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Strengthening industrial competitiveness 
through a Critical Medicines Security 
Fund and flexible state aid rules 

 

In line with the Critical Medicines Alliance strategic report, an ambitious 

European investment plan is needed to strengthen production capacities for 

critical medicines in Europe with EU-level coordination.  

It should rely on a combination of an EU funding programme and dedicated 

state aid guidance allowing support for strategic projects to increase capacity 

and for innovative production processes, also via environmental and digital 

upgrades. Funding solutions should be simple, fast and clear, and we support 

the idea of a “one-stop-shop” system as proposed by the CMA Strategic 

Report. 

The Commission should support companies and one designated authority in 

the Member States by introducing a streamlined, fast-track approval 

process with reduced bureaucracy, higher grant thresholds, and flexibility on 

standard aid ceilings to incentivise investments in production capacity that 

address supply chain vulnerabilities for critical medicines strategic 

projects.

 

Need for a Critical Medicines Security Fund  
in the Multiannual Financial Framework (MFF) 
 
To encourage private sector investment in medicine manufacturing in Europe, 

the EU should allocate €4 billion under the MFF with a dedicated “critical 

medicines security fund” to support upgrades to security of supply or 

environmental improvements and for approximately 150 production sites 

in Europe*
 

and could facilitate the “reshoring” of a limited number of 

molecules of national security interest to the EU.  

. 

          Need for new state aid guidance for off-patent medicines production 

The state aid guidance that accompanies the Critical Medicines Act does not address the specific barriers that 

off-patent medicine manufacturers face regarding State aid, including IPCEI and regional aid. The Commission 

must revise these guidelines and make them fit for purpose to support: 
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* Calculation based on: Commission approves €28.8 million Austrian support, times 150 projects, rounded down to 4 billion. 

https://health.ec.europa.eu/document/download/3da9dfc0-c5e0-4583-a0f1-1652c7c18c3c_en?filename=hera_cma_strat-report_en.pdf
https://www.medicinesforeurope.com/wp-content/uploads/2025/07/Medicines-for-Europe-Stockpiling-Report-2025.pdf
https://ec.europa.eu/commission/presscorner/detail/lv/ip_23_4006


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

(1) See the Union List of Critical Medicines: Union list of critical medicines | European Medicines Agency (EMA).  

(2) Commission Regulation (EU) 2023/1315 of 23 June 2023 amending Regulation (EU) No 651/2014 declaring certain categories of aid compatible with the internal 

market in application of Articles 107 and 108 of the Treaty and Regulation (EU) 2022/2473 declaring certain categories of aid to undertakings active in the production, 

processing and marketing of fishery and aquaculture products compatible with the internal market in application of Articles 107 and 108 of the Treaty. 

(3) See https://ec.europa.eu/commission/presscorner/detail/en/ip_23_1523 
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under the General Block Exemption Regulation (GBER) 

 

https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-shortages-availability-issues/availability-medicines-during-crises/union-list-critical-medicines
https://ec.europa.eu/commission/presscorner/detail/en/ip_23_1523


 

In addition, the definition of innovation in IPCEI should be adjusted in relation to critical medicines to make 
the instrument applicable to off patent medicine production, in line with the Draghi report:  

‘‘First-of-a-kind facility’ means a new or substantially upgraded active pharmaceutical ingredient or 
finished dosage form (medicine) manufacturing facility, or a facility for the production of other critical 
components (key starting materials, key intermediates) predominantly used in medicine or active 
pharmaceutical ingredient manufacturing, which provides innovation with regard to the manufacturing 
process or final product that is not yet substantively present or committed to be built within the Union, 
including innovation that concerns improvements in automation, continuous manufacturing, yield 
improvements or other chemistry or biotechnology processes that contribute to an increase in the level of 
security, safety or reliability, energy and environmental performance of the production process or site, 
that would enable the reintroduction into Europe of production that would be compliant with EU chemical, 
biotechnological or environmental regulations (whereas it may not be compliant in productions outside of 
Europe), or in the implementation of production processes or other investments on the site that reduce 

energy, solvents, waste or water resource use in resource intensive chemical or biotechnological processes.  

 
 

MEDICINES FOR EUROPE RECOMMENDATIONS: 

ARTICLES 7, 15 and 16 OF THE COMMISSION PROPOSAL: STATE AID AND EU FUNDING 

1. The regulation should introduce a “one-stop-shop” to coordinate European and national funds on critical medicines 

and to streamline the fast-track approval process with reduced bureaucracy (Article 7). 

2. The MFF should allocate €4 billion to medicine manufacturing to support upgrades for security of supply or 

environmental improvements to approximately 150 production sites in Europe which could facilitate the “reshoring” 

of a limited number of molecules of national security interest to the EU (Article 16). 

3. The European Commission should issue new ad hoc State aid and regional aid guidelines specific to critical medicines 

for financing projects that are aimed to improve the security of supply of medicines in Europe in terms of capacity 

(increased manufacturing of medicines in Europe) and in terms of innovative manufacturing processes (improved 

manufacturing of medicines in Europe) (Article 15). 

 

 

https://commission.europa.eu/topics/eu-competitiveness/draghi-report_en
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