Position of the International Association of Mutual Benefit
Societies on the European Commission’s proposal for a
Critical Medicines Act

Summary

e The Union List of Critical Medicines must be regularly updated through a transparent
and systematic process involving the European Medicines Agency, Member States, and
relevant stakeholders.

e AIM supports the expansion and diversification of voluntary collaborative procurement
mechanisms as effective tools to reinforce supply security and solidarity between
Member States.

e AIM also backs the focus on strategic projects to enhance the EU’s pharmaceutical
production capacity but underscores the importance of securing appropriate and
sustainable funding sources to preserve solidarity-based healthcare systems.

e We call for full transparency in all terms, particularly regarding stockpiling arrangements,
to avoid market distortions and ensure equitable distribution.

e Itis crucial that the price remains a central procurement criterion.

e We request clarity on the allocation of public funding to ensure it does not burden
healthcare systems or undermine the sustainability of solidarity-based health insurance
models.

e We stress the need for transparent monitoring and accountability in international
partnerships aimed at diversifying medicine sourcing and reducing dependency on non-
EU suppliers.




Introduction

This paper outlines the perspective of the International Association of Mutual Benefit
Societies (AIM) on the Critical Medicines Act® and its potential impact on healthcare access
and affordability as well as the role of solidarity based, not-for-profit health insurers and

mutuals thereon.

AIM welcomes the Critical Medicines Act as a key initiative to promote equitable access to
medicines across Member States, and strongly supports measures that enhance affordability

and availability while ensuring the sustainability of healthcare systems.

Ensuring a Comprehensive and Transparent Approach to the Union List of
Critical Medicines

AIM encourages the further development of the Union List of Critical Medicines by the
European Medicines Agency (EMA), as well as its regular updating in close coordination
with Member States. However, AIM notes with concern that the current scope of the list
does not comprehensively cover all therapeutic areas. To enhance the effectiveness of the
list, AIM calls for defined and transparent criteria to determine when a medicine qualifies
as vulnerable. AIM also strongly supports the creation of an EU-wide database, under the
management of the EMA with the support of experts, civil society and relevant institutions,
to monitor the availability and supply of these essential medicines. Such a database would
contribute to a more coordinated, timely, and transparent response to shortages across the
EU.

Supply Chain Diversification: Key to Reduce Vulnerabilities

By diversifying supply chains, including European pharmaceutical production, and
implementing fair pricing mechanisms, healthcare systems can reduce vulnerabilities,
strengthen supply security, and improve access to essential medicines. AIM’s vision is rooted
in collaboration, solidarity, innovation, and humanity, ensuring that pharmaceutical policies
contribute to a sustainable future for generations to come. In this respect, we refer to AIM’s

Fair Pricing Model and Calculator 2.

Voluntary Collaborative Procurement as a way towards more solidarity
between Member States

AIM supports the further development of collaborative procurement mechanisms within

the EU as an effective tool to improve access to medicines, reinforce solidarity among

1 Proposal for a Critical Medicines Act - European Commission
2 AIM - Fair Pricing Calculator



https://health.ec.europa.eu/publications/proposal-critical-medicines-act_en
https://fairpricingcalculator.eu/

Member States, and strengthen the security of supply for critical medicinal products. Joint
procurement has proven its value during the COVID-19 pandemic and should continue to play
a strategic role in responding to cross-border health challenges, addressing vulnerabilities in
supply chains, and fostering more equitable pricing and availability across the Union.

The joint procurement mechanism is especially valuable for Member States with smaller
populations or more limited negotiating power. By negotiating together, countries can gain
stronger leverage with pharmaceutical companies and help ensure that access to essential
medicines is not determined by market size or national budgets. Lessons from smaller
regional collaborations, such as those among the Baltic countries, offer valuable insights
into how collaborative procurement can function efficiently while responding to the specific
needs of participants.

However, the benefits of joint procurement for smaller countries can also be offset by
challenges, such as minimum quantity requirements that pharmaceutical manufacturers may
set, which may not align with actual needs. In such cases, smaller countries could be forced
to accept quantities they do not require or even exit the procurement process altogether.
Therefore, while joint procurement offers significant advantages, it is important that pricing
and procurement decisions are flexible enough to balance cost, security of supply, and the
individual needs of each participating country.

In addition, when only a limited number of countries, such as nine, participate in a joint
procurement, it is essential to consider the implications for the remaining Member States.
Mechanisms must be designed to ensure that non-participating countries can benefit from
or join the initiative at a later stage without being disadvantaged. These considerations
underscore the need for joint procurement frameworks to be flexible, inclusive, and

conducive to broader participation over time.

AlIM also supports the fact, that participation in joint procurement activities under the Critical
Medicines Act remains optional for Members States. Making joint procurement mandatory
could interfere with national tendering processes, potentially reduce cost-efficiency, and limit
the flexibility for individual Member States.

AIM therefore advocates for a clear legal framework that defines the roles, responsibilities,
and rights of both participating Member States and the pharmaceutical industry in
collaborative procurement initiatives. Such a framework would help streamline processes
and ensure Member States’ confidence and willingness to engage in voluntary collaborative

procurement.

Strengthening European pharmaceutical production and resilience

Incentivising European production through joint public procurement and competitive bidding




can enhance transparency and efficiency in the market. By promoting competition, especially
through the production of generic and biosimilar medicines, the market becomes more
dynamic which leads to reduced costs, while guaranteeing high standards of quality and
safety. Moreover, ensuring transparency regarding financial and other incentives provided

by authorities for research, development, and production is crucial for conducting informed

price negotiations and making fair reimbursement decisions.

However, while AIM acknowledges the need for EU financial resources to promote European
pharmaceutical production, it stresses that contributions of the insured to statutory health
insurance funds or mutuals should not be diverted for industrial policy purposes, as their
primary mission is to fund healthcare services. It is essential that:

¢ Not-for-profit and solidarity-based health insurance funds and mutuals are not burdened
with industrial policy costs.

e Public funding must be transparent and efficiently allocated.

As part of Europe’s industrial policy, AIM supports strengthening the production of active
pharmaceutical ingredients (APIs) and finished medicines within Europe to strengthen supply
chain resilience and reduce dependency on third countries.

Price as the central procurement criterion

The Critical Medicines Act addresses supply security through additional procurement
requirements such as stockholding obligations, supplier diversification, and a preference for
EU-based production. However, it is crucial that the price remains a central procurement
criterion. A disproportionate shift away from price considerations risks significantly increasing
costs for national healthcare systems and placing additional strain on social budgets.
Mandatory inclusion of additional procurement criteria also significantly increases the
bureaucratic burden of the procurement process for health insurances and pharmaceutical
suppliers. Furthermore, mandatory inclusion of additional procurement criteria could
contribute to further increases in pharmaceutical prices or lead to significant additional
expenditures. Current European procurement law already allows for the possibility of using
criteria beyond the price in tenders, albeit on a voluntary and individual basis.

A common approach for stockpiling

AIM recommends reinforcing joint European strategic stockpiles of essential medicines and
APlIs to prevent shortages and supply disruptions, particularly in times of crisis. In an era
marked by repeated medicine shortages and fragile supply chains, the Critical Medicines
Act represents a meaningful attempt to rebalance priorities—moving beyond short-term
cost considerations to ensure stable access, social responsibility, and regional preparedness.




By embedding resilience and sustainability into procurement practices, the EU signals its
commitment to safeguarding patients while promoting smarter, fairer industrial policies.
AIM urges policymakers to uphold and effectively implement these principles to create a
pharmaceutical system that is both dependable and aligned with the public interest.

A key aspect of this effort is ensuring that national contingency stock requirements do not
negatively impact other Member States, as such actions can lead to supply disruptions and
market distortions. Fostering solidarity between Member States is essential to maintaining
proportionate, transparent, and equitable contingency stock requirements. However, the
current framework on stockpiling lacks clarity, as it employs vague language that could lead
to varying interpretations by Member States. Clarifying terms such as “negative impact” and
“proportionate requirements” is necessary to prevent conflicts and ensure that the approach
to stockpiling remains fair and effective across the Union.

Fostering Strategic International Partnerships with Transparency and
Accountability

AlIM supports the efforts on the Commission’s role in fostering strategic partnerships aimed at
diversifying medicine sourcing and reducing EU dependency on non-EU suppliers. However,
there is a need for transparency on the partnership effectiveness, while also ensuring a
balanced approach that considers the long-term cost sustainability of the healthcare system.

AlIM stresses the need of establishing robust monitoring mechanisms to ensure that financial
incentives prioritize the resilience of supply chains, the affordability for health systems, and
adherence to long-term supply commitments. Furthermore, the regulation should clearly
outline criteria for agreements with third countries. This is essential to address concerns
related to transparency and accountability.

Strategic Projects for innovative, affordable and accessible medicines

Strategic projects are pivotal to bolstering the security of medicine supply within the Union.
AIM backs the focus on strategic projects to strengthen the EU’s pharmaceutical supply chain
but underscores the importance of appropriate funding sources to maintain the sustainability
of solidarity-based healthcare systems. Such transparency could be valuable for improving
tender processes and facilitating pricing and reimbursement negotiations when strategic
projects are publicly funded.




Recommendations

Need to consider the specificities of not-for-profit and solidarity based mutuals and
health funds.

Ensure the Union List remains effective, AIM recommends it be regularly updated through
a clear, transparent, and systematic assessment process involving close collaboration

between the EMA, Member States, civil society, and experts.

Establish a clear monitoring framework to track financial incentives, stockpiling measures,

and procurement processes.

Strengthen EU-based pharmaceutical production while avoiding new market

concentration risks.

Expand new production locations, including within Europe, prioritize economic efficiency,
incorporate innovative production methods, and achieve global competitiveness, while

adhering to the highest sustainability and environmental standards. These measures must
ensure that costs are not transferred to medicines, avoiding prices of medicines rising as a

result.

Coordinate EU-wide stockpiling efforts by establish joint strategic reserves managed by

EMA to mitigate shortages.

Provide a clear understanding of how public funds are allocated to foster a competitive
environment that encourages innovation, drive down costs, and ensure that medicines
remain accessible to all patients, while safeguarding the integrity of the healthcare

systems.




International Association of Mutual Benefit Societies

The International Association of Mutual Benefit Societies (AIM) is a global network for
equitable health and social care, which serves as the international umbrella organisation for
federations of health mutuals and statutory and complementary health insurance bodies.
The work of our members is based on solidarity, not-for-profit work and democracy across
Europe, Latin America, Africa, and the Middle East.

We advocate for equal access to health and care, fair pricing of medicines, a digitalisation
that serves the insured, the integration of health in all policies and a stronger focus on

prevention.
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