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BACKGROUND

The Inflation Reduction Act (IRA) of 2022 aims to address rising 
healthcare costs by allowing Medicare to negotiate prices for 
high-cost prescription drugs.1 

The latest CMS guidance outlines the evaluation of drug costs 
across various dosages and formulations, focusing on the 
molecule rather than the indication(s).

However, no information has been provided on how variability 
across indications will be considered for the maximum fair price 
and the impact this will have on the negotiation process.

OBJECTIVE

To investigate high-spend Medicare 
drugs with multiple indications that 
are eligible for IRA negotiations in 
2025 and estimate the distribution 
of dosage/formulations tied to 
different indications.

METHODS

Administrative claims data from 
the Optum Research Database of 
Medicare Advantage with Part D 
(MAPD) enrollees from January 1, 
2022, to December 31, 2022, were 
utilized in a retrospective cohort 
study.

Eligible patients included those with at 
least one prescription fill for a potential 
drug (index date), continuous enrollment 
for at least one day, and a related 
diagnosis code.

Inclusion criteria: patients age ≥18 years as 
of the index date, enrolled in a MAPD plan; 
continuous medical and pharmacy coverage 
for at least 12 months prior to the index date.

The distribution of dosage forms and formulations by drug (NDC-9 codes) and 
label-consistent indications based on ICD-10 codes within one year pre-index 
were described and analyzed.

Exclusion criteria​: patients without an 
indication-aligned diagnosis code in the 12 
months before the index dateHigh-spend drugs, each with more than four CMS-covered indications and 

not previously considered for IRA negotiations, were identified using 2022 
Medicare spending data. These drugs include: XTANDI, JAKAFI, TAGRISSO, 
REPATHA, COSENTYX, OTEZLA, VRAYLAR. 

RESULTS

There were 5,582,481 MAPD beneficiaries with at least one day of eligibility and a healthcare encounter (visit or prescription) in 2022. The sample sizes for patients with prescription fills in 2022 varied, 
ranging from 992 for TAGRISSO to 34,466 for REPATHA. 

On average, patients received 2.7 (SD: 1.4) different dosages and formulations, compared to 4.1 (SD: 0.4) indications per drug. These results reveal variability in drug utilization patterns based on dosage/
formulation, and indications among these high-cost drugs with more than four CMS-covered indications. 
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LIMITATIONS

CONCLUSION

Due to the retrospective nature of the claims-based studies, 
patients may be subject to mislabeling of diagnosis or indication.

We did not perform any additional analyses to assess medication 
adherence during the time period, verify diagnosis beyond ICD-10 
code, or assess other concomitant medications or conditions that 
may influence a patient’s treatment.

XTANDI (n=2,083) JAKAFI (n=760) REPATHA (n=18,372) VRAYLAR (n=3,386) OTEZLA (n=1,427) COSENTYX (n=1,303) TAGRISSO (n=492)
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Our findings highlight variability in drug utilization based on 
dosage/formulation and indications, emphasizing the need for a 
different approach in evaluating a drug’s value.

The current approach under the IRA may not accurately capture 
a drug’s clinical value, particularly for oncology products with 
multiple indications that have varying impact based on disease 
severity. 

Medicare should consider a weighting approach reflecting the 
clinical value of medications across different indications, beyond 
just formulation options.

By considering indication-specific factors during Medicare 
price negotiations, the IRA can better strategize the drug’s true 
value beyond formulation options, ultimately promoting effective 
spending and improving patient access to critical treatments.

ABBREVIATIONS
AS: ankylosing spondylitis; BD: bipolar disorder; HeFH: heterozygous familial hypercholesterolemia, HoFH: 
homozygous familial hypercholesterolemia; HS: hidradenitis suppurativa; ICD-10: International Classification of 
Diseases, 10th Edition; IRA: Inflation Reduction Act; MAPD: Medicare Advantage with Part D; MF: Myelofibrosis; 
MFP: Maximum Fair Pricing; MDD: Major Depressive Disorder; NDC-9: National Drug Code, 9; nr-axSpA:                
non-radiographical axial spondylarthritis; NSCLC: non-small cell lung cancer; ORD: Optum Research Database; 
PCa: Prostate Cancer; PsA: psoriatic arthritis; PsO: plaque psoriasis; PV: Polycythemia Vera; SD: Standard 
Deviation

Figure 1: Patient Selection Flow Diagram
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