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ongress passed the Orphan Drug Act of 1983 to incentivize

pharmaceutical companies to invest in treatments for rare

conditions.! The law provides tax credits to partially offset
clinical trial costs for developing drugs to treat rare diseases and
7 years of exclusivity protection from FDA approval of generic
competitors. To qualify for these incentives, drug makers were
initially required to attest that there was “no reasonable expecta-
tion” that a drug could generate a profit, but the designation was
subsequently amended to include all drugs treating conditions that
affected fewer than 200,000 Americans.? During the past several
decades, the number of FDA-approved drugs with Orphan Drug
Act designations has increased substantially, accounting for 41%
of drugs approved by the FDA from 2008 to 2018.3

The increase in drugs approved to treat rare conditions has
been heralded as a success,* but in recent years, the necessity of
Orphan Drug Act incentives has been questioned due to the high
prices and substantial revenues associated with treatments for
many rare diseases.>>® Average launch prices for new drugs with
Orphan Drug Act designations are 7 times higher than prices for
nonorphan drugs.” Several gene therapies approved to treat rare
conditions, including spinal muscular atrophy, have been priced
at well over $1 million.® In the first 5 years after approval, drugs
with Orphan Drug Act designations generate similar sales to drugs
treating more common conditions.’

Nonetheless, several state and federal policies to address rising
prescription drug costs exempt treatments with Orphan Drug
Act designations, with policy makers and advocates arguing that
such exemptions are necessary to protect the innovation of these
treatments.'%'? Several state legislatures have enacted prescrip-
tion drug affordability boards, some of which have the authority
to set statewide upper payment limits.** These state policies
seek to promote savings for various populations, including state
consumers, public plan enrollees, and Medicaid enrollees.” The
Oregon Prescription Drug Affordability Board is prohibited from
considering drugs with orphan designations, and Colorado and
other state legislatures have also considered similar exclusions
for their states’ boards.'®'® In addition, the Inflation Reduction
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OBJECTIVES: To estimate the use and spending for
high-revenue rare disease drugs in 2022 in the US.

STUDY DESIGN: Cross-sectional study.

METHODS: Among the 100 prescription drugs with

the highest 2022 US net sales revenue, we selected

drugs exclusively approved to treat rare diseases as
designated under the Orphan Drug Act. We estimated
commercial, Medicare, and Medicaid spending using
manufacturer-reported net sales and public Medicare and
Medicaid spending data. We also estimated the number of
individuals using each drug based on Medicare spending per
beneficiary data.

RESULTS: Nineteen of the 100 highest-revenue prescription
drugs in 2022 were exclusively approved to treat Orphan
Drug Act-designated conditions; 9 had a single indication,
and 10 had multiple indications. Median annual net sales for
the 19 drugs were $1.97 billion (range, $988 million-$8.36
billion). Total spending on these 19 drugs was $45.1 billion,
which represented approximately 7.5% of the $603 billion in
prescription drug spending in 2022. The median estimated
number of individuals using each drug was 17,152 (range,
3735-71,171). Of the total spending, $23.6 billion (52.3%)
was spent for individuals with Medicare, $3.5 billion (7.8%)
for those with Medicaid, and $18.0 billion (39.9%) for those
with commercial insurance.

CONCLUSIONS: Approximately 1in 5 of the highest-
revenue prescription drugs in the US in 2022 was approved
to treat only rare conditions; these drugs were used by

a small number of patients but accounted for a sizeable
share of spending. Rare disease drugs should be included

in federal and state policies aimed at improving the
affordability of prescription drugs for patients and the health
care system.
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TAKEAWAY POINTS

» Inthis cross-sectional study, 19 of the 100 prescription drugs with the highest annual net

sales in 2022 were solely approved to treat rare diseases.

» These drugs were used by a median of 17,152 patients, but they accounted for approximately

7.5% of US pharmaceutical spending in 2022.

» Excluding rare disease drugs from state and federal programs to lower prescription drug

prices results in high costs to the health care system.

Act of 2022 granted Medicare the authority to negotiate prices for
certain drugs, butdrugs approved to treata single orphan-designated
condition were excluded, preventing Medicare from negotiating
lower prices for drugs that cost the government billions each year."®"
The One Big Beautiful Bill Act of 2025 expanded this exemption to
include drugs that treat multiple orphan-designated conditions
and delayed negotiation for drugs first approved for rare diseases
and subsequently approved for nonorphan conditions.?**

To understand how exempting rare disease drugs from programs
intended to lower drug prices for patients might affect state and
federal prescription drug budgets, we measured public and private
US spending on high-revenue drugs targeting rare diseases in 2022.

METHODS

In this cross-sectional study, we identified the 100 prescription drugs
with the highest annual net US sales in 2022 from SSR Health, which
collects sales data from public financial filings by pharmaceutical
companies.” In these financial filings, manufacturers report quarterly
netsales (ie, total sales revenue after all discounts and rebates). These
data are frequently cited in research estimating US drug sales.?%
For these 100 drugs, we used the FDA's Orphan Drug Designations
and Approvals database and drug labeling information from the
Drugs@FDA database to identify products that were approved by
the FDA to exclusively treat Orphan Drug Act—-designated conditions
as of December 31, 2022.!8 We categorized drugs as “sole-orphan” if
they were approved for a single orphan-designated indication and
“multi-orphan” if they were approved to treat multiple Orphan Drug
Act—designated indications."” We excluded drugs with indications
for rare and common conditions because most of the spending on
these drugs is for their use to treat common conditions.” When
manufacturers combined products to report net sales, we categorized
them as single products. For example, the subcutaneous form of
rituximab (Rituxan Hycela) was only approved to treat rare conditions,
but we excluded this version because sales were combined with
the intravenous form of rituximab (Rituxan) that had indications
for rare and common conditions.?*%*

Public and Private Spending

To identify public spending on these drugs, we used Spending by
Drug data sets from 2022 for Medicare Part D, Medicare Part B, and
Medicaid published by CMS. Spending reported for Medicare Part

D does not include confidential rebates from
manufacturers, but such rebates tend to be very
low or nonexistent for rare disease drugs that
lack within-class competition. For example, a
Congressional Budget Office report estimated
that Medicare Part D rebates averaged 11% for
a sample of 64 high-priced drugs and 12% for
a sample of 68 top-selling specialty drugs.*®
We accounted for mandatory coverage gap
discounts owed by drug companies, which
averaged 6.3% of Part D spending in 2022.' We assumed out-of-
pocket spending of 5%, which is the coinsurance patients pay once
they reach the catastrophic phase of spending, which commonly
occurs for patients using expensive drugs to treat rare conditions.*

For clinician-administered drugs, Medicare Part B spending is
based on manufacturer-reported average sales prices to private
payers after discounts and rebates. Reported Part B spending does
notinclude spending on clinician-administered drugs for patients
enrolled in Medicare Advantage plans. We therefore extrapolated
Part B spending on these drugs to the entire Medicare program
because 48% of Medicare beneficiaries were enrolled in Medicare
Advantage plans in 2022.3

Reported Medicaid spending does not account for statutory
rebates that manufacturers must offer through the Medicaid Drug
Rebate Program; for most branded drugs, these rebates are at least
23.1% of the drug’s price.** Medicaid rebates can be higher if drug
manufacturers raise prices faster than inflation or offer larger
discounts to private purchasers (ie, “best price” discounts); however,
neither practice is common for rare disease medications. Based on
available data from SSR Health for 16 of the 19 rare disease drugs
in this study, the difference between list and net prices ranged
from 10% to 32% (median, 20%) in 2022.?*° Rebates make up only
part of this difference, so we assumed that these drugs would not
have best price discounts exceeding the statutory minimum 23.1%
Medicaid rebate for branded drugs.*

To estimate commercial spending, we subtracted estimated net
Medicare and Medicaid spending from manufacturer-reported net
US sales. We did not account for other public sources of spending,
such as the Veterans Health Administration, which make up less
than 5% of prescription drug spending in the US.*

Number of Users

We estimated the number of individuals using each drug via
Medicare Part Band Part D data from CMS; this included the number
of beneficiaries who used each drug and the mean spending per
beneficiary. To estimate the number of non-Medicare users, we
divided estimated net Medicaid and commercial spending by the
mean Medicare spending per beneficiary. We accounted for the
23.1% Medicaid rebate for branded drugs?*°3***; for commercial
spending, we assumed that spending would be offset by 5% due
to manufacturer-sponsored coupons and patient assistance
programs that cover some patients’ out-of-pocket portion.*” Patient
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TABLE. Rare Disease Drugs Among the 100 Drugs With the Highest US Net Sales in 2022%

Date of first

Approval
pathway

Therapeutic

Drug (brand name)

approval
Single rare disease indication

Elexacaftor/ivacaftor/tezacaftor;

FDA-approved indication(s) category

10/2019 tic fi i Pul NDA
ivacaftor (Trikafta) 0/20 Cystic fibrosis ulmonary
Emicizumab-kxwh (Hemlibra) 11/2017 Hemophilia A Hematology BLA
Macitentan (Opsumit) 10/2013 Pulmonary arterial hypertension Pulmonary NDA
Osimertinib (Tagrisso) 11/2015 Non-small cell lung cancer with EGFR mutations Oncology NDA
Selexipag (Uptravi) 12/2015 Pulmonary arterial hypertension Pulmonary NDA
Sodium oxybate (Xyrem) 7/2002 Narcolepsy Neurology NDA
Tafamidis (Vyndagel/Vyndamax) 5/2019 Transthyretin-mediated amyloidosis Cardiology NDA
Teprotumumab-trbw (Tepezza) 1/2020 Thyroid eye disease Endocrine BLA
Tolvaptan (Jynarque) 4/2018 Polycystic kidney disease Renal NDA
Multiple rare disease indications
hronic hocytic leukemi Ll hocytic h
Acalabrutinib (Calquence) 10/2017 Chronic lymphocytic leukemia [small ymphocytic lymphomal, Oncology NDA
mantle cell lymphoma
Daratumumab/daratumumab
hyaluronidase-fihj (Darzalex/ 11/2015 Multiple myeloma, light-chain amyloidosis Oncology BLA
Darzalex Faspro)
Dasatinib (Sprycel) 6/2006 Philadelphia chromosome-positive Fhronic m-yeloid leukemia Oncology NDA
or acute lymphoblastic leukemia
Paroxysmal nocturnal hemoglobinuria,
Eculizumab (Soliris) 3/2007 atypical hemolytic uremic syndrome, myasthenia gravis, Hematology BLA
neuromyelitis optica spectrum disorder
Mantle cell lymphoma, marginal zone lymphoma, chronic
Ibrutinib (Imbruvica) 11/2013 lymphocytic leukemia (small lymphocytic lymphomal, Oncology NDA
Waldenstrom macroglobulinemia, chronic graft-vs-host disease
Lenalidomide (Revlimid) 12/2005 Multiple myeloma, myelodysplastic syndrome, Oncology NDA
lymphomas (mantle cell, follicular, marginal zone)
Pomalidomide (Pomalyst) 2/2013 Multiple myeloma, Kaposi sarcoma Oncology NDA
P L noct Lh lobinuri
Ravulizumab-cwvz (Ultomiris) 12/2018 ) aroxys'ma noc' urnat hemogio |nur|a,' ) Hematology BLA
atypical hemolytic uremic syndrome, myasthenia gravis
Ruxolitinib (Jakafi) 11/2011 Myelofibrosis, polycythemia vera, Oncology NDA
graft-vs-host disease
Chronic lymphocytic leukemi L lymphocytic lymph ,
Venetoclax (Venclexta) 4/2016 ronic lymphocytic leukemia [small lymphocytic lymphoma) Oncology NDA

acute myeloid leukemia

BLA, biologics license application; NDA, new drug application.

out-of-pocket costs amount to 14% of US prescription drug spending,
and we assumed that the share of costs borne by patients would
be lower for high-cost rare disease drugs and that not all of these
out-of-pocket costs would be offset by patient assistance programs.*

Statistical Analysis

We performed descriptive analytics on the drug cohort and spending
estimates. We assessed for a correlation between the number of
users and spending by calculating Pearson correlation coefficient.

For context, we compared spending on the high-revenue drugs
with orphan designations to total US spending on the top 100
highest-revenue drugs (from SSR Health),?? estimated US spending
on all prescription drugs,*® and approximated national health care
spending in 2022.%° Analyses were performed in Excel (Microsoft).

This study was not submitted for institutional review board review
because it does not constitute research on human participants.

RESULTS

Nineteen of the 100 prescription drugs with the highest annual
net sales in 2022 were exclusively approved to treat diseases
with orphan designations (Table).?* These drugs included 9 with
a single indication and 10 with multiple indications. The most
common clinical conditions treated by these drugs were in the
fields of oncology (9; 47.4%), pulmonary medicine (3; 15.8%), and
hematology (2;10.5%). Five (26.3%) were biologic products, and 14
(73.7%) were small-molecule drugs. Of the 81 other products, 24 had
approved indications for both Orphan Drug Act-designated and
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FIGURE 1. Public and Private Spending for 19 Rare Disease Drugs in 2022%
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nonorphan conditions, and the remaining 57 had no Orphan Drug
Act-designated approvals (eAppendix [available at ajmc.com]).

Median net sales for the 19 drugs in 2022 were $1.97 billion (range,
$988 million-$8.36 billion). The drugs with the highest net sales
were lenalidomide (Revlimid; $8.36 billion), elexacaftor/tezacaftor/
ivacaftor and ivacaftor (Trikafta; $4.91 billion), and daratumumab
(Darzalex; $4.21 billion) (Figure 1).%

Public and Private Spending

Spending for the 19 drugs in 2022 totaled $45.1 billion, of which
$23.6billion (52.3%) was spent for patients with Medicare, $3.5 billion
(7.8%) for those with Medicaid, and $18.0 billion (40.0%) for
those with commercial insurance. The distribution of spending
varied based on the patient population treated by each drug.
Drugs with the highest proportion of Medicare spending were
daratumumab ($3.70 billion of $4.21 billion; 87.9%), ibrutinib
(Imbruvica; $2.53 billion of $3.43 billion; 73.8%), tafamidis (Vyndaqgel/
Vyndamax; $0.85 billion of $1.25 billion; 68.0%), and venetoclax
(Venclexta; $0.68 billion of $1.01 billion; 67.3%). By contrast, the
proportion of spending on commercially insured patients was
highest for tolvaptan (Jynarque; $861 million of $988 million;
87.1%), sodium oxybate (Xyrem; $791 million of $1.02 billion; 77.5%),

and elexacaftor/tezacaftor/ivacaftor and ivacaftor ($3.26 billion
of $4.91 billion; 66.4%). The proportion of spending on Medicaid
patients was highest for emicizumab-kxwh (Hemlibra; $610 million
of $2.42 billion; 25.2%), elexacaftor/tezacaftor/ivacaftor and
ivacaftor ($1.07 billion of $4.91 billion; 21.8%), and selexipag
(Uptravi; $166 million of $1.10 billion; 15.1%).

Number of Patients

The median number of patients using each of these 19 drugs in 2022
was 17,152 (range, 3735-71,171). Except for lenalidomide (71,171 users),
each drug was used by fewer than 31,000 individuals each year.
As with spending, the distribution of Medicare, Medicaid, and
commercial users varied by drug (Figure 2). There was a moderate
correlation (r=0.48) between the number of users and spending
on these drugs after excluding the outlier lenalidomide (Figure 3).

Spending in Context

In 2022, the $45.1 billion spent on these 19 Orphan Drug Act-
designated drugs represented 16.4% of the $275 billion spending on

the 100 highest-revenue drugs,? 7.5% of the $603 billion estimated

spending on all prescription drugs,” and 1.0% of the $4.5 trillion

in total national health expenditures (Figure 423%)
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FIGURE 2. Estimated Number of US Patients Using High-Revenue Rare Disease Drugs in 2022
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DISCUSSION

In this cross-sectional study, we found that nearly 1in 5 prescription
drugs with the highest US net sales in 2022 was approved to treat
only rare diseases and that most of these drugs were used by fewer
than 31,000 patients in the US. Despite such limited use, high-
revenue drugs with Orphan Drug Act designations accounted for
$45.1billion in health care spending in 2022, or 7.5% of prescription
drug spending that year in the US.*®

Our study findings align with others demonstrating that drugs
designated as treating rare diseases under the Orphan Drug Act can
generate substantial revenue for pharmaceutical companies.*'®
Companies have been able to offset smaller populations of patients
by charging much higher prices.” Although our study focused on
drugs exclusively approved to treat rare diseases, many blockbuster
Orphan Drug Act-designated drugs have supplemental approvals
to treat common conditions.”

Approximately half of the high-revenue Orphan Drug Act-designated
drugs in our study treated cancers, which may be partly explained by
the advent of targeted molecular therapies that have allowed narrower
populations of patients with cancer to qualify for designations. For
example, osimertinib (Tagrisso) treats lung cancer, one of the most

common cancer types affecting hundreds of thousands of people in
the US each year*’; however, osimertinib is only approved to treat a
subpopulation of patients with EGFR-mutated lung cancer, which
allowed the drug to be granted an Orphan Drug Act designation. In
addition to treating cancers, these high-revenue rare disease drugs
treat a range of other life-threatening and life-altering conditions,
including hematologic conditions, pulmonary arterial hypertension,
and cystic fibrosis. In some cases, patients with these conditions
had limited treatment options prior to the approval of these drugs.

Some patients and advocates have argued for excluding Orphan
Drug Act—designated drugs from state and federal programs aimed
at addressing excessive US drug prices, voicing concern that
companies will cease to invest in rare disease drugs if they are
included in such programs."'? Data from multiple studies now show,
however, that rare disease drugs can achieve substantial revenues
despite treating small patient populations.” The fact that Orphan
Drug Act-designated drugs now account for nearly 1in 5 of the
highest-revenue drugs in the US calls into question whether such
carve-outs are necessary, particularly for rare disease drugs that
have been commercially successful.?

Yet, exemptions to Orphan Drug Act-designated drugs have
become common in state and federal policies addressing the high
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from these policies is a missed opportunity to

FIGURE 3. Correlation Between the Estimated Number of Patients and Spending for Rare

Disease Drugs?®
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help patients struggling with high prescription
drug costs because these drugs account for a
sizeable share of US pharmaceutical spending.
Such policies aim to lower prescription drug
spending for consumers,” and these high-
revenue drugs likely increase premiums for all
insured patients, even if manufacturers enact

® Daratumumab

@ Ibrutinib assistance programs to limit the out-of-pocket

costs for patients who use these drugs.

Limitations

We focused on the 100 drugs with the highest
revenue in the US, so the results may not be
generalizable to lower-revenue drugs. However,
asmall cohort of prescription drugs comprises
the majority of US pharmaceutical spending";
the 100 drugs in our study accounted for
nearly half of prescription drug spending
in the US. Although net sales were reported

® Venetoclax

by manufacturers, the breakdown among

30,000 35,000

Medicare, Medicaid, and commercial spending
was limited by lack of transparency about

confidential rebates from manufacturers to

aThe figure plots the estimated number of users (x-axis) vs the net spending for 18 high-revenue rare

disease drugs in 2022. Lenalidomide is not shown because it was an outlier with more than 70,000 users

and net spending of $8.36 billion.

FIGURE 4. Spending on 100 Highest-Revenue Rare Disease Drugs,

of US National Health Care Expenditures in 202222%3%.2

B Highest-revenue rare disease drugs
M Highest-revenue non-rare disease drugs
Other prescription drugs

I Other nondrug health care services

aThis pie chart represents the share of the nation’s $4.5-trillion total health
care spending in 2022 that went toward 19 Orphan Drug Act-designated drugs
(ie, rare disease drugs), all 100 of the highest-revenue prescription drugs, and
all prescription drugs. Spending on the 19 rare disease drugs ($45.1 billion)
represented 1% of total national health expenditures in 2022.

cost of prescription drugs.’®!! The Inflation Reduction Act allows
Medicare to negotiate prices for high-revenue drugs but excludes
those that treat only rare conditions.” Some state legislatures have
also restricted new prescription drug affordability boards from
studying or enacting payment limits for drugs with Orphan Drug
Actdesignations.’® Our results suggest that excluding these drugs

health plans, manufacturer patient assistance
programs, and the 340B Drug Pricing Program.
We believe that the 340B Drug Pricing Program
causes a small underestimation of spending
in our study based on an estimate that the program affected 9.6%
of Medicare Part D claims in 2020.%> Although our user estimates
were based on average prices per patient in Medicare, prices for
specific patients may differ by indication or patient age or weight,
and these could vary among the commercial, Medicaid, and Medicare
populations. In addition, although other sources of prescription
drug spending comprise less than 5% of total prescription drug
spending, they may account for more or less than 5% for these
specific high-revenue Orphan Drug Act-designated therapies.*
Lastly, spending estimates for Medicare Advantage extrapolated
from Medicare Part B might be overestimated because Medicare
Advantage plans frequently use prior authorization and other
strategies to limit use of expensive medications.®

CONCLUSION

This cross-sectional study found that nearly 1in 5 of the drugs with
the highest net sales in the US exclusively treat rare diseases. Despite
these drugs being used to treat very few patients, they accounted for
more than 7% of US prescription drug spending in 2022.* The high
spending on drugs with Orphan Drug Act designations affects all
consumers through higher insurance premiums and stretching
limited financial resources, particularly in the case of public
insurance programs. Excluding these drugs from federal and state
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policies to address high drug prices substantially limits potential
savings for patients and the health care system. ®
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eAppendix

Date of Initial Active Ingredient Brand Name Product Orphan 2022 Net Sales
Approval Status (millions)
12/31/02 adalimumab Humira Both $ 18,619
9/4/14 pembrolizumab Keytruda Both $ 12,685
2/7/18 bictegravir, emtricitabine, and Biktarvy Both $ 8,510
tenofovir alafenamide
3/28/17 dupilumab Dupixent Both $ 6,634
12/22/14 nivolumab Opdivo Both $ 4812
11/2/98 etanercept Enbrel Both $ 4,044
12/23/05 abatacept Orencia Both $ 2,638
12/29/89 onabotulinumtoxinA Botox Both $ 2,255
5/18/16 atezolizumab Tecentriq Both $ 2,067
3/21/14 apremilast Otezla Both $ 1,886
5/25/04 rifaximin Xifaxan Both $ 1,693
4/4/16 emtricitabine and tenofovir Descovy Both $ 1,631
alafenamide
5/1/17 durvalumab Imfinzi Both $ 1,552
6/1/10 denosumab Xgeva Both $ 1,480
8/24/98 infliximab Remicade Both $ 1,417
11/26/97 rituximab/rituximab and Rituxan Both $ 1,380
hyaluronidase human
4/25/16 cabozantinib Cabometyx Both $ 1,376
3/25/11 ipilimumab Yervoy Both $ 1,304
1/8/10 tocilizumab Actemra Both $ 1,257
12/19/14 olaparib Lynparza Both $ 1,227
2/13/15 lenvatinib Lenvima Both $ 1,187
4/24/09 golimumab Simponi / Aria Both $ 1,166
11/4/15 mepolizumab Nucala Both $ 1,085
11/20/08 eltrombopag Promacta Both $ 1,083
12/27/05 lenalidomide Revlimid Multi-orphan $ 8,359
11/16/15 daratumumab/daratumumab and Darzalex Multi-orphan $ 4,210
hyaluronidase-fihj
11/13/13 ibrutinib Imbruvica Multi-orphan $ 3,426
2/8/13 pomalidomide Pomalyst Multi-orphan $ 2,438
11/16/11 ruxolitinib Jakafi Multi-orphan $ 2,409
3/16/07 eculizumab Soliris Multi-orphan $ 2,179
10/31/17 acalabrutinib Calquence Multi-orphan $ 1,657
6/28/06 dasatinib Sprycel Multi-orphan $ 1,497
12/21/18 ravulizumab-cwvz Ultomiris Multi-orphan $ 1,136
4/11/16 venetoclax Venclexta Multi-orphan $ 1,009
11/18/11 aflibercept Eylea Common $ 6,264
8/16/19 upadacitinib Rinvoq Common $ 1,794




4/11/17 valbenazine Ingrezza Common $ 1,428
12/22/2021* nirmatrelvir tablets; ritonavir Paxlovid Common $ 10,514
FDA Approval: | tablets
05/25/2023
12/28/12 apixaban Eliquis Common $ 7,786
9/25/09 ustekinumab Stelara Common $ 6,386
3/28/17 ocrelizumab Ocrevus Common $ 4,697
8/1/14 empagliflozin Jardiance Common $ 3,471
2/3/15 palbociclib Ibrance Common $ 3,369
12/19/06 paliperidone palmitate Invega Sustenna / Common $ 2,714
Trinza

2/23/07 lisdexamfetamine dimesylate Vyvanse Common $ 2,536
8/31/12 enzalutamide Xtandi Common $ 2,494
7/1/11 rivaroxaban Xarelto Common $ 2,473
6/1/10 denosumab Prolia Common $ 2,465
7/7/15 sacubitril and valsartan Entresto Common $ 2,354
6/20/03 omalizumab Xolair Common $ 2,309
9/17/15 cariprazine Vraylar Common $ 2,037
11/ 9/2020%* bamlanivimab Bamlanivimab Common $ 2,009
11/5/15 elvitegravir, cobicistat, Genvoya Common $ 1,984

emtricitabine, and tenofovir

alafenamide
7/13/17 guselkumab Tremfya Common $ 1,844
3/22/16 ixekizumab Taltz Common $ 1,725
9/28/17 abemaciclib Verzenio Common $ 1,654
10/28/10 lurasidone hydrochloride Latuda Common $ 1,631
6/8/12 pertuzumab Perjeta Common $ 1,606
10/22/20 remdesivir Veklury Common $ 1,573
9/18/17 fluticasone furoate, Trelegy Ellipta Common $ 1,544

umeclidinium, and vilanterol

inhalation powder
12/23/2021%* Molnupiravir Lagevrio Common $ 1,523
8/22/14 abacavir, dolutegravir, and Triumeq Common $ 1,496

lamivudine
9/12/12 teriflunomide Aubagio Common $ 1,492
4/22/08 certolizumab pegol Cimzia Common $ 1,448
4/30/09 pancrelipase Creon Common $ 1,278
10/16/06 sitagliptin Januvia Common $ 1,248
11/13/87 alteplase / tenecteplase Activase / TNKase | Common $ 1,165
3/9/11 belimumab Benlysta Common $ 1,165
7/10/15 brexpiprazole Rexulti Common $ 1,162
9/21/10 fingolimod Gilenya Common $ 1,153
9/20/19 semaglutide Rybelsus Common $ 1,132
11/6/12 tofacitinib Xeljanz Common $ 1,129




11/23/04 natalizamab Tysabri Common $ 1,124
1/8/14 dapagliflozin / dapagliflozin and | Farxiga / Xigduo Common $ 1,070
metformin hydrochloride
extended-release
5/26/2021* Sotrovimab Xevudy Common $ 1,069
12/8/2021* tixagevimab co-packaged with Evusheld Common $ 1,068
cilgavimab
6/30/06 ranibizumab Lucentis Common $ 1,060
3/1/16 emtricitabine, rilpivirine, and Odefsey Common $ 1,058
tenofovir alafenamide
8/12/13 dolutegravir Tivicay Common $ 1,011
8/30/12 linaclotide Linzess Common $ 1,003
9/18/14 dulaglutide Trulicity Common $ 5,688
12/5/17 semaglutide Ozempic Common $ 5,453
4/23/19 risankizumab-rzaa Skyrizi Common $ 4,484
5/20/14 vedolizumab Entyvio Common $ 3,559
1/21/15 secukinumab Cosentyx Common $ 2,770
12/11/2020%* COVID-19 Vaccine, mRNA Comirnaty Common, vaccine $ 8,774
FDA Approval:
8/23/2021
2/17/00 Pneumococcal Conjugate Prevnar family Common, vaccine $ 4,031
Vaccines
10/20/17 Zoster Vaccine Recombinant, Shingrix Common, vaccine $ 2,428
Adjuvanted
6/8/06 Human Papillomavirus Gardasil / 9 Common, vaccine $ 2,065
Quadrivalent (Types 6, 11, 16,
and 18)
Vaccine, Recombinant / Human
Papillomavirus 9-valent Vaccine,
Recombinant
12/23/09 Influenza Vaccine Fluzone Common, vaccine $ 1,754
9/6/2005; Measles, Mumps, Rubella and ProQuad / M-M-R Common, vaccine $ 1,724
4/1/1978; Varicella Virus Vaccine Live / II / Varivax
3/17/1995 Measles, Mumps, and Rubella
Virus Vaccine Live / Varicella
Virus Vaccine Live
11/16/17 emicizumab-kxwh Hemlibra Sole-orphan $ 2,424
4/23/18 tolvaptan Jynarque Sole-orphan $ 988
10/21/19 elexacaftor, tezacaftor, and Trikafta Sole-orphan $ 4,905
ivacaftor; ivacaftor
11/13/15 osimertinib Tagrisso Sole-orphan $ 2,008
1/21/20 teprotumumab-trbw Tepezza Sole-orphan $ 1,967
5/3/19 tafamidis Vyndagel/Vyndama | Sole-orphan $ 1,245
X
10/18/13 macitentan Opsumit Sole-orphan $ 1,132
12/21/15 selexipag Uptravi Sole-orphan $ 1,104
7/17/02 sodium oxybate Xyrem Sole-orphan $ 1,019

*Date reflects authorization of Emergency Use Authorization (EUA).
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