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Subject:  European response to US pharmaceutical policies: safeguarding patients’ access to
essential, innovative and life-saving medicines

Recent US pharmaceutical policies threaten both the immediate availability of medicines in
Europe and their medium- to long-term affordability. Measures ranging from the most
favoured nation (MFN) pricing policy and new US pharmaceutical tariffs and incentives
aimed at attracting manufacturing and investment to the United States to the Section 301
investigation into Germany’s pharmaceutical pricing policies!, have created deep uncertainty,
leading companies to delay investment and launch decisions.

The MFN policy may discourage or delay the launch of new medicines in certain European
markets, particularly where lower national prices could affect US reference prices. This
concern is already visible in recent market data: new medicine launches across Europe fell by
35 % in the 10 months following the introduction of MFN pricing?. Patients in Member States
with lower prices and smaller markets risk being hit hardest, deepening existing inequalities
in access.

Instead of remaining fragmented, the EU should use the collective weight of its market of
450 million people as leverage to secure access and attract investment and manufacturing to
its territory. Options include streamlining joint clinical assessments under the Health
Technology Assessment Regulation?, simplifying and accelerating regulatory procedures, and
supporting voluntary cooperation between Member States, including, where appropriate, joint
procurement and cooperation on pricing negotiations. To safeguard patients’ timely access to
medicines, it is essential to strengthen the competitiveness of the European pharmaceutical
sector, improve conditions for innovation and investment, reduce unnecessary regulatory
burdens and reinforce resilient European manufacturing capacities.

1.  What has the Commission done to assess and respond to the impact of recent US
pharmaceutical pricing and trade policies on EU patients and health systems as well as
on industry, in particular with regard to medicine launches, investment, research and
manufacturing in the EU?

2. Beyond the proposed European Biotech Act and the recently agreed Critical Medicines
Act, what concrete regulatory, legal or procedural steps is the Commission taking to
anticipate and counter the negative impacts of recent US policies on the availability of,
equity of access to and affordability of essential, innovative and life-saving medicines in
Europe?
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3. How will the current and forthcoming EU instruments be used to support Member
States, particularly those most exposed to US policies, to ensure patients have timely
access to affordable and innovative medicines and to strengthen pharmaceutical

innovation, manufacturing capacity, the diversification of supply chains and the security
of supply in Europe?
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