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Commission proposes Critical Medicines Act to bolster the supply of
critical medicines in the EU

Brussels, 11 March 2025

Today, the Commission has proposed a Regulation to improve the availability of critical
medicines in the EU. The proposal aims to protect human health by incentivising supply chain
diversification and boosting pharmaceutical manufacturing in the EU. This will support the EU's
pharmaceutical sector which is a major contributor to our economy. The Act also aims to improve
access to other medicines of common interest, which may not be available in certain markets. This
initiative contributes to the European Health Union's goal of ensuring that EU patients have access
to the medicines they need, when they need them.

President von der Leyen announced the Critical Medicines Act in her political guidelines to reduce
dependencies and enhance the EU's resilience, particularly for medicines and active ingredients where
there are only few supplying manufacturers or countries. It complements legislative proposals already
put forward to address medicine shortages in the EU, notably the pharmaceutical reform.

In recent years, Member States have been confronted with serious medicine shortages and global
challenges such as the COVID-19 pandemic and geopolitical tensions clearly exposed significant
vulnerabilities in the EU's pharmaceutical supply chain. Shortages can put patients' lives at risk and
place a significant burden on our healthcare systems. These shortages can be caused by
manufacturing problems, supply chain vulnerabilities or global competition for resources. The Critical
Medicines Act aims to provide an industrial toolkit to address these problems, by making the EU a
market in which producing critical medicines will be more attractive.

The Act will facilitate investments for companies that increase EU manufacturing of critical medicines,
while incentivising actions that make supply chains more resilient. It will also offer Member States the
possibility to join together to increase their purchasing power.

Key elements of the Critical Medicines Act include:

e Strategic Projects will create, increase or modernise EU manufacturing capacity for critical
medicines or their ingredients. These industrial projects may benefit from easier access to
funding and fast-tracked administrative, regulatory and scientific support.

e State aid guidance has been published to assist Member States in financially supporting such
Strategic Projects.

e Member States can use public procurement to diversify and incentivise the resilience of
supply chains. For critical medicines, procurers will have to include a broader set of
requirements in their procurement procedures, such as diversified sources of input material and
monitoring of supply chains. In case of high dependency on a single or a limited humber of
countries, they will also have to use procurement requirements that favour critical medicine
production in the EU. This will also be possible for other medicines of common interest, when
justified.

e The Commission will support collaborative procurement among different Member States at
the request of Member States, to address availability and access disparities of critical medicines
and other medicines of common interest throughout the EU.

¢ International partnerships with likeminded countries and regions will be explored, to
broaden the supply chain and reduce dependencies on single or limited numbers of suppliers.

Background

Tackling shortages and ensuring access to medicines have been a priority for the EU for many years.


https://commission.europa.eu/document/download/e6cd4328-673c-4e7a-8683-f63ffb2cf648_en?filename=Political%20Guidelines%202024-2029_EN.pdf
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-pharmaceutical-legislation_en

The 2020 Pharmaceutical Strategy for Europe set out a series of regulatory measures and
additional support for industry to promote research and innovation in the area of medicinal products,
while addressing shortages and lack of access for patients. It also led to the launch of a Structured
Dialogue on the industrial dimension of security of supply with all stakeholders. In 2022, the
European Medicines Agency (EMA) was given a stronger mandate to manage shortages. Since
then, together with groups of national authorities, it has played a key role in monitoring and
responding to critical medicine shortages.

In 2023, the Commission proposed an ambitious overhaul of the EU's pharmaceutical legislation,
to improve access and strengthen the supply chains of medicines. This reform is currently being
negotiated by the European Parliament and Council. Further initiatives taken include the publication of
a Union list of critical medicines, to help identify and monitor critical medicines; and a Commission
Communication on addressing medicine shortages in the EU.

The Critical Medicines Act complements these measures with industrial policy tools to address supply
chain vulnerabilities of critical medicines and reduce the EU's dependencies in this strategic area.

For more information

Proposal for a Critical Medicines Act

Questions and answers on the Critical Medicines Act
Factsheet — EU Actions to address medicines shortages
Factsheet — Critical Medicines Act

State aid guidance
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Quote(s):

"The Critical Medicines Act is about improving a secure supply of vital medicines in Europe. It will allow for the Commission and the
Member States working together towards reducing the risk of supply disruptions of those medicines and our dependencies on third
countries, boosting our resilience in healthcare and supporting our manufacturing capacities."

Teresa Ribera, Executive Vice-President for Clean, Just and Competitive Transition - 11/03/2025

"Medicine shortages and structural dependencies in our pharmaceutical supply chains put the health of Europeans at risk. Today’s
Critical Medicines Act is a key initiative to improve access and availability to medicines for everyone in the EU, and to strengthen
our health security. By supporting manufacturing and creating market incentives, this Act will complement our pharmaceutical
reform and help build more resilient supply chains for critical medicines in Europe."

Olivér Varhelyi, Commissioner for Health and Animal Welfare - 11/03/2025
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