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Announcement 2024 FINANCIAL AND OPERATING RESULTS

First quarter 2024 revenues decreased 1% to
$3.15 billion versus first quarter 2023; excluding
RonapreveTM(a)(b), revenues increased 7%

First quarter 2024 Dupixent® global net sales
(recorded by Sanofi) increased 24% to $3.08
billion versus first quarter 2023

First quarter 2024 U.S. net sales for EYLEA® HD
and EYLEA® were $1.40 billion, including $200
million from EYLEA HD

First quarter 2024 Libtayo® global net sales
increased 45% to $264 million versus first quarter
2023

First quarter 2024 GAAP diluted EPS of $6.27
and non-GAAP diluted EPS(a) of $9.55

New $3.0 billion share repurchase program
authorized in April 2024

TARRYTOWN, N.Y., May 02, 2024 (GLOBE
NEWSWIRE) -- Regeneron Pharmaceuticals, Inc.
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120 R XS LHGSHD MY HOO0IEE (NASDAQ: REGN) today announced financial

MEMCHD 1 L HEHCY. results for the first quarter of 2024 and provided a
business update.
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SOO0E= LSt 28I clinical development, including a number of
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additional indications. Updates from the clinical
pipeline include:

EYLEA HD (aflibercept) 8 mg

In January 2024, the European Commission (EC)
and Japan's Ministry of Health, Labour and
Welfare (MHLW) each approved EYLEA 8 mg
(known as EYLEA HD in the United States) for the
treatment of patients with wet age-related macular
degeneration (WAMD) and diabetic macular
edema (DME).

In January 2024, the United States Centers for
Medicare & Medicaid Services (CMS) assigned a
permanent and product-specific J-code (J0177)
for EYLEA HD, which became effective on April 1,
2024. J-codes simplify and streamline the billing
and reimbursement processes for Medicare Part
B treatments, allowing for efficient claims
processing.

Dupixent (dupilumab)

The U.S. Food and Drug Administration (FDA)
accepted for priority review the supplemental
Biologics License Application (sBLA) for Dupixent
as an add-on maintenance treatment in adult
patients with uncontrolled chronic obstructive
pulmonary disease (COPD) and evidence of type
2 inflammation. A regulatory application is also
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under review in the European Union (EU) and
Japan.

A Phase 3 study for Dupixent in asthma for
children aged 2 to 5 years was initiated.

In February 2024, the MHLW in Japan approved
Dupixent for the treatment of chronic spontaneous
urticaria (CSU) in adults and children aged 12
years and older whose disease is not adequately
controlled with existing therapy. A regulatory
application has also been submitted in the EU.

Oncology Programs

The FDA accepted the BLA seeking accelerated
approval for linvoseltamab, a bispecific antibody
targeting BCMA and CD3, to treat adult patients
with relapsed/refractory (R/R) multiple myeloma
that has progressed after at least three prior
therapies, and the BLA was granted priority
review with a target action date of August 22,
2024. A Phase 3 confirmatory trial is currently
enrolling patients. A regulatory application is also
under review in the EU.

In April 2024, the Company presented positive
pivotal data from the Phase 1/2 trial of
linvoseltamab in patients with R/R multiple
myeloma at the American Association for Cancer
Research (AACR) Annual Meeting 2024. The
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linvoseltamab data reinforced previously shared
findings and included a 71% objective response
rate (ORR), with 46% of patients achieving a
complete response (CR) or better.

In March 2024, the FDA issued Complete
Response Letters (CRLs) for the BLA for
odronextamab, a bispecific antibody targeting
CD20 and CD3, in R/R follicular lymphoma (FL)
and R/R diffuse large B-cell lymphoma (DLBCL).
The only approvability issue cited in the CRLs is
related to the enrollment status of the
confirmatory trials. The CRLs (one for R/R FL and
one for R/R DLBCL) did not identify any
approvability issues with the clinical efficacy or
safety, trial design, labeling, or manufacturing. A
regulatory application for R/R DLBCL and R/R FL
remains under review in the EU.

In 2023, the Company initiated a Phase 2/3 study
of the combination of fianlimab, an antibody to
LAG-3, and Libtayo (cemiplimab) in first-line
metastatic melanoma. This study is enrolling
faster than expected and will be conducted solely
as a Phase 3 study with the final analysis to be
reported during 2025.

Other Programs

The FDA has extended the approval of Praluent®
(alirocumab) as an adjunct to diet and other
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low-density lipoprotein cholesterol (LDL-C)
lowering therapies to include pediatric patients
aged 8 years and older with heterozygous familial
hypercholesterolemia (HeFH).

A Phase 2 study for itepekimab, an antibody to
IL-33, for non-cystic fibrosis bronchiectasis
(NCFB) was initiated.

A Phase 2 study for ALN-APP, an investigational
RNAI therapeutic targeting amyloid precursor
protein (APP), was initiated by the Company's
collaborator Alnylam Pharmaceuticals, Inc. in
patients with cerebral amyloid angiopathy (CAA).

Corporate and Business Development Updates

In April 2024, the Company acquired full
development and commercialization rights to
2seventy bio, Inc.'s oncology and autoimmune
preclinical and clinical stage cell therapy pipeline.
Under the terms of the agreement, the Company
made a $5 million up-front payment, and has
assumed ongoing program, infrastructure, and
personnel costs related to the product candidates
acquired. In addition, the Company is obligated to
pay 2seventy bio a regulatory milestone upon the
first major market approval of the first approved
product; and, with respect to any approved
product, a low single-digit percent royalty on
sales.
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In April 2024, the Company and Mammoth
Biosciences, Inc. entered into a collaboration
agreement to research, develop, and
commercialize in vivo CRISPR-based gene
editing therapies for multiple tissues and cell
types. Under the terms of the agreement, the
Company purchased an aggregate of $95 million
of Mammoth preferred stock and is obligated to
make a $5 million up-front payment. The parties
will jointly select and research collaboration
targets, and then Regeneron will lead
development and commercialization.

In April 2024, the Company's board of directors
authorized a new share repurchase program to
repurchase up to an additional $3.0 billion of the
Company's common stock. Repurchases may be
made from time to time at management's
discretion through a variety of methods. The
program has no time limit and can be
discontinued at any time.
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Regeneron Misses Q1 Earnings on
Lower-Than-Expected Eylea Sales
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Regeneron Pharmaceuticals reported first-quarter
2024 financial results Thursday that missed
consensus Wall Street expectations for earnings
and revenue.

Analysts expected Regeneron to earn $10.18 per
share and report $3.23 billion in sales in the
quarter. However, the company’s Q1 adjusted
earnings came in at $9.55 per share with $3.15
billion in sales.

Soft sales of its blockbuster eye drug—developed
with Bayer—also missed expectations, which
Regeneron said was caused by a $40 million cut
in inventory and changing market dynamics. In
Q1, the company posted $1.4 billion in Eylea
sales, a 2% drop compared to the $1.43 billion
generated in the same period in 2023 and falling
short of Wall Street estimates of $1.86 billion.

A new, higher dose (HD) version contributed $200
million to total sales. Analysts forecast that Eylea
HD will gain market share over standard dose in
the next year.

With its exclusivity originally set to expire this
year, Regeneron fended off Eylea biosimilars with
a court ruling that extended its patent to June
2027. However, Roche’s Vabysmo has been
growing market share since its 2022 FDA
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approval. The competitor’s eye drug brought in
sales of $927 million in the first quarter of 2024.

“We are well positioned to continue our leadership
in retinal diseases,” Regeneron CEO Leonard
Schleifer said in a statement.

Regeneron reported Q1 sales of its
Sanofi-partnered asthma drug Dupixent of $3.08
billion, short of analyst expectations of $3.19
billion. However, it still represented a 24% growth
rate versus the same period in 2023.

Regeneron’s oncology portfolio is steadily gaining
ground with its skin cancer drug. Global sales of
Libtayo grew 49% in Q1 to $264 million compared
to the same quarter last year with $177 million.
The company’s cholesterol injection Praluent saw
75% growth to $70 million in the most recent
quarter.

Total net product sales came in at $1.76 billion,
growing 6% compared to Q1 2023 sales of $1.67
billion.

Regeneron’s board has approved a $3 billion
share buyback program, on top of a $1.2 billion
buyback program announced in March 2024.

The repurchase program provides Regeneron
with “additional flexibility to continue returning
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capital to shareholders over time,” CFO
Christopher Fenimore said in a statement.
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Regeneron flags possible Dupixent COPD
decision delay after FDA data request

Alongside its first-quarter results presentation on
Thursday, Regeneron Pharmaceuticals hinted that
a key label expansion for its Sanofi-partnered
autoimmune drug Dupixent in chronic obstructive
pulmonary disease (COPD) could be delayed by
three months after the FDA asked to see more
data.

The application is currently under a priority review
with a decision date of June 27. But on a call with
analysts Thursday, CEO Leonard Schleifer said
the US regulator has requested additional efficacy
analyses, including more information on
subpopulations from the pivotal BOREAS and
NOTUS studies. The drugmaker received the
latter request this week.

Decision could be pushed to September
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"Our analyses across these requested patient
subgroups indicate a consistent and clinically
meaningful reduction in COPD exacerbations,"
said Schleifer.

He added that Regeneron thinks it can submit the
analyses "substantially sooner" than the
end-of-May deadline it has been given, though he
conceded that a decision on the filing could be
pushed back up to three months if the FDA
decides it needs more time to conduct its review.

Sanofi, which reports Dupixent sales, recently
said the drug's revenues arew 22% in the first
three months of this year to €2.8 billion, and that it
was on track to generate around €13 billion in
2024.

Inventory impacts on Eylea

Elsewhere, Regeneron reported a 2%
year-over-year decline in US sales of its
blockbuster macular degeneration drug Eylea and
new higher-dose formulation, which brought in a
combined $1.4 billion in the first quarter. That fell
short of the $1.9 billion analysts were projecting.

According to Regeneron, the drop was primarily
driven by market dynamics that led to lower
volumes and selling price for the drug. Eylea
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sales were also hit by approximately $40 million in
Q1 due to a reduction in inventory held by
wholesalers.

Still, the higher 8mg dose of Eylea brought in
$200 million, edging past analyst estimates by
about $4 million. "We had a strong quarter of
Eylea HD uptake, and we are well positioned to
continue our leadership in retinal diseases," said
Schleifer.

Sales of the regular-dose version of the drug were
down 16% to $1.2 billion in the quarter.

While the Eylea franchise faces mounting
pressure from Roche's rival treatment Vabysmo,
key opinion leaders (KOLs) expect that the
higher-dose version's ability to reduce injection
frequency could help retain its market dominance.

Meanwhile, Regeneron's total revenues for the
quarter slipped 1% year-over-year to $3.1 billion.
Excluding sales of the COVID-19 antibody
treatment Ronapreve, which saw diminished
demand, revenues increased 7%.

Regeneron's cancer drug Libtayo also posted
solid growth, with global net sales rising 49% to
$264 million, ahead of estimates at $257.7 million.
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Regeneron reveals potential delay for Dupixent in
COPD, stagnant sales for Eylea

Sanofi and Regeneron’s highly anticipated approval of
Dupixent to treat chronic obstructive pulmonary
disease (COPD) could be delayed, Regeneron CEO
Len Schleifer said on Thursday.

Earlier this week, the FDA requested additional
efficacy analyses from two trials that have set
Dupixent up for the potential label expansion. In
February, the regulator accepted the application and
designated it for priority review with a decision date of
June 27.

The FDA wants to see sub-population breakdowns
from the phase 3 BOREAS and NOTUS trials,
Schleifer said during Regeneron’s first-quarter earnings
call.

“Our analyses across these requested patient subgroups
indicate a consistent and clinically meaningful
reduction in COPD exacerbations,” Schleifer said,
adding that the companies will provide the information
“substantially sooner” than the FDA’s deadline of the
end of May.
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If the FDA needs more time to review the data, the
decision could be delayed for up to three months, the
CEO said.

“The FDA, when anticipating or looking at a new class
of biologics, is very interested in checking it up and
down, and down and up, and making sure that there’s
no sub-population of the study that might be driving
the data,” Schleifer said. “But none of that has
occurred [for Dupixent].”

The regulatory hurdle follows one Regeneron endured
last year when another of its anxiously awaited
products—a high-dose version of blockbuster macular
degeneration drug Eylea—was rejected by the FDA
because of a manufacturing issue with a third-party
drug filler.

Oddly enough, that Eylea priority review carried the
same June 27 FDA target decision date a year earlier.
Regeneron quickly ironed out the problem, and the
FDA endorsement came less than two months later.

At the time, Regeneron and Sanofi were playing catch
up with Roche and its new bispecific drug Vabysmo.
Ten months later, the partners are still trying to reclaim
the market they’ve lost to the Swiss newcomer.

On Thursday, Regeneron reported that U.S. sales of the
Eylea franchise were down 2% year-over-year to $1.4
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billion, with Eylea HD accounting for $200 million.
The performance came up far short of analysts’
consensus of $1.86 billion. There was an uptick
sequentially for Eylea HD, as its sales in the previous
quarter were $123 million.

Meanwhile, sales of Vabysmo have continued to beat
expectations. Last week Roche reported its Vabysmo
sales at 847 million Swiss francs ($927 million), which
was up 108% year over year and routed the analyst
projection of 750 million Swiss francs ($821 million).

Schleifer said that TV promotion, broad prescriber
familiarity and satisfaction with the clinical profile will
help fuel the uptake of Eylea HD. Another positive is
that Eylea HD’s permanent J-code—which streamlines
the billing and reimbursement process for Medicare
Part B prescriptions—was established on April 1.

Analysts at Leerink Partners also pointed to a $40
million channel inventory reduction in the first quarter.
If Eylea HD sales are adjusted to account for the
reduction, they would have met their estimate for Eylea
HD sales in the period.

“This reflects a sequential draw down of Eylea
inventory, which was partially offset by a modest
increase in Eylea HD inventory ahead of the permanent
J-code on April 1,” Marion McCourt, Regeneron’s
chief commercial officer, explained.
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Overall for the quarter, Regeneron’s revenue was at
$3.14 billion, which is down 1% year over year and
came up short of analysts’ expectations of $3.22
billion. There still is a COVID effect however, as
excluding sales of antibody treatment Ronapreve,
revenue was up 7%.

Compensating for the stagnant sales of Eylea is the
continued rise of Dupixent. Sales for the 1L.-4/13
inhibitor, which are recorded by Sanofi, were up 24%
to $3.1 billion. As a result, Regeneron’s collaboration
cut from Sanofi rose 14% to $910 million for the
period.

Regeneron’s oncology treatment Libtayo continued its
rise, fueled by two approvals to treat advanced
non-small cell lung cancer. Sales were up 50% to $244
million for the quarter, putting Libtayo on track to
become a blockbuster for the first time since it entered
the market in 2018.



https://www.globenewswire.com/news-release/2024/05/02/2873982/0/en/Regeneron-Reports-First-Quarter-2024-Financial-and-Operating-Results.html

	REGENERON REPORTS FIRST QUARTER 2024 FINANCIAL AND OPERATING RESULTS 
	Regeneron Misses Q1 Earnings on Lower-Than-Expected Eylea Sales 
	Regeneron flags possible Dupixent COPD decision delay after FDA data request 

