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CORE POLICY INTERACTION: CONVERGING PRICING PRESSURES:

Within the EU, most countries drug pricing is based on external reference pricing (ERP).3° In the US, MFN
benchmarks Medicare and Medicaid prices against peer Organisation for Economic Co-operation and
Development (OECD) and G7 country prices.®® Under the IRA, high-utilization Medicare drugs are subject
to direct Centers for Medicare & Medicaid Services (CMS) price negotiation, with Maximum Fair Prices
(MFP) effective from January 2026.%4>13 Together, these mechanisms mean every national pricing
decision now carries global revenue consequences, making integrated multi-market price modelling
essential before any launch price is set.’

Figure 2: Recommendation framework to optimize global launch
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Study Aim:

 Develop an integrated global evidence-generation and launch-planning framework addressing US
MFEN, IRA, and EU JCA requirements.
* Provide strategic recommendations for trial design, evidence planning, launch sequencing, and post-
launch market access optimization.

Study approach:

* A targeted literature review was conducted using MEDLINE to identify published literature on these
policies. Additionally, legislative texts, regulatory guidance documents, and official government
communications were reviewed.

* Primary sources included Regulation (EU) 2021/2282, P.L. 117-169, presidential action-executive order
of May 12, 2025, HHS/CMS implementation guidance, and EUnetHTA methodological documents.14-1/

* A four-phase strategic framework was synthesized across the drug development lifecycle.

The four phase framework for strategic actions addressing US MFN, IRA, and EU JCA requirements are
explained in below Table 1.
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CBO: Congressional Budget Office, CMS: Centers for Medicare & Medicaid Services, DTC: Direct-to-Consumer; EMA:
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Inflation Reduction Act, ITC: Indirect Treatment Comparison, JCA: Joint Clinical Assessment, MEA: Managed Entry
Agreements, MFN: Most Favored Nation, OS, Overall survival; PRO, Patient reported outcome, RWE: Real World Evidence,
SLR: Systematic literature review;
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