental and workers safety standards, the EU is promoting high environmental standards through international instruments, including through trade agreements. The proposed Critical Medicines Act recognises that Member States may also integrate these considerations in their procurement practices and use qualitative requirements relating to environmental sustainability and social rights. [11:  	Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the community code relating to medicinal products for human use (http://data.europa.eu/eli/dir/2001/83/oj).] 

Point 1.16:
Pricing and reimbursement decisions fall under exclusive national competence. While ‘Transparency Directive’[footnoteRef:12] lays down a series of procedural requirements to ensure the transparency of national pricing and reimbursement procedures, the EU does not have the competence to introduce mechanisms directly regulating medicine prices. Nevertheless, affordability of medicinal products is an objective pursued through various EU level initiatives, in particular the recent revision of the pharmaceutical regulation that will support early entry of generics on the market and the Health Technology Assessment processes that support the value-based pricing decisions.  [12:  	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 (http://data.europa.eu/eli/dir/1989/105/oj).] 

Point 1.17:
As part of its efforts to enhance European competitiveness, sustainability, and prosperity, the Commission supports enterprises from the moment they start – throughout their lifetime. The proposed Critical Medicines Act requires that Member States should give particular attention to small and medium sized enterprises when providing administrative support and assistance to strategic projects. Where appropriate, Member States will have to establish a dedicated channel for communication with small and medium-sized enterprises (SMEs) to provide guidance and respond to queries related to the implementation of the act. In general, SME’s will also benefit from the streamlined administrative processes for strategic projects, their priority status in the context of permit granting procedures and related disputes resolution procedures, as well as, be offered a targeted regulatory support.
The 2025 Single Market Strategy has a strong SME focus and includes several actions directly or indirectly benefiting SMEs. These include the commitment to: (i) provide an SME ID tool, available in all EU languages, to facilitate proof of SME status; (ii) adopt a Commission Recommendation for a ‘Voluntary SME’ standard to manage sustainability requests stemming from SMEs’ value chain and financial partners; (iii) strengthen the Network of SME Envoys, to encourage Member States to adopt measures to boost SME cross-border trade and contribute to the administrative burden reduction agenda; (iv) publish examples of SME-friendly provisions to be considered for inclusion in legislative acts; and (v) adopt a definition of small mid-caps and an small mid-caps omnibus, to facilitate growth and scale-up in the single market.
This approach lays the foundations for a business environment conducive to growth and innovation by ensuring that SMEs, start-ups, and small mid-caps have the tools and regulatory framework needed to support their development.
The Commission's Research and Innovation Framework Programme – Horizon Europe – and related European partnerships such as the public-private Innovative Healthcare Initiative (IHI), fund research and innovation actions aimed at, amongst other objectives, the development of pharmaceutical innovations to enhance the competitiveness and resilience of the sector and to bring innovations to patients faster. These collaborative research and innovation initiatives involve SMEs as well as established companies and academic actors fostering an ecosystem for innovation in the development of medicinal products. Furthermore, the European Innovation Council, notably through its accelerator programme, supports individual SMEs, with particular focus on startups and spinout companies, to develop and scaleup breakthrough innovations.
Moreover, the Commission recognises the need to foster collaborative innovation ecosystems integrating different players. EIT Health[footnoteRef:13], a Knowledge and Innovation Community (KIC) of the European Institute of Innovation and Technology (EIT)[footnoteRef:14], plays a key role in this regard. It aims to accelerate innovation in the health and healthcare sector across Europe by fostering collaboration among start-ups, SMEs, researchers, healthcare providers, corporates, and public institutions. [13:  	https://eithealth.eu/.]  [14:  	https://www.eit.europa.eu/.] 

Point 1.18:
The Critical Medicines Coordination Group (CMG) has been proposed as a Member States group, with the purpose to facilitate exchanges and coordination between Member States in defined areas. The proposed legislation aims to ensure close coordination between the CMG and the MSSG, the European Medicines Agency, and national authorities responsible for medicinal products, including through the organisation of joint meetings with the MSSG.



