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MFN: the dominant issue in access
• Seventeen companies have signed MFN deals. Further deals should follow 

with “most manufacturers of sole-source brand name drugs.”

• Core elements of MFN deals:

• Every state Medicaid program is offered drugs at MFN prices.

• MFN prices for all future launches in all sectors.

• Substantial discounts via direct-to-consumer distribution.

• Increased foreign revenue from higher prices to be “repatriated.”

• Companies benefit from a three-year exemption from tariffs (including 
the 100% Section 232 tariff)—on condition that they invest further in 
manufacturing in the United States.

• Companies appear to be signing up for the Medicaid GENEROUS Model.

• The US-UK drug pricing deal is a model for other countries to follow.

• MFN will take account of all discounts, rebates, and other concessions, 
including portfolio-wide clawbacks.

• A 30% decrease in net prices in the US is expected over ten years.



United States’ adoption of IRP

• The new GENEROUS (GENErating cost Reductions fOr U.S. 
Medicaid) Model pilot project has a basket of eight comparator 
countries and sets MFN prices based on “the second lowest 
country-specific manufacturer-reported net price, adjusted by 
gross domestic product per capita using a purchasing power 
parity method.”

• Other companies may face the prospect of mandatory 
participation in two Medicare demonstration projects—Global 
Benchmark for Efficient Drug Pricing Model (GLOBE Model) and 
Guarding US Medicare Against Rising Drug Costs (GUARD) Model
—that use baskets of 19 comparator countries.

• MFN deals and participation in GENEROUS appear to grant 
exemption from GLOBE and GUARD.

• All three initiatives call for companies to submit net pricing data.
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The threat to pharmaceutical 
manufacturing outside the US

• The procedures for onshoring production to reduce the new 100% Section 
232 tariff show that the Trump administration wants to go well beyond 
meeting the demands of the US market from domestic factories.

• The directions state that “companies are encouraged to onshore as much 
of their global production of pharmaceuticals, APIs, and upstream 
pharmaceutical ingredients as possible by January 20, 2029.”

• Companies must specify “the percentage of their global sales that are US-
made as of January 20, 2025, and the expected percentage of their global 
sales that will be US-made as of January 20, 2029. Information should be 
provided on both a unit and revenue basis.”

• Each company must provide a “description of what part of its patented 
product portfolio the company proposes not to onshore (products, value, 
and percentage) by January 20, 2029.” This description must be supported 
by “a statement that it is commercially unfeasible to onshore these 
products, and an explanation as to why this is the case.”



US-UK drug pricing deal

• NICE’s standard cost-effectiveness threshold has been raised from 
£20,000-30,000 to £25,000-35,000 (a 17-25% boost).

• The clawback rate will be capped at 15%.

• Spending on newer medicines will grow from 0.3% to 0.6% of GDP. 

• The UK is currently the only country to be exempt from US 
pharmaceutical tariffs for at least the next three years.

• The US and UK will “work together so that pharmaceutical companies 
do not delay the launch of their innovative medicines in the United 
Kingdom.”

• A working group on replacing VPAG will consider “novel solutions that 
work for both industry and government,” such as outcome-based 
payments, linking clawback payments to wider industrial policy and 
potentially varying QALY thresholds for different medicines.2025 2028 2030 2036
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Where does Europe stand on MFN?
• The US-UK drug pricing deal is proposed as a model, but no other countries 

have negotiated agreements.

• Relatively few countries have announced explicit MFN responses.

• The Scandinavian countries have been most active in monitoring the potential 
impact of MFN.

• A new Franco-German collaboration has a broad and ambitious mission but 
little detail on how it will make an impact.

• Governments and HTA agencies appear reluctant to raise prices and focus 
more on improving “framework conditions.”

• Incentives to invest in local drug development and production may gather 
momentum.

• There seems to be growing interest in prioritising rewards for genuinely 
“innovative” medicines and equanimity about not having access to drugs that 
offer little additional benefit. Could we see more ad hoc decision making?

• There appears to be little awareness of pressure from the Trump 
administration on manufacturers to shift global production to the US—and 
the implications for the European life sciences sector (and future pricing).



China in the ascendant
• 2024 was the first year China surpassed the US in the 

number of new drugs developed.

• In 2025, the NMPA approved 76 innovative 
medicines—up from 48 in 2024.

• 336 multiregional clinical trials in 2024.

• > 150 out-licensing agreements had a combined 
value of $130bn in 2025.

• The New-Co model enables Chinese companies to 
launch earlier outside China.

• Focus has shifted from competitive pricing to clinical 
value.

• 15th Five-Year Plan for the Development of the 
Pharmaceutical Industry will build a cooperation 
platform for the pharmaceutical industry.
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17 drugs have started the JCA journey
Drug Indication Substance 

type
Date MAA 
validated

Assessor Co-assessor

Tovorafenib Paediatric low-grade glioma Chemical 27/03/25 NCPE, Ireland IQWiG, Germany

Autologous melanoma-derived 
tumour-infiltrating lymphocytes

Melanoma ATMP 27/03/25 HAS, France AOTMiT, Poland

Onasemnogene abeparvovec 5q spinal muscular atrophy ATMP 22/05/25 NCPE, Ireland HAS, France

Lurbinectedin Small-cell lung cancer Chemical 19/06/25 IQWiG, Germany INFARMED, Portugal

Camizestrant Locally advanced or metastatic breast cancer Chemical 19/06/25 Österreichische 
Sozialversicherung, Austria

RIZIV-INAMI, Belgium

Tarlatamab Small-cell lung cancer Biologic 17/07/25 IQWiG, Germany NNGYK, Hungary

Catequentinib Synovial sarcoma or leiomyosarcoma Chemical 17/07/25 TLV, Sweden NOMA, Norway
Senaparib Ovarian, fallopian tube or primary peritoneal cancer Chemical 14/08/25 IQWiG, Germany Public Agency for Quality in 

Healthcare, Slovenia

Relacorilant Platinum-resistant epithelial ovarian, fallopian tube, or 
primary peritoneal cancer

Chemical 30/10/25 INFARMED, Portugal SBU, Sweden

Ensartinib Anaplastic lymphoma kinase (ALK)-positive advanced non-
small-cell lung cancer (NSCLC) in adults

Chemical 27/11/25 Österreichische 
Sozialversicherung, Austria

Spanish Medicines Agency, Spain

Zopapogene imadenovec Respiratory papillomatosis in adults ATMP 27/11/25 DMC, Denmark Austrian Institute for HTA, Austria

Sintilimab Non-squamous non-small-cell lung cancer in adults Biologic 25/12/25 IQWiG, Germany National Institute for Value and 
Technology in Health, Slovakia

Sonrotoclax Relapsed or refractory mantle cell lymphoma Chemical 22/01/26 RIZIV-INAMI, Belgium TLV, Sweden

Taletrectinib ROS1 positive advanced non-small-cell lung cancer Chemical 26/03/26 TLV, Sweden IQWiG, Germany

Zamtocabtagene autoleucel Large B-cell lymphoma in adults ATMP 26/03/26 ZIN, Netherlands NCPE, Ireland

Cosibelimab Cutaneous squamous cell carcinoma Biologics 21/05/26 IQWiG, Germany HAS, France

Lunsotogene parvec Biallelic OTOF variant-associated hearing loss ATMP 21/05/26 GBA, Germany NOMA, Norway

Eighteen HTA agencies are playing leading roles in the first 17 JCAs, with IQWiG involved in seven 



Potential impact of EU joint HTA
• First JCA report was published last week. 

• EU joint HTA is the most disruptive change ever in international HTA: it 
will likely increase workloads in the short term but should reduce them 
over time.

• Member States will have enormous latitude in how they use JCA reports, 
and key elements of HTA will remain beyond the clinical focus of JCA.

• In the short term, the biggest impact of JCA may be accelerating the 
adoption of HTA throughout the EU.

• In the medium-to-long term, we could see a convergence of HTA 
methods.

• More uniform access would narrow disparities in standard of care.

• JCA could lead to increased cross-border collaboration and joint 
procurement.

• EU joint HTA must be evaluated in the context of the wider commercial 
environment and geopolitical trends.



EU legislation risks unintended 
consequences

• Pharmaceutical package introduces conditionality to IPP.

• A new launch obligation could cost companies their market protection 
in a Member State if they do not meet a request for access by supplying 
a medicine continuously to cover patients’ needs within three years.

• The Critical Medicines Act (CMA) will seek to improve access to not just 
critical medicines but also medicinal products of common interest 
(MPCIs)—drugs that are not sufficiently available in several Member 
States.

• Orphan drugs will be covered by strategic projects and provisions for 
collaborative procurement on behalf of  ≥5 Member States.

• The Urban Wastewater Treatment Directive would impose additional 
costs on the industry.

• Clinical Trials Regulation fails to address fragmentation of EU 
ecosystem.

Companies are increasingly wary of launching in Europe.



Declining access to new 
medicines in Europe

Source: EFPIA Patients WAIT Indicator 2025 Survey
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Three main objectives of managed entry

Objective Managed entry 
approach

Level of activity

Control budget impact Financially-based 
agreements

Population/patient

Tackle uncertainty Coverage with 
evidence development

Population

Manage variable drug 
response rates

Outcomes-based 
agreements

Patient
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Innovative access arrangements
Innovative pricing approach Potential application

Instalment/annuity payments One-time potentially curative therapies (e.g., gene therapies)

Warranties High-cost drugs with variable response rates (e.g., cell and gene 
therapies, oncology drugs)

Subscription (“Netflix”) 
model

Drugs with high price and potentially large patient population (e.g., 
direct-acting antivirals for hepatitis C)

Portfolio pricing Portfolio of drugs for a single indication (e.g., cystic fibrosis)

Delinked payment Drugs that will not be routinely prescribed (e.g., reserve antibiotics)

Indication-specific pricing Drugs used for multiple indications (e.g., oncology drugs, auto-
immune therapies)

Population health 
management

Drugs used to prevent/manage common chronic diseases (e.g., 
treatments for cardiometabolic disorders)
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WHO sets out principles for managed 
entry agreements in Europe

MEA complexity scale MEA flow chart

Source: Principles for Managed Entry Agreements in the WHO Europe Region, WHO Novel Medicines Platform
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Global outlook for access
• Geopolitical turbulence presents challenges and opportunities.

• Primacy of US market may grow or shrink.

• Is the rise of the Chinese industry a threat, a risk or an 
opportunity?

• Strategic autonomy could fragment global supply chains.

• Industry must adapt to changing organisation of healthcare.

• HTA and health economic evaluation will expand.

• Cross-border collaboration will increase.

• Shift to health technology management.

• Innovative contracting looks set to become more common.

• Balancing cost containment and investment will become more 
challenging.
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