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Executive Summary

Despite obstacles, biosimilar competition is meaningfully improving drug affordability. Based on the unit
and sales revenue data for ten widely prescribed biologics, which are maintained by IQVIA,

* Biosimilars represent nearly 36 percent of all units sold.

* Relative to 2019, total sales revenues in inflation adjusted dollars are 7.5 percent lower despite
the 35 percent increase in inflation adjusted Humira sales revenues and 1 percent increase in
inflation adjusted Enbrel sales revenues (biologics that do not yet face substantial biosimilar
competition).

* Total unit sales for biologic medicines in 2023 are 4.5 percent higher than 2019, which indi-
cates that falling inflation adjusted prices are driving the realized savings.

* Total inflation adjusted revenues per unit declined from $1,396 in 2019 to $1,174 as of the
first quarter of 2024.

These results understate the actual benefits from biosimilar competition, however. Enbrel still faces no
biosimilar competition as of May 2024 and biosimilar competitors to Humira have endured market obstacles
through early 2024. Importantly, there is recent evidence that these constraints may be lessening. CVS
Caremark announced on January 3, 2024 that,

Effective April 1, 2024, Humira will be removed from our major national commercial template
formularies and Humira biosimilars will be covered. Humira will continue to be an option for its
customers with Choice and Standard Opt Out commercial formularies. Commercial formularies are
the drug lists used by employers, unions and health plans for prescription drug coverage.

In much the same way that generic drugs are used as alternatives to branded drugs, biosimilars offer
quality, safe, and effective treatment options that have no clinically meaningful difference from their
reference products. A vibrant and competitive biosimilar market is essential to driving sustainable cost
savings and options for consumers over the long term. The biosimilars market in the U.S. is projected fo
grow from less than $10 billion in 2022 to more than $100 billion by 2029.'

Excluding these two uncompetitive biologics, the large benefits that a competitive biosimilars market creates
are clearer. For the competitive biologics market,

* Biosimilars represent approximately two-thirds of total unit sales of biologic medicines as of
the first quarter of 2024.

* Relative to 2019, total sales in inflation adjusted dollars are 51 percent lower through 2023
even though total unit sales are over 1 percent higher.

* Biosimilar competition has reduced the total inflation adjusted unit prices from $1,111 in

2019 to $489 as of the first quarter of 2024 (a 56 percent decline).

'These falling price trends have generated large savings. As the data on Humira and Enbrel demonstrate, prices
for biologics increase without the introduction of competition. In contrast, the data for the other biologics
demonstrate that strong biosimilar competition causes prices to decline significantly.
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Assuming that, without competition, inflation adjusted unit prices for the biologics that faced biosimilar
competition would have remained flat since 2019, a conservative assumption, robust competition from
biosimilars generated $12 billion in savings between 2019 and 2023. Adding the potential savings that could
have arisen had Humira and Enbrel faced biosimilar competition, the potential savings that could have been
realized are a much larger $25 billion.

Due to the price increases that tend to occur without competition, the flat inflation adjusted unit price
assumption likely understates the realized savings. Based on the Humira and Enbrel price increases that
occurred without meaningful biosimilar competition, it is reasonable to assume that the prices for the other
eight biologics would have increased around 2.8 percent annually had there been no biosimilar competition.
Judging the realized biosimilar savings against this assumption, biosimilar competition generated $15.0 billion
in savings between 2019 and 2023. If Humira and Enbrel had
faced biosimilar competition, biosimilars could have enabled an
additional $13 billion in savings, for a total of $28 billion. ‘ ‘ o
Maintaining a
The data on biosimilars demonstrate that, when allowed to Competitive
flourish, competition meaningfully lowers biologics’ costs and profitability profile
significantly increases their share of prescriptions. A robust . .
T . : is essential because
competitive biosimilar market is, consequently, an effective means .
for improving biologic affordability. the private sector

plays the driving
role developing new

There are several policy changes that will improve the
competitiveness of the biosimilars market. As has been the case ) ) o
with Humira, the current rebate system creates perverse incentives innovative medicines.
that incentivize insurers to prefer the higher cost originator

products over the lower cost biosimilars. Other problems include

the existence of rebate walls that use volume-based rebates to

lock out lower-priced competition. Addressing these uncompetitive practices can accelerate biosimilars’
competitiveness.

Reforming the Inflation Reduction Act (IRA) will also help. The IRA’s price controls discourage companies
from developing competitive biosimilars due to the $100 million to $300 million in research and direct outlays
costs required to develop these competitive products.” While significantly less than the development costs for
originator medicines, the capitalized costs for developing biosimilars are quite expensive. Price controls create
a substantial risk that investors will be unable to recoup their capital costs if they invest in the development

of biosimilars. Other alternative investment opportunities will look relatively more attractive, depriving
biosimilar developers of the resources they need. The result will be less competition and higher prices.

Addressing these anti-competitive and anti-innovation practices will help improve the competitive landscape

for biosimilars. The expected result will be increased competition and, most importantly, lower priced/higher
quality care for patients.
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Biosimilars Market Performance:
Rising Share and Declining Costs

The Center for Medical Economics and Innovation at the Pacific Research Institute has published a series
of studies documenting the large and growing savings biosimilars enable.’ Biosimilars are biologic drugs
(biologics) that have no “clinically meaningful difference” in safety, purity, and effectiveness relative to its
reference originator biologic. Biologics are produced from, or contain, living organisms and are typically much
more complicated than chemically based “small molecule” medicines. Unlike small molecule medicines, which
are typically sold over the pharmacy counter, biologic medicines are generally administered to patients in a
clinical setting. These medicines create enormous benefits for patients that include more efficacious treatments

for cancer, psoriatic arthritis, and ulcerative colitis.

Innovative originator biologics exemplify the innovative aspects of the drug development process and are often
very expensive because these medicines must cover the large capital costs associated with inventing a new
complex therapy. Just like generic medicines, the benefits of biosimilars are the substantial price discounts they

enable compared to the price for the originator biologic.

This report analyzes the cost, share trends, and savings for ten widely prescribed biologic medicines (hereafter
referred to as biologics market for simplicity).* These experiences demonstrate that thriving biosimilar
competition drives down costs and generates billions of dollars in savings that, for the eight biologics that
have substantial competition (which excludes Humira and Enbrel, thereafter referred to as the competitive
biologics market for simplicity) have driven down adjusted unit prices approximately 56% below their 2019
prices as of early 2024.

These data highlight the importance of promoting robust biosimilar competition to ensure that the downward

trend in biologic costs continues.
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Biosimilar Revenues, Units and Share of Prescriptions:
An Overview

To see the impact on costs and prices from robust biosimilar competition, Figure 1 presents the sales
revenue data for the biologics market relative to the total inflation adjusted sales revenues as of 2019.°

'The data are presented for the entire biologics market as well as just for the competitive biologics market
(excluding Humira and Enbrel). As Figure 1 illustrates, the total inflation adjusted revenues for the biologics
market in 2023 was 7.5 percent less than the total inflation adjusted value in 2019. The total inflation adjusted
value for the competitive biologics market in 2023 was 51.1 percent less than 2019.

Figure 1 Figure 2

Inflation Adjusted Sales Revenues for Biologics Inflation Adjusted Sales Units 2023
Market Relative to 2019 Compared to 2019

2019-2023

0.0% 4.5%
-10.0% -1.5%

-20.0%
-30.0%
-40.0%
1.3%

== Total Inflation Adjusted Sales Revenues Relative to 2019 Total Inflation Adjusted Sales Units Excluding
— Excluding Humira & Enbrel Relative to 2019 Humira & Enbrel

-50.0% -51.1%

-60.0%
2019 2020 2021 2022 2023

Source: Author calculations based on IQVIA data Source: Author calculations based on IQVIA data

Total inflation adjusted sales revenues could have declined because prices fell, or the total number of units sold
declined. Figure 2 demonstrates that sales revenues were lower because inflation adjusted unit prices fell, not
because fewer units were sold. Compared to 2019, a total of 4.5 percent more units were sold in 2023 for the
entire biologics market and 1.3 percent more units were sold in 2023 for the competitive biologics market.®
'The 1.3 percent increase in total units sold in the competitive biologics market coupled with the 51.1 percent
decline in total inflation adjusted sales revenues indicates that biologic prices have declined precipitously since

2019.

Large declines in inflation adjusted unit prices occurred because the share of lower cost biosimilars have
been growing since 2019. Figure 3 presents these share trends for the entire biologics market, while Figure 4
presents the trends for the competitive biologics market. Figure 3 demonstrates that biosimilars’share of the
total market has increased over four-fold between 2019 and 2024. The growth illustrated in Figure 4 is even
more impressive as biosimilars now comprise over two-thirds of the market for the eight biologics where
actual competition is occurring.
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Figure 3

Biosimilars’ Share of the Biologics Market by
Units and Revenues

2019-2024
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=== Total Biosimilar Share of Sales Revenues
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Source: Author calculations based on IQVIA data

Figure 5 presents the actual inflation adjusted
prices per unit, which are measured as inflation
adjusted total sales revenue divided by total units.
'These prices will vary from actual patient costs
for these medicines. As illustrated in Figure 5,
the inflation adjusted weighted average price

per unit for biologic medicines (including both
originator and biosimilar competitors) has
declined 16 percent between 2019 and 2024
(from $1,396 to $1,174), which includes the rising
inflation adjusted prices per unit for Humira

and Enbrel which lack biosimilar competition.
'The competitive biologics market has seen

larger declines in prices per unit due to the
positive incentives created by robust biosimilar
competition. Inflation adjusted prices per unit

for the competitive biologics market declined 56
percent between 2019 ($1,111) and 2024 ($489).

Figure 4

Biosimilars’ Share of Biologics Market by Units
and Revenues

Excluding Humira and Enbrel

2019-2024
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Source: Author calculations based on IQVIA data

Figure 5

Inflation Adjusted Weighted Average Price Per
Unit for Biologic Medicine

2019-2024
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Source: Author calculations based on IQVIA data
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Individual Biologic Price and Biosimilar Share Trends

'The connection between rising biosimilar market share and falling biologic prices are not driven by one or
two biologics. Reviewing the average inflation adjusted price per unit for all ten of the biologics evaluated
demonstrates this relationship.

Figure 6 demonstrates these impacts for Adalimumab (Humira). Since there were no biosimilar competitors
against Humira between 2019 and 2022, the inflation adjusted weighted average price equaled Humira’s price.
Without biosimilar competitors, prices per unit rose through 2023 at a 3 percent annual rate.

Starting in 2023 biosimilar competitors were introduced, although through early 2024 biosimilar market share
remains minimal. The continued dominance of the originator biologic has been due, in large part, to pharmacy
benefit managers (PBMs) continuing to prefer the more expensive originator product — a policy consistent
with PBM’s financial interest despite the cost to the broader healthcare system. Even this minimal biosimilar
market share has put downward pressure on inflation adjusted unit prices in 2024. The decision by CVS
Caremark to prefer biosimilars may accelerate their use and, subsequently, accelerate the decline in prices.
Such an outcome, based on the experiences of the other biologics, should cause inflation adjusted prices for
Adalimumab to decline significantly over the next several years.

Figure 6

Weighted Average Price Per Unit Compared to Biosimilar Market Share
Adalimumab

2019-2024

$2,519 3%

2019 2020 2021 2022 2023 2024

I Inflation Adjusted Weighted Average Price
Il Inflation Adjusted Originator Price
e Biosimilar Market Share

Source: Author calculations based on IQVIA data

Etanercept (Enbrel) is the only biologic considered in this analysis that, as of May 2024, still faced no
biosimilar competition — the weighted average price reflects the price for Enbrel. Not surprisingly, Enbrel’s
inflation adjusted prices per unit have increased 12.0 percent between 2019 and 2024.
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Figure 7
Weighted Average Price Compared to Biosimilar Market Share
Etanercept, 2019-2024

$1,206

2019 2020 2021 2022 2023 2024

Il Inflation Adjusted Weighted Average Price
=== Biosimilar Market Share

Source: Author calculations based on IQVIA data

Unlike Humira and Enbrel, biosimilar competitors for Avastin (bevacizumab) have been steadily
increasing their share of total prescriptions between 2019 and 2024, see Figure 8. In 2019, biosimilars
represented 4 percent of total units administered. By 2024, biosimilars dominated the market having
obtained an 86 percent share. Not surprisingly, the weighted average price for bevacizumab declined
59.6 percent from $1,598 in 2019 to $645 per unit in 2024.

Figure 8
Weighted Average Price Compared to Biosimilar Market Share
Bevacizumab, 2019-2024

$1,508
86%
84%
$1,398 80% =
68%
s
$854
40%
$645
2019 2020 2021 2022 2023 2024

Il Inflation Adjusted Weighted Average Price
= Biosimilar Market Share

Source: Author calculations based on IQVIA data
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Figures 9 through 15, which present the data for the remaining seven biologics, all tell the same story that is
illustrated in Figure 8. Rising biosimilar share of prescriptions is associated with declining inflation adjusted
weighted average prices. The precise relationship between share growth and declines in inflation adjusted
weighted average price varies across each biologic, see Table 1 and Figures 8 through 15. On average, inflation
average unit prices have declined 56 percent and biosimilars have obtained approximately two-thirds market
share as measured by units (see Figures 4 and 5).

Table 1
Market Share, 2024 and Percentage Change in Inflation Adjusted Unit Prices, 2019-2024
Eight Biologics Facing Biosimilar Competition

Biosimilar Market Share Percentage Change Inflation Adjusted Unit Prices
2024 2019 - 2024
Bevacizumab 86% -59.6%
Filgrastim 84% -35.0%
Infliximab 55% -57.8%
Pegfilgrastim 55% -62.7%
Ranibizumab 50% -49.0%
Rituximab 80% -50.2%
Teriparatide 56% -32.9%
Trastuzumab 73% -25.3%
Figure 9

Weighted Average Price Compared to Biosimilar Market Share
Filgrastim, 2019-2024

85% 84%
$213 0 81%—
0 31 Q" 8%
go% $164
I $145 $143 $139
2019 2020 2021 2022 2023 2024

I Inflation Adjusted Weighted Average Price
=== Biosimilar Market Share

Source: Author calculations based on IQVIA data
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Figure 10 Figure 11
Weighted Average Price Compared to Biosimilar Weighted Average Price Compared to
Market Share Biosimilar Market Share
Infliximab, 2019-2024 Pegfilgrastim, 2019-2024
$ 54% 55% 33,196 55%
595 Y 55% o
5% /‘ $2,817
$474
$320
$276 $251 $1,193
16%
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Il Inflation Adjusted Weighted Average Price Il Inflation Adjusted Weighted Average Price
= Biosimilar Market Share — Biosimilar Market Share
Figure 12 Figure 13
Weighted Average Price Compared to Biosimilar Weighted Average Price Compared to
Market Share Biosimilar Market Share
Ranibizumab, 2019-2024 Rituximab, 2019-2024
$1.500 $1,387 $1,839
$1,238 50% $1,679
$1,043
S350/ 5764
0% % 0% 1% 2% I
2019 2020 2021 2022 2024 2019 2020 2021 2022 2023 2024
Il Inflation Adjusted Weighted Average Price Il Inflation Adjusted Weighted Average Price
= Biosimilar Market Share — Biosimilar Market Share
Figure 14 Figure 15
Weighted Average Price Compared to Biosimilar Weighted Average Price Compared to
Market Share Biosimilar Market Share
Teriparatide, 2019-2024 Trastuzumab, 2019-2024
$2,054  $3,046  $3,003 56% $1,259  $1,246 o 73%
2629, s = storp—T1% 1%
: $1,983 $858 $878
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I Inflation Adjusted Weighted Average Price
== Biosimilar Market Share

Il Inflation Adjusted Weighted Average Price
== Biosimilar Market Share

Source: Author calculations based on IQVIA data
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Estimating Biosimilars’ Savings Potential

'The data summarized in Figures 6 through 15 illustrate that there is a close relationship between growing market
share for biosimilars and declining weighted average prices for biologic medicines. Alternatively, in those instanc-
es where biosimilar competition has not yet been introduced or remains small (Enbrel and Humira), weighted
average prices continue to increase. These trends indicate that robust biosimilar competition generates large sav-
ings on expensive biologic medicines. The extent of those savings depends on a counterfactual: What would the
prices for the eight biologics that currently have a substantial biosimilar share be in the absence of competition?

To answer this question, Figure 16 makes the conservative assumption that, in the absence of biosimilar compe-
tition, the inflation adjusted unit prices for the eight biologics with competition would have remained constant at
2019 prices (rather than declining 56 percent). With the further assumption that Humira’s and Enbrel’s inflation
adjusted unit prices were unaftected, total biologic expenditures in 2023 would have been $59 billion, or $12
billion higher than the actual total spending of $48 billion.

Figure 16
Estimated Biosimilar Savings Relative to 2019
Cost Baseline, 2023

$59

Billions

$12

Actual Expenditures Savings

No Competition Costs

Source: Author calculations based on IQVIA data. Numbers may not add due to

rounding.

'The savings could be even higher, however, because the
potential savings biosimilar competition can enable for
Humira and Enbrel have not been considered. If the
relationship between rising biosimilar market share
and declining inflation adjusted weighted average unit
prices holds, then there are exceptionally large biologic
savings that would have arisen had the biosimilar mar-
ket share for Humira and Enbrel equaled the average
of the share for the other eight biologics. Based on
these assumptions, a total of $25 billion in additional
savings were possible — more than double the realized
savings due to the widespread use of Humira and En-
brel, see Figure 17.

Figure 17

Estimated Biosimilar Savings Relative to 2019
Cost Baseline

Including Humira and Enbrel Biosimilar
Competition Hypothetical, 2023

$59

Billions

No Competition Costs Actual Expenditures Savings Including

Humira & Enbrel
Biosimilars

Source: Author calculations based on IQVIA data. Numbers may not add due
to rounding.

Assuming that the originator prices for competitive
biologics would not have increased since 2019 po-
tentially understates the savings. The growth in the
inflation adjusted unit prices for Humira and Enbrel
during this period argues that without competition,
inflation adjusted unit prices increase over time.

If the inflation adjusted unit prices had increased
similar to the actual increases for Humira and En-
brel, then total biologic expenditures in 2023 would
have been $63 billion, or $15 billion higher than the

actual total spending of $48 billion, see Figure 18.
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Applying the potential savings from Enbrel and Humira as estimated in Figure 17, a total of $28 billion in

additional savings were possible, see Figure 19.

Figure 18
Estimated Biosimilar Savings Relative to

Growing Cost Baseline
2019-2023

$63

Billions

$15

No Competition Costs Actual Expenditures Savings

Source: Author calculations based on IQVIA data

Figure 19
Estimated Biosimilar Savings Relative to Growing

Cost Baseline
Including Humira and Enbrel Biosimilar

Competition Hypothetical, 2023

$63

Billions

$28

No Competition Costs Actual Expenditures Savings Includin
Humira & Enbrel

Biosimilars

Source: Author calculations based on IQVIA data
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Conclusion

'The market share of biosimilars has increased substantially for many biologic medicines between 2019 and
2024. For the eight biologic medicines that faced robust competition, biosimilars have gained approximately
two-thirds of the market while inflation adjusted unit prices have declined 56 percent. These significant price
declines have generated billions of dollars in savings — depending on the assumptions, realized savings could
be as large as $15 billion. The potential savings — including the savings that would have been realized had
effective biosimilar competition developed for Humira and Enbrel — are a much larger $28 billion.

These data indicate that promoting more efficient biosimilar com-
petition can meaningfully bend the cost curve for expensive biologic ‘ ‘ ,
medicines. There are several policy changes that will improve the Addressing
competitiveness of the biosimilars market. As has been the case with these anti-
Humira, the current rebate system creates perverse incentives that competitive and
anti-innovation

incentivize insurers to prefer the higher cost originator products over
the lower cost biosimilars. Other problems include the existence of

rebate walls that use volume-based rebates to lock out lower-priced Dl’aCTiCeS will
competition. Addressing these uncompetitive practices can accelerate help improve
biosimilars’ competitiveness. the c omp etitive
Reforming the Inflation Reduction Act (IRA) will also help. The Iandscape for
IRA’s price controls discourage companies from developing compet- biosimilars.

itive biosimilars due to the $100 million to $300 million in research

and direct outlays costs required to develop these competitive prod-

ucts. While significantly less than the development costs for origi-

nator medicines, the capitalized costs for developing biosimilars are

quite expensive. Price controls create a substantial risk that investors will be unable to recoup their capital

costs if they invest in the development of biosimilars. Other alternative investment opportunities will look
relatively more attractive, depriving biosimilar developers of the resources they need. The result will be less
competition and higher prices.

Addressing these anti-competitive and anti-innovation practices will help improve the competitive landscape
for biosimilars. The expected result will be increased biosimilar competition. Toward this end, recent develop-
ments promoting greater biosimilar use for the adalimumab (Humira) biologic are encouraging. Should the
recent changes start the same beneficial competitive processes that generated broad based savings for other
biologics, substantial savings opportunities will be realized over the next several years.
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5 Nominal sales revenues are measured as IQVIA sales dollars. The nominal sales revenues are adjusted for

inflation based on the GDP Price Index, www.bea.gov.

6 Units are measured as eaches, or the number of single items including vials, syringes, bottles, or packet

of pills that are contained in a unit or shipping package.
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PRI demonstrates why a single-payer Canadian model would be detrimental to the health care of all
Americans. It proposes market-based reforms that would improve affordability, access, quality, and con-
sumer choice.

Center for California Reform

The Center for California Reform seeks to reinvigorate California’s entrepreneurial self-reliant traditions.
It champions solutions in education, business, and the environment that work to advance prosperity and
opportunity for all the state’s residents.

Center for Medical Economics and Innovation

'The Center for Medical Economics and Innovation aims to educate policymakers, regulators, health
care professionals, the media, and the public on the critical role that new technologies play in improving
health and accelerating economic growth.

Free Cities Center
'The Free Cities Center cultivates innovative ideas to improve our cities and urban life based around free-
dom and property rights—not government.

The Biosimilar Discount: Growing Biosimilar Market Share Is Driving Down Prices for Expensive Biologic Medicines
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