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Item 2.02.	Results of Operations and Financial Condition.

On January 8, 2024, at the 42nd Annual J.P. Morgan Healthcare Conference, Leonard S. Schleifer, M.D., Ph.D., Board Co-Chair, President and Chief Executive Officer of Regeneron Pharmaceuticals, Inc. (“Regeneron” or the “Company”), and George D. Yancopoulos, M.D., Ph.D., Board Co-Chair, President and Chief Scientific Officer of Regeneron, are providing a corporate update.

The presentation includes information regarding the Company’s preliminary (unaudited) fourth quarter 2023 U.S. net product sales of EYLEA® HD (aflibercept) Injection 8 mg of approximately $123 million and the Company’s preliminary (unaudited) fourth quarter 2023 U.S. net product sales of EYLEA® (aflibercept) Injection of approximately $1.34 billion.

Additionally, the Company currently expects that its financial results calculated in accordance with U.S. generally accepted accounting principles (“GAAP”) and its non-GAAP financial results for the fourth quarter 2023 will include an acquired in-process research and development (“IPR&D”) charge of $30 million on a pre-tax basis. This charge relates to a payment to extend the Company’s collaboration with Intellia Therapeutics, Inc. This acquired IPR&D charge is expected to negatively impact each of GAAP and non-GAAP net income per diluted share for the fourth quarter 2023 by approximately $0.21.

Acquired IPR&D charges may include IPR&D acquired in connection with asset acquisitions as well as up-front, opt-in, and certain development milestone payments related to collaboration and licensing agreements. Regeneron does not forecast such acquired IPR&D charges due to the uncertainty of the future occurrence, magnitude, and timing of these transactions in any given period.

Regeneron’s results for the fourth quarter 2023 have not been finalized and are subject to Regeneron’s financial statement closing procedures. There can be no assurance that actual results will not differ from the preliminary (unaudited) estimates described herein.

Item 7.01.	Regulation FD Disclosure.

The information set forth under Item 2.02 of this Current Report on Form 8-K is incorporated by reference herein. A copy of the presentation referenced in Item 2.02 is furnished as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated by reference in this Item 7.01.

The information included in Item 2.02 and the information included or incorporated in Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, nor shall such information and exhibit be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, except as shall be expressly set forth by specific reference in such a filing.

	Item 9.01.
	Financial Statements and Exhibits.

	(d) Exhibits.
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	Presentation by Leonard S. Schleifer, M.D., Ph.D., Board Co-Chair, President and Chief Executive Officer of Regeneron Pharmaceuticals, Inc., and George D. Yancopoulos, M.D., Ph.D., Board Co-Chair, President and
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Note Regarding Forward-Looking Statements

This Current Report on Form 8-K (this “Report”) includes forward-looking statements that involve risks and uncertainties relating to future events and the future performance of Regeneron Pharmaceuticals, Inc. (“Regeneron” or the “Company”), and actual events or results may differ materially from these forward-looking statements. Words such as “anticipate,” “expect,” “intend,” “plan,” “believe,” “seek,” “estimate,” variations of such words, and similar expressions are intended to identify such forward-looking statements, although not all forward-looking statements contain these identifying words. These statements concern, and these risks and uncertainties include,

among others, Regeneron’s expectations with respect to commercialization of its marketed products (including EYLEA® HD (aflibercept) Injection 8 mg and EYLEA® (aflibercept) Injection), competitive and other relevant developments affecting the market share of Regeneron’s marketed products, and other relevant factors (whether within or without Regeneron’s control) impacting the degree to which commercialization of Regeneron’s marketed products is successful, as well as the impact of any of the foregoing on Regeneron’s results of operations; Regeneron’s expected acquired in-process research and development charge for the quarterly period ended December 31, 2023 and its expected impact on GAAP and non-GAAP net income per diluted share for this period as discussed in this Report; and the potential for any license, collaboration, or supply agreement, including Regeneron's agreement with Intellia Therapeutics, Inc. referenced in this Report, to be cancelled or terminated. A more complete description of these and other material risks can be found in Regeneron’s filings with the U.S. Securities and Exchange Commission. Any forward-looking statements are made based on management’s current beliefs and judgment, and the reader is cautioned not to rely on any forward-looking statements made by Regeneron. Regeneron does not undertake any obligation to update (publicly or otherwise) any forward-looking statement, including without limitation any financial projection or guidance, whether as a result of new information, future events, or otherwise.

Note Regarding Non-GAAP Financial Measures

This Report references non-GAAP net income per diluted share, which is a financial measure that is not calculated in accordance with U.S. Generally Accepted Accounting Principles (“GAAP”). This non-GAAP financial measure is computed by excluding certain non-cash and/or other items from the related GAAP financial measure. The Company also includes a non-GAAP adjustment for the estimated income tax effect of reconciling items. The Company makes such adjustments for items the Company does not view as useful in evaluating its operating performance. Management uses this and other non-GAAP measures for planning, budgeting, forecasting, assessing historical performance, and making financial and operational decisions, and also provides forecasts to investors on this basis. Additionally, such non-GAAP measures provide investors with an enhanced understanding of the financial performance of the Company's core business operations. However, there are limitations in the use of such non-GAAP financial measures as they exclude certain expenses that are recurring in nature. Furthermore, the Company's non-GAAP financial measures may not be comparable with non-GAAP information provided by other companies. Any non-GAAP financial measure presented by Regeneron should be considered supplemental to, and not a substitute for, measures of financial performance prepared in accordance with GAAP.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

REGENERON PHARMACEUTICALS, INC.

/s/ Joseph J. LaRosa
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Joseph J. LaRosa

Executive Vice President, General Counsel and Secretary

Date: January 8, 2024
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J.P.Morgan Healthcare Conference

JANUARY 8, 2024

REGENERON*

This non-promotional presentation contains investigational data as well as forward-looking statements; actual results may vary materially.
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Strategy & Business Update

Leonard S. Schleifer, MD, PhD
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President & Chief Executive Officer
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Note regarding forward-looking statements

This presentation includes forward-looking statements that involve risks and uncertainties relating to future events and the future performance of Regeneron Pharmaceuticals
*Company’), and actual events of results may differ materially from these forward-looking statements. Words such as "anticipate,” "expect,” “intend,” "plan," *believe," "seek," "es
words, and similar expressions are intended to identify such forward-looking statements, although not all forward-looking statements contain these identifying words. These state
tisks and uncertainties include, among others, the nature, timing, and possible success and therapeutic applications of products marketed or otherwise commercialized
collaborators or licensees (collectively, "Regeneron’s Products") and product candidates being developed by Regeneron and/or its collaborators or licensees (collectively, "Regenes
and research and clinical programs now underway or planned, including without limitation EYLEA® (aflibercept) Injection, EYLEA HD (aflibercept) Injection 8 mg, Dupixent® (dupi
(cemiplimab) Injection, Praluent® (alirocumab) Injection, Kevzara® (sarilumab) Injection, Evkeeza® (evinacumab) Injection, Veopoz™ (pozelimab) Injection, odronextamab, itepekim
linvoseltamab, REGN5713-5714-5715, Regeneron's other oncology programs (including its costimulatory bispecific portfolio), Regeneron's and its collaborators' earlier-stage
human genetics in Regeneron’s research programs; the likelihood and timing of achieving any of the anticipated milestones discussed or referenced in this presentation; safety
administration of Regeneron's Products and Regeneron’s Product Candidates in patients, including serious complications o side effects in connection with the use of Regeneron's
Product Candidates in clinical trials; the likelihood, timing, and scope of possible regulatory approval and commercial launch of Regeneron's late-stage product candidate:
Regeneron's Products, such as those listed above; the extent to which the results from the research and development programs conducted by Regeneron and/or its collaborators
studies and/or lead to advancement of product candidates to clinical trals, therapeutic applications, or regulatory approval; ongoing regulatory obligations and oversight impact
research and clinical programs, and business, including those relating to patient privacy; determinations by regulatory and administrative governmental authorities which may de
ability to continue to develop or commercialize Regeneron's Products and Regeneron's Product Candidates; competing drugs and product candidates that may be superior to, o
Regeneron's Products and Regeneron's Product Candidates; uncertainty of the utilization, market acceptance, and commercial success of Regeneron's Products and Regeneron's P
impact of studies (whether conducted by Regeneron or others and whether mandated or voluntary) or recommendations and guidelines from govermental authorities and
commercial success of Regeneron's Products and Regeneron's Product Candidates; Regeneron’s ability to manufacture and manage supply chains for multiple products and proc
of Regeneron's collaborators, suppliers, or other third parties (as applicable) to perform manufacturing, filling, finishing, packaging, labeling, distribution, and other steps relate
and Regeneron's Product Candidates; the availability and extent of reimbursement of Regeneron's Products from third-party payors, including private payor healthcare and in
maintenance organizations, pharmacy benefit management companies, and goverment programs such as Medicare and Medicaid; coverage and reimbursement determination:
policies and procedures adopted by such payors; unanticipated expenses; the costs of developing, producing, and selling products; Regeneron’s ability to meet any of its financi
including without limitation capital expenditures, and changes to the assumptions underlying those projections or guidance; the potential for any license or collaboration agreem
agreements with Sanofi and Bayer (or their respective affiliated companies, as applicable), to be cancelled or terminated; the impact of public health outbreaks, epidemics, o
COVID-19 pandemic) on Regeneron's business; and risks associated with intellectual property of other parties and pending or future litigation relating thereto (including wit
Iitigation and other related proceedings relating to EYLEA), other litigation and other proceedings and government investigations relating to the Company and/or its operations (
litigation initiated by the U.S. Attorney's Office for the District of Massachusetts), the ultimate outcome of any such proceedings and investigations, and the impact any of t
Regeneron's business, prospects, operating results, and financial condition. A more complete description of these and other material risks can be found in Regeneron's filings w
Exchange Commission. Any forward-looking statements are made based on management's current beliefs and judgment, and the reader is cautioned not to rely on any forward-o
Regeneron. Regeneron does not undertake any obligation to update (publicly or otherwise) any forward-looking statement, including without limitation any financial projection
result of new information, future events, or otherwise.
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Harnessing the immune system to fight cancer
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eliminate IgE: potential groundbreaking
approach for controlling severe allergy

+ Immunoglobulin E (IgE) is the key driver
of allergic reactions, such as food allergies;
long-lived plasma cells consistently
produce IgE?

In atopic patients, transient linvoseltamab
treatment with Dupixent maintenance has
the potential of permanently eliminating

IgE and durably reversing severe allergies, while
allowing the restoration of other immunoglobulins

IgE (normalized to baseline)

Transient plasma cell depletion with BCMAXCD3

plus sustained IL-4Ra blockade durably eliminates

IgE production in cynomolgus monkeys'
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Clinical trial with the two-drug regimen in patients with severe food allergies to begin in 202

"Adapted from Limnander et al, Sci. Transl. Med. 2023Asrat et a, Sci. Immunol. 2020
19 *Pooled data from n=12 multiple myeloma patients from the LINKERMM1 Phase 1 study, treated with six different dose levels of linvoseltamab
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Regeneron’s approach to obesity: combinations with
leading medicines aim to improve quality of weight loss

Incretin-based therapies, such as semaglutide (sema) and tirzepatide, are emerging as standards of care for weight |
however, up to 40% of this weight loss is due to decreases in lean muscle mass’

AddinF myostatin blockade to semaglutide leads to greater fat loss anc
loss compared to semaglutide monotherapy in obese non-human

Novel approaches for obesity
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20 'Wilding, Diabetes Obes Metab, 2022; PMID: 35441470, from Mastaitis J, et al. Manuscript in preparation and ADA 2023 presentation, n=10 per arm; DXA: dual-energy X-ray absorptiometry measurement
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Obesity clinical program to start in mid-2024

Phase 2 study to investigate if addition of trevogrumab (anti-myostatin) to semaglutide with and without ge
activin A) improves the quality of weight loss and/or improves maintenance of weight loss post semaglutic

« Obese patient enrollment starting mid-2024, pending safety and tolerability trial of high dose trevogrumat
healthy volunteers

Phase 2 General Obesity Trial Design
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Leveraging Regeneron’s novel genetics discovery -
GPR75 as a target for obesity

Exome sequencing of ~640,000 individuals revealed that gene variants in GPR75 are associated with reduced risk of
Individuals with at least one inactive copy of the GPR75 gene had lower BMI and, on average, tended to weigh about

Regeneron is pursuing three modalities
to target GPR75: GPR75 siRNA treatment halts weight gain and fat mass ¢
without lean mass loss in high fat diet fed obese mice’

SiRNA collaboration with Alnylam
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1AKkbari, Science, 2021; PMID: 34210852, 2unpublished data for humanized GPR75 mice, n=20-21 per arm, unpublished data for Gpr75 knockout mice versus wild-type mice, ‘unpublished self-reported data
22 (yiathe Intemational Physical Activity Questionnaire IPAQ]) for a small number of heterozygous GPR75 pLOF carriers versus non-carriers; pLOF ~ predicted Loss Of Function
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Regeneron Genetic Medicines: multiple investigational

approaches for treatment of genetic diseases

Established clinical proof-of-principle across several diseases with novel genetic medicine technologies

£8

siRNA
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« First clinical results demonstrating
silencing of a pathological gene in
human brain (APP)*

« Pioneers in siRNA + antibody
combo (C5)

23 Collaboration with: *Alnylam; fIntellia.

N
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« Gene knockout: first clinical results
demonstrating genome editing in
humans; Phase 3 started (TTR)"

« Gene insertion: clinical program to
start in 2024, pending regulatory
approval (Factor 9)*
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Regeneron Genetic Medicines pipeline

Select Pre-IND Candidates
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Regeneron pioneers first combination of siRNA + antibody therapeutic

siRNA reduces target load so that antibody can completely block target for extended period
Prior to this combination, no treatment has reduced and sustained average LDH to normal levels in PNH patients

Exploratory Cohort A - Pooled Patient Data
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average LDH to normal levels in PNH patients + Complete and sustained C5 inhibition at a lower do:
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Primary Endpoint: the percent change in lactate dehydrogenase (LDH) from baseline to week 26. + Convenient subcutaneous formulation

LDH is a well-accepted biomarker of hemolysis — with adequate control and normalization defined
s <1.5 and <1.0 times the upper limit of normal (ULN), respectively.
Only patients that completed 26 weeks of the study were evaluated for efficacy at the time of the data cut.
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Geographic atrophy (in dry AMD): Extending our C5 siRN/
antibody approach to ophthalmology

Pivotal Phase 3 program to initiate in 2H 2024

Program Overview
(Trials to initiate in 2H 2024)

Two Phase 3 pivotal trials
(multi-center, randomized,
double-masked) in geographic
atrophy secondary to age-related
macular degeneration
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Regeneron restores hearing in a profoundly deaf child

DB-OTO AAV-based dual-vector gene therapy delivered to the inner ear to rescue hearing in infants

Gene therapy for genetic hearing loss

Potentially first-in-class, one-time
treatment to rescue hearing in infants
born with profound deafness due to
biallelic OTOF mutations

« DB-OTO is a surgically delivered
AAV-based dual-vector gene therapy
that selectively expresses functional
OTOF in the inner ear hair cells of
patients, enabling the ear to transmit
sound to the brain

Preliminary, positive safety and efficacy
results from the first patient (<2 years
old) continue to show improvements

in auditory responses, now through
week 12, compared to baseline

« Paves the way for next gene therapy
for genetic hearing loss — GJB2
« Currently in IND-enabling studies

Lower volume
threshold for
normal hearing

Moderate hearing
loss treatable with
a hearing aid

Profound hearing
impairment treated by
cochlear implant

Preliminary results for first patient dosed:
Profoundly deaf child at baseline, demonstrates markedl,

improved hearing at 12 weeks post-treatment
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Behavioral pure tone audiogram - a plot of softest
sounds a patient can hear in an individual ear

*Artows indicate no response at maximum level tested
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2024 key upcoming milestones

Ophthalmology

* EU decision for aflibercept 8 mg in wAMD and DME - Now Approved /

« Japan decision for aflibercept 8 mg in wAMD and DME (1H)
Initiate pivotal RVO study of Eylea HD to enable FDA filing (mid)
Obtain permanent J-code for EYLEA HD (2Q)

Initiate pivotal studies of pozelimab + cemdisiran combination in
geographic atrophy (2H)

Dupixent / 1&1

Regulatory decisions for pediatric (1-11 yrs) eosinophilic esophagitis
(US. Q1,EU 2H)

sBLA acceptance for COPD with a Type 2 inflammatory phenotype (Q1);
potential FDA approval (mid/2H)

Report results from ongoing Phase 3 study in CSU (4Q)

Initiate Phase 1 study in severe food allergy following transient
linvoseltamab treatment

« Complete enroliment of Phase 3 studies of itepekimab in COPD (2H)

Obesity

« Initiate Phase 2 proof-of-concept study of combination of
semaglutide and trevogrumab (anti-myostatin) with and without
garetosmab (anti-Activin A) (mid)

Solid Organ Oncology
+ Report potentially pivotal interim analysis of Libtayo in Adju

Report potentially pivotal results from Phase 2/3 study of fi
in 1L metastatic melanoma (2H); initial data in 1L advanced

Initiate potentially pivotal Phase 2 studies for fianlimab + ce

perioperative melanoma (1H) and perioperative NSCLC (1H]
Initiate dose-expansion cohorts of EGFRXCD28 + cemiplima
tumors (1H)

Initiate cohorts combining PSMAxCD28 + PSMAxCD3 in m(
PSMAXxCD28 monotherapy in RCC (1H)

Hematology
FDA decision on odronextamab in R/R FL and R/R DLBCL (1

+ BLA acceptance for linvoseltamab in R/R multiple myeloma
approval (2H); EU submission (1Q)

Initiate Phase 1 study of linvoseltamab in combination with
costimulatory bispecific in multiple myeloma

« Report Phase 2 proof-of-concept results for Factor XI antibc

Genetic Medicines

« Initiate Phase 1 study of Factor 9 gene insertion in hemophi
+ Report additional proof-of-concept data for DB-OTO

«+ Initiate proof-of-concept study of SOD1 siRNA in ALS
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Regeneron-discovered, approved and investigational mec
across a diverse set of diseases
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Abbreviations and Definitions

Abbreviation  Definition Abbreviation Definition

L
AAV
ALS
APP
BCC
BCMA
BLA
B-NHL
BP
CART

Cindu-COLD

CNS
coPD
CPUO
CR
CRS

CRSWNP

cscc
csu
dB HL
DCR
DLBCL
DME
DR
DXA
EC
EGFR
Eof
EoG

First line

Adeno-associated virus
Amyotrophic lateral sclerosis
Amyloid precursor protein

Basal cell carcinoma

B-cell maturation antigen

Biologics license application

8-cell non-Hodgkin's lymphoma
Bullous pemphigoid

Chimeric antigen receptor T-cell
Chronic inducible urticaria - cold
Central nervous system

Chronic obstructive pulmonary disease
Chronic pruritis of unknown origin
Complete response

Cytokine release syndrome

Chronic sinusitis with nasal polyposis
Cutaneous squamous cell carcinoma
Chronic spontaneous urticaria
Decibel hearing loss

Duration of complete response
Diffuse large B-cell lymphoma
Diabetic macular edema

Diabetic retinopathy

Dual-energy X-ray absorptiometry
European Commission

Epidermal growth factor receptor
Eosinophilic esophagitis
Eosinophilic gastroenteritis

FIH

FL

A
GAA
GITR
GLP-1
GLP-1R
QMG
HCe
HCP
HNSCC
Hz
ICANS
IND

v

KM
LAG-3
LDH
LEPR
MAA
mcc
mCRPC
MM
MOA
mPFS
MuC16
NASH
NBRx
NHP

First in human

Follicular ymphoma

Geographic atrophy

Alpha glucosidase

Glucocorticoid-induced TNFR-related protein
Glucagon-like peptide 1

Glucagon-like peptide 1 receptor
Generalized myasthenia gravis
Hepatocellular carcinoma

Healthcare Provider

Head and neck squamous cel carcinoma
Hertz

Immune effector cell-associated neurotoxicity syndrome
Initial new drug application

Intravenous

Kaplan-Meier curve

Lymphocyte-activation gene 3

Lactate dehydrogenase

Leptin receptor

Marketing authorization application

Merkel cell carcinoma

Metastatic castration-resistant prostate cancer
Multiple myeloma

Mechanism of action

Median progression-free survival

Mucin 16

Non-alcoholic steatohepatitis

New to Brand Prescriptions

Non-human primate

Abbrevi

NSCLC
ORR
0TOF
PBO
PD-1/PD-(L)1
PDUFA
PNH
POC
PSMA
RR
RCC
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ROW
RVO
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sc
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TR
TR
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VEGF
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