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Background

The high cost of new drugs 1s a major concern 1n the

Trends In Prices Of New Oral Drugs For Chronic Use Approved By The FDA (1980-2021)

Roya Hosseini,! Lawrence Brown,! Marc Fleming, ! Cyril Rakovski, * Rosa Rodriguez-Monguio,” Enrique Seoane-Vazquez!

1. Chapman University School of Pharmacy, CA, USA. 2. Chapman University Schmid College of Science and Technology, CA, USA.
3. University of California San Francisco, CA, USA

_ 1980-1989 1990-1999 2000-2009 2010-2019 2020-2021

Orphan
designation®

The FDA approved 436 new drugs with oral _ Confidence | Mation
Interval (VIF)

Intercept 5.47 236.92 0.14 <0.000

formulations for chronic use from 1980 to 2021.
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expected to last at least one year based on the FDA-
approved labeling. Prices were converted to average
2021 US dollars using the consumer price index.
Descriptive statistics were conducted. We used
multiple linear regression to identify the potential
explanatory factors associated with the estimated
drug treatment cost per year at market entry for new
oral chronic use drugs and the Variance Inflation
Factor (VIF) to measure the correlation and strength
of correlation between the predictor variables.

Figure 1. Drug Treatment Cost per Year at Market
Entry for New Oral Chronic Use Drugs (1980-2021)

The median 1nflation-adjusted price per year at
market entry was $923 (IQR=$872) in the 1980s
(n=66, 15.1%), $1,467 (IQR=%$3,134) in the 1990s
(n=130, 29.8%), $2,434 (IQR=$9,924) in the 2000s
(n=75, 17.2%), $76,390 (IQR=%$138.,847) in the
2010s (n=128, 29.4%), and $219,219
(IQR=$319,039) in 2020-2021 (n=37, 8.5%).

*p<0.001, **p=0.016, ***p=0.470

Table 1. Inflation-Adjusted Median Drug Treatment
Cost per Year at Market Entry for New Oral Chronic

Use Drugs (1980-2021)
During the study period,

immunomodulating agents had the highest median
treatment  cost per  year  ($127,731.99,
IQR=%$139,911.72), followed by anti-infectives for
systemic use ($9,733.85, IQR=$11,778.33), and
blood and blood forming organs ($3,111.7,
IQR=$3.637.08).

antineoplastic and

The study findings suggest that the substantial

increase 1n drug treatment cost per year at the market
entry could be attributed to the approval of new
drugs, especially those with orphan and priority
review designations and certain therapeutic classes
such as antineoplastic agents. These findings
highlight the necessity to analyze the rising cost of
drug treatment and to develop strategies to address
the affordability and accessibility of these treatments

for patients.



