
The Inflation Reduction Act (IRA) of 2022 allows 
Medicare to negotiate prices for high-cost 
prescription drugs with the aim of lowering drug 
spending for patients1 

Negotiations took place for 10 Medicare Part 
D drugs and in January 2025 justifications for 
establishing the final maximum fair price (MFP) were 
released2

Specifics of the price-setting process have not been 
explicitly published, therefore, evidence referenced 
in these initial negotiations may provide insight into 
key data leveraged for MFP decisions
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BACKGROUND

OBJECTIVE

To describe the evidence 
utilized in MFP explanations 
for the first 10 drugs selected 
to gain insights into the 
negotiation process and 
inform future submissions 

References from the MFP explanations from the Centers 
for Medicare & Medicaid Services (CMS) were catalogued 
to identify real-world evidence (RWE), economic models, 
network meta-analyses (NMAs), and indirect treatment 
comparisons (ITCs) (Table 1)

Titles and abstracts were screened to further categorize 
studies by country of origin, study sponsor, and inclusion of 
Medicare-specific data sources

Data were analyzed descriptively to identify trends across 
drugs and evidence types

METHODS
Recency of References

Table 1: Overview of References Cited in MFP Justifications
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CMS appears to have utilized a diverse evidence base, CMS appears to have utilized a diverse evidence base, 
including  studies focused on an ex-US population and including  studies focused on an ex-US population and 
even non-peer-reviewed sources. Notably, the inclusion even non-peer-reviewed sources. Notably, the inclusion 
of newly published studies, some appearing during the of newly published studies, some appearing during the 
negotiation period, highlights the interests of CMS in negotiation period, highlights the interests of CMS in 
incorporating the most recently available dataincorporating the most recently available data

Manufacturers preparing for future price negotiations Manufacturers preparing for future price negotiations 
should:should:

•	•	Ensure timely generation of evidence, with special attention Ensure timely generation of evidence, with special attention 
to newly emerging data during the negotiation windowto newly emerging data during the negotiation window

•	•	Proactively manage data dissemination for timely Proactively manage data dissemination for timely 
publicationpublication

•	•	Prioritize RWE that reflects the Medicare populationPrioritize RWE that reflects the Medicare population

Drug
Total 

References  
in MFP

RWE Cited
ITCs or 
NMAs 
Cited

Economic 
Models 
Cited

% Discount 
from 2023  
List Price

Eliquis 283 89 13 76 56%

Enbrel 221 52 15 5 67%

Entresto 94 21 0 5 53%

Farxiga 174 22 13 5 68%

Imbruvica 171 27 6 8 38%

Januvia 117 26 8 0 79%

Jardiance 142 30 7 0 66%

NovoLog/Fiasp 120 26 2 0 76%

Stelara 242 60 14 0 66%

Xarelto 260 102 13 1 62%

Total 1824 455 91 100 --

RESULTS
Study Characteristics

of total references cited by CMS was 
RWE, ITC,  NMA, or economic model

of these studies were sponsored by 
pharmaceutical manufacturers

35%

of these studies were cited as 
conference abstracts or some form of a 
non-peer-reviewed literature source

Figure 2: Number of Publications Utilized in MFP Justifications by Year
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Data published 
after the initial 
manufacturer 
evidence 
submission

21% of evidence utilized came 
either in the same year the initial 

manufacturer submission was due 
(2023) or after (2024)
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Figure 3: RWE and Economic Model ex-US Distribution

Figure 4: RWE and Economic Model Distribution by Region

39.4% of RWE and 
Models came from 

ex-US sources
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OutOut of 454 RWE studies cited,  of 454 RWE studies cited, only 27%only 27%  
was determined to include patients with Medicare coverage was determined to include patients with Medicare coverage 
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ABBREVIATIONS IN TABLES AND FIGURES
CEA, Cost-Effectiveness Analysis; CMS, Centers for Medicare & Medicaid Services; IRA, Inflation Reduction Act; ITC, 
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Notably, 49 out of 76 CEAs 
evaluated by CMS included 
the use of QALYs


