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PRACTICE POINTS

. Biosimilars for adalimumab and etanercept are safe
and effective alternatives with the potential to reduce
health care costs in dermatology by approximately
$118 million.

- A high utilization rate of biosimilars by dermatologists
would increase cost savings even further.

To the Editor:

Although biologics provide major therapeutic benefits for
dermatologic conditions, they also come with a substan-
tial cost, making them among the most expensive medi-
cations available. Medicare and Medicaid spending on
biologics for dermatologic conditions increased by 320%
from 2012 to 2018, reaching a staggering $10.6 billion in
2018 alone." Biosimilars show promise in reducing health
care spending for dermatologic conditions; however,
their utilization has been limited due to multiple factors,
including delayed market entry from patent thickets,
exclusionary formulary contracts, and prescriber skepti-
cism regarding their safety and efficacy.? For instance,
a national survey of 1201 US physicians in specialties

that are high prescribers of biologics reported that 55%
doubted the safety and appropriateness of biosimilars.?

US Food and Drug Administration approval of bio-
similars for adalimumab and etanercept offers the poten-
tial to reduce health care spending for dermatologic
conditions. However, this cost reduction is dependent on
utilization rates among dermatologists. In this national
cross-sectional review of Medicare data, we predicted the
impact of these biosimilars on dermatologic Medicare
costs and demonstrated how differing utilization rates
among dermatologists can influence potential savings.

To model 2023 utilization and cost reduction from
biosimilars, we analyzed Medicare Part D data from 2020
on existing biosimilars, including granulocyte colony—
stimulating factors, erythropoiesis-stimulating agents,
and tumor necrosis factor o inhibitors.* Methods in line
with a 2021 report from the US Department of Health
and Human Services® as well as those of Yazdany et al®
were used. For each class, we calculated the 2020 distri-
bution of biosimilar and originator drug claims as well as
biosimilar cost reduction per 30-day claim. We utilized
2018-2021 annual growth rates for branded adalimumab
and etanercept to estimate 30-day claims for 2023 and the
cost of these branded agents in the absence of biosimilars.
The hypothetical 2023 cost reduction from adalimumab
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and etanercept biosimilars was estimated by assuming
2020 biosimilar utilization rates and mean cost reduction
per claim. This study utilized publicly available or aggre-
gate summary data (not attributable to specific patients)
and did not qualify as human subject research; therefore,
institutional review board approval was not required.

In 2020, biosimilar utilization proportions ranged
from 6.4% (tumor necrosis factor o inhibitors) to 82.7%
(granulocyte colony—stimulating factors), with a mean
across all classes of 35.7%. On average, the cost per
30-day claim of biosimilars was 66.8% of originator
agents (Table 1). In 2021, we identified 57,868 30-day
claims for branded adalimumab and etanercept submit-
ted by dermatologists. From 2018 to 2021, 30-day branded
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adalimumab claims increased by 1.27% annually (cost +
10.62% annually), while claims for branded etanercept
decreased by 13.0% annually (cost + 5.68% annually).
Assuming these trends, the cost of branded adalimumab
and etanercept was estimated to be $539 million in 2023.
Applying the aforementioned 35.7% utilization, the intro-
duction of biosimilars in dermatology would yield a cost
reduction of approximately $118 million (21.9%). A high
utilization rate (82.7%) of biosimilars among dermatolo-
gists would increase cost savings to $199 million (36.9%)
(Table 2).

Our study demonstrates that the introduction of
2 biosimilars into dermatology may result in a nota-
ble reduction in Medicare expenditures. The savings

TABLE 1. Medicare Part D 30-Day Claims, Associated Costs, and Utilization Proportions
for Existing Biosimilars and Originator Products, 2020

Medicare Part D Cost per
30-day claims 30-day claim, Total annual cost,
(proportion of $° (proportion of $° (proportion of
Product total class) originator) total class)
Granulocyte colony-stimulating factors
Biosimilars (Ziextenzo [Sandoz Inc], Nivestym [Pfizer], 13,030 (82.7) 2037 (78.9) 26,538,777 (79.0)
Granix [Teva], Zarxio [Sandoz Inc])
Originator (Neupogen [Amgen Inc]) 2723 (17.3) 2580 7,024,891 (21.0)
TNF-o inhibitors
Biosimilars (Inflectra [Pfizer], Renflexis [Organon) 618 (6.4) 3249 (58.9) 2,007,371 (3.8)
Originator (Remicade [Janssen Biotech, Inc]) 9106 (93.6) 5512 50,191,011 (96.1)
Granulocyte colony-stimulating factors (PEGylated)
Biosimilars (Fulphila [Biocon Biologics Inc], 854 (12.1) 4803 (65.3) 4,098,866 (8.2)
Udenyca [Coherus BioSciences, Inc])
Originator (Neulasta Onpro/Neulasta [Amgen Inc]) 6218 (87.9) 7351 45,710,100 (91.8)
Erythropoiesis-stimulating agents
Biosimilars (Retacrit [Pfizer], Aranesp [Amgen Inc]) 39,943 (33.0) 1136 (84.1) 45,361,697 (29.6)
Originators (Epogen [Amgen Inc], Procrit 79,924 (66.0) 1350 107,897,400 (70.4)
[Janssen Biotech, Inc])
All classes
Biosimilars 54,445 (35.7) 11,225 (66.8) 78,006,711 (27.0)
Originators 97,971 (64.3) 16,793 210,823,402 (72.9)

Abbreviation: TNF, tumor necrosis factor.

aThe cost per 30-day claim was estimated by dividing the total annual cost by the total annual 30-day claims.

“Total product cost is a sum of ingredient cost, dispensing fee, sales tax, and vaccine administration fees and is covered by the patient,

Medicare Part D plan, or the government.
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TABLE 2. Projected 2023 Medicare Part D Cost Reduction From TNF-c. Inhibitor
Biosimilars Assuming 2018-2021 Utilization and Cost Trends

Metric Adalimumab Etanercept Total

2021 Medicare Part D 30-day claims® 48,675 9193 57,868
2018-2021 30-day claim growth rate, % +1.27 —13.0 NA

2023 projected Medicare Part D 30-day claims® 51,1183 7008 58,121
2018-2021 30-day claim cost growth rate, % +10.62 +5.68 NA

2023 projected cost—no biosimilars, $ 488,594,470 55,524,056 539,118,526
2023 projected cost—base-case biosimilar use, $° 374,755,914 46,525,947 421,281,861
2023 cost reduction—base case, $ 108,838,556 8,998,109 117,836,665
2023 projected cost—high biosimilar use, $¢ 302,841,215 37,260,118 340,101,333
2023 cost reduction—high use, $ 180,753,255 18,263,938 199,017,193

Abbreviation: NA, not applicable; TNF, tumor necrosis factor.

22021 Medicare Part D 30-day claims include those submitted by dermatologists.

5The 2021 30-day claims and cost and 2018-2021 growth rates were used to estimate claims and cost in 2023.

°Projected 2023 cost (base-case biosimilar use) is estimated by modeling biosimilar utilization as 35.7% of total class utilization and 30-day

claim cost as 66.8% of the originator product.

9Projected 2023 cost (high biosimilar use) estimated by modeling biosimilar utilization as 82.7% of total class utilization and 30-day claim

cost as 66.8% of the originator product.

observed are likely to translate to substantial cost savings
for patients. A cross-sectional analysis of 2020 Medicare
data indicated that coverage for psoriasis medications
was 10.0% to 99.8% across different products and
Medicare Part D plans. Consequently, patients faced
considerable out-of-pocket expenses, amounting to
$5653 and $5714 per year for adalimumab and etaner-
cept, respectively.”

We found that the extent of savings from biosimilars
was dependent on the utilization rates among dermatolo-
gists, with the highest utilization rate almost doubling the
total savings of average utilization rates. Given the impact
of high utilization and the wide variation observed,
understanding the factors that have influenced uptake
of biosimilars is important to increasing utilization as
these medications become integrated into dermatology.
For instance, limited uptake of infliximab initially may
have been influenced by concerns about efficacy and
increased adverse events.*” In contrast, the high utiliza-
tion of filgrastim biosimilars (82.7%) may be attributed to
its longevity in the market and familiarity to prescribers,
as filgrastim was the first biosimilar to be approved in the
United States.'

Promoting reasonable utilization of biosimilars may
require prescriber education on their safety and approval
processes, which could foster increased utilization and
reduce skepticism.* Under the Biologics Price Competition
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and Innovation Act, the US Food and Drug Administration
approves biosimilars only when they exhibit “high
similarity” and show no “clinically meaningful differences”
compared to the reference biologic, with no added safety
risks or reduced efficacy."! Moreover, a 2023 systematic
review of 17 studies found no major difference in efficacy
and safety between biosimilars and originators of etaner-
cept, infliximab, and other biologics.”> Understanding these
findings may reassure dermatologists and patients about
the reliability and safety of biosimilars.

A limitation of our study is that it solely assesses
Medicare data and estimates derived from existing
(separate) biologic classes. It also does not account for
potential expenditure shifts to newer biologic agents
(eg, IL-12/17/23 inhibitors) or changes in manufac-
turer behavior or promotions. Nevertheless, it indicates
notable financial savings from new biosimilar agents in
dermatology; along with their compelling efficacy and
safety profiles, this could represent a substantial benefit
to patients and the health care system.

REFERENCES
1. Price KN, Atluri S, Hsiao JL, et al. Medicare and medicaid spending
trends for immunomodulators prescribed for dermatologic conditions.
] Dermatolog Treat. 2020;33:575-579.
2. Zhai MZ, Sarpatwari A, Kesselheim AS. Why are biosimilars not liv-
ing up to their promise in the US? AMA ] Ethics. 2019;21:E668-E678.
doi:10.1001/amajethics.2019.668

WWW.MDEDGE.COM/DERMATOLOGY

Copyright Cutis 2024. No part of this publication may be reproduced, stored, or transmitted without the prior written permission of the Publisher.



Cohen H, Beydoun D, Chien D, et al. Awareness, knowl-
edge, and perceptions of biosimilars among specialty physicians.
Adv Ther. 2017;33:2160-2172.

Centers for Medicare & Medicaid Services. Medicare Part D prescrib-
ers—by provider and drug. Accessed September 11, 2024. https:
//data.cms.gov/provider-summary-by-type-of-service/medicare-part
-d-prescribers/medicare-part-d-prescribers-by-provider-and-drug/data
US Department of Health and Human Services. Office of
Inspector General. Medicare Part D and beneficiaries could real-
ize significant spending reductions with increased biosimilar use.
Accessed September 11, 2024. https://oig.hhs.gov/oei/reports
/OEI-05-20-00480.pdf

Yazdany ], Dudley RA, Lin GA, et al. Out-of-pocket costs for inflix-
imab and its biosimilar for rheumatoid arthritis under Medicare Part
D. JAMA. 2018;320:931-933. doi:10.1001/jama.2018.7316

Pourali SP, Nshuti L, Dusetzina SB. Out-of-pocket costs of specialty
medications for psoriasis and psoriatic arthritis treatment in the
medicare population. JAMA Dermatol. 2021;157:1239-1241. doi:10.1001/
jamadermatol.2021.3616

WWW.MDEDGE.COM/DERMATOLOGY
Copyright Cutis 2024. No part of this publication may be reproduced, stored, or transmitted without the prior written permission of the Publisher.

10.

11

12.

RESEARCH LETTER

Lebwohl M. Biosimilars in dermatology. JAMA Dermatol. 2021;
157:641-642. doi:10.1001/jamadermatol.2021.0219

Westerkam LL, Tackett KJ, Sayed CJ. Comparing the effectiveness
and safety associated with infliximab vs infliximab-abda therapy
for patients with hidradenitis suppurativa. JAMA Dermatol.
2021;157:708-711. doi:10.1001/jamadermatol.2021.0220

Awad M, Singh P, Hilas O. Zarxio (Filgrastim-sndz): the first biosimilar
approved by the FDA. P T. 2017;42:19-23.

Development of therapeutic protein biosimilars: comparative ana-
lytical assessment and other quality-related considerations guidance
for industry. US Department of Health and Human Services website.
Updated June 15, 2022. Accessed October 21, 2024. https://www.fda
.gov/regulatory-information/search-fda-guidance-documents/
development-therapeutic-protein-biosimilars-comparative-analytical-
assessment-and-other-quality

Phan DB, Elyoussfi S, Stevenson M, et al. Biosimilars for the
treatment of psoriasis: a systematic review of clinical trials and
observational studies. JAMA Dermatol. 2023;159:763-771. doi:10.1001
/jamadermatol.2023.1338

VOL. 114 NO. 4 | OCTOBER 2024 E9





