
 

Regeneron Pharmaceuticals: Company 

Overview and Recent Developments 

 

Company Background and History: Regeneron is a New York–based biotechnology 

company founded in 1988 by Leonard S. Schleifer, MD, PhD and George D. Yancopoulos, 

MD, PhD regeneron.com en.wikipedia.org . Originally named for its focus on neurotrophic 

(regenerative) factors, Regeneron soon expanded into cytokine and receptor biology. The 

company went public in 1991 (raising $91.6M) and early on developed “Trap” fusion proteins 

(e.g. Rilonacept/Arcalyst, approved in 2008) en.wikipedia.org . Major early successes include 

aflibercept (a VEGF-trap antibody; FDA-approved 2011 as EYLEA for wet AMD and other 

eye diseases en.wikipedia.org ) and later Dupilumab (co-developed with Sanofi as Dupixent, 

FDAapproved 2017 for atopic dermatitis) en.wikipedia.org . Over three decades, Regeneron has built 

a broad pipeline by innovating proprietary technologies (e.g. the VelociGene/VelociSuite 

platforms and the Regeneron Genetics Center) and forging partnerships. Its headquarters 

and main R&D campus are in Tarrytown, NY, with ~15,100 employees worldwide (offices in 

12 countries, trials in >50 countries) regeneron.com . 

Leadership and Organization: Regeneron maintains a dual-leadership model. Co-founders 

Len Schleifer (CEO) and George Yancopoulos (CSO) serve as Board co-Chairs, guiding both 

management and scientific strategy regeneron.com . Other key executives include CFO Christopher 

Fenimore. The Board of Directors includes prominent scientists (e.g. Nobel laureate Michael 

S. Brown regeneron.com ) and industry leaders. Regeneron’s organizational structure emphasizes 

R&D, with integrated discovery labs (e.g. the Regeneron Genetics Center, VelociBio 

platforms, and the new Regeneron Cell Medicines unit) feeding clinical development. The 

company has strong in-house manufacturing (expanding via new facilities and external 

partnerships) and a global commercial organization. Regeneron has grown rapidly: its 

employee count rose to ~15,100 by 2024 regeneron.com (up 12% from 2023 

macrotrends.net ), reflecting heavy investment in R&D and manufacturing. 

Financial Performance and Recent Earnings 

Regeneron has shown steady revenue growth driven by its blockbusters. FY2024 revenue 

was $14.20 billion (an 8% increase over 2023) globenewswire.com . In Q4’2024 alone it generated 
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$3.79 billion (+10% year-over-year) globenewswire.com . However, growth has been uneven by 

product line: Dupixent (Sanofi-recorded global sales) climbed 22% in FY2024 to 

$14.15 billion globenewswire.com , while U.S. EYLEA net sales (aflibercept) were relatively flat at 

~$5.97 billion 

(+1%) globenewswire.com , and Libtayo (cemiplimab) jumped 40% to $1.22 billion globenewswire.com . 

GAAP net income in 2024 was $4.41 billion (up 12% vs. 2023) globenewswire.com , and non-GAAP 

EPS grew more modestly. In early 2025, Regeneron initiated first-ever quarterly dividends 

($0.88 per share announced) and authorized a $4.5 billion share buyback globenewswire.com , 

reflecting its strong cash flow and capital return strategy. 

In Q1 2025, revenue was $3.03 billion (–4% vs. Q1 2024) globenewswire.com . Growth drivers were 

again Dupixent (Q1 sales $3.67 billion, +19%) globenewswire.com , while total Eylea sales fell (due to 

competition) even as high-dose EYLEA HD usage rose globenewswire.com . Q1’25 GAAP EPS was 

$7.27 (above last year), but non-GAAP EPS dipped due to higher costs globenewswire.com . 

According to analysts, Regeneron’s Q1 results “missed estimates” primarily because of lower 

Eylea demand and an FDA delay on an Eylea high-dose syringe reuters.com globenewswire.com . 

Regeneron remains profitable (Q1 GAAP income $809M globenewswire.com ) and has a fortress 

balance sheet (net cash ~ $3–4 B, low debt). 

Major Products and Therapies 

Regeneron’s revenue is dominated by a few large products, with several others contributing 

growth or future potential: 

 Dupixent (dupilumab) – Top-line revenue engine. Dupixent is a human monoclonal 

antibody that blocks IL-4/IL-13 signaling. Initially approved for moderate-to-severe 

atopic dermatitis (2017), its label has expanded to asthma, chronic rhinosinusitis with 

nasal polyposis (CRSwNP), eosinophilic esophagitis (EoE), and more globenewswire.com 

globenewswire.com . In FY2024, global Dupixent sales (reported by Sanofi) reached 

$14.15 billion globenewswire.com . Recent expansions include FDA approval for chronic 

spontaneous urticaria (CSU) in adults/teens (Apr 2025) and EU approval for pediatric EoE 

 (Nov 2024) globenewswire.com globenewswire.com . Additional indications (bullous pemphigoid, 

 COPD) are under review globenewswire.com globenewswire.com . 

EYLEA (aflibercept) – Ophthalmology franchise. Eylea is Regeneron’s VEGF-trapping eye 

drug for neovascular (wet) age-related macular degeneration (AMD), diabetic eye 
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disease, retinal vein occlusion, etc. It was FDA-approved in 2011 en.wikipedia.org . U.S. net sales 

of Eylea (2 mg) were about $5.97 billion in 2024 globenewswire.com (plus ~$0.3B of the new 

8 mg high-dose EYLEA HD). Regeneron co-develops Eylea with Bayer outside the U.S. 

The company is now pushing EYLEA HD (aflibercept 8 mg) for longer dosing intervals: in 

Feb 2025 a Phase 3 trial met its endpoint in retinal vein occlusion, and an 

FDA sBLA was submitted (decision expected Q3 2025) globenewswire.com globenewswire.com . 

Challenges include an FDA Complete Response Letter in April 2025 for the pre-filled 

syringe version (vendor issue) globenewswire.com , and the need to fend off biosimilar 

competition (patent litigation with Biocon settled, delaying biosimilar entry until ~2026 

globenewswire.com ). 

 Libtayo (cemiplimab) – Immuno-oncology. This PD-1 checkpoint inhibitor (now fully 

owned by Regeneron after buying out Sanofi’s 50% stake for $900M fiercepharma.com ) is 

approved for advanced cutaneous squamous cell carcinoma (CSCC) and certain lung 

cancers. Sales grew rapidly (FY2024 net ~$1.22B, +40%) globenewswire.com . Regeneron is 

expanding Libtayo into new settings: a Phase 3 trial showed a clear benefit in high-risk 

CSCC after surgery, leading to sBLA filings in US/EU (adjuvant CSCC) globenewswire.com . 

 Other Products: Regeneron also markets several smaller products, often from earlier 

collaborations: 

– Praluent (alirocumab): a PCSK9 inhibitor for high LDL cholesterol (with Sanofi). 

– Kevzara (sarilumab): an IL-6 receptor antibody for rheumatoid arthritis (with Sanofi). 

– Arcalyst (rilonacept): IL-1 blocker for rare autoinflammatory syndromes 

(FDAapproved 2008) en.wikipedia.org . 

– Evkeeza (evinacumab): a monoclonal antibody for homozygous familial 

hypercholesterolemia. 

– Inmazeb (atoltivimab/maftivimab/odesivimab): a three-antibody “cocktail” for 

Ebola virus (FDA-approved 2020). 

– Veopoz (pozelimab): FDA-approved Aug 2023 for CHAPLE syndrome (a rare 

complement-mediated disorder) en.wikipedia.org . 

– REGEN-COV (casirivimab+imdevimab): Regeneron’s COVID-19 monoclonal 

antibody cocktail, developed under BARDA funding and manufactured/distributed 

globally with Roche regeneron.com (emergency use in 2020–2021, but now largely 

superseded by newer variants and vaccines). 
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Regeneron’s product mix is thus anchored by Dupixent and Eylea, with Libtayo and several 

niche drugs contributing. In recent years Regeneron has divested co-development deals (e.g. 

ending 50/50 splits with Sanofi) to capture more value. 

R&D Pipeline and Innovation Focus 

Regeneron is renowned for its deep pipeline and cutting-edge platforms. Management 

reports roughly 45 clinical-stage candidates (including new indications for marketed 

products) globenewswire.com . Key innovation areas include: 

 Antibody Therapies: Regeneron’s VelociSuite® technologies (VelocImmune, 

VelociMab, etc.) rapidly generate fully human antibodies. Notable programs: bispecific 

T-cell engagers linvoseltamab (BCMA×CD3 for multiple myeloma) and odronextamab 

(CD20×CD3 for B-cell lymphomas) – both recently resubmitted for FDA approval (action 

dates mid-2025) globenewswire.com globenewswire.com . Other lead antibody programs target novel 

pathways: e.g. itepekimab (anti–IL-33) for asthma, mibavademab (leptin receptor 

agonist) for lipodystrophy, garetosmab (anti-activin A) and trevogrumab (anti-myostatin) 

in muscle/metabolic diseases. 

 Immunology & Inflammation: Beyond Dupixent, Regeneron is advancing treatments 

for various immune diseases. For example, a Phase 3 trial of Dupixent showed positive 

results in bullous pemphigoid (an autoimmune blistering disorder), and sBLAs are under 

review (target PDUFA June 2025) globenewswire.com . Other trials include Dupixent for lichen 

simplex chronicus and atopic disorders. New antibodies for allergy and asthma (besides 

Dupixent) are in the clinic, as well as combination regimens (e.g. linvoseltamab plus 

Dupixent in severe food allergy globenewswire.com ). 

  Oncology: Regeneron’s cancer pipeline spans immuno-oncology and cell therapies. In 

addition to Libtayo and the bispecifics noted above, Regeneron has numerous 

partnerships. The company collaborates with BioNTech on combining Regeneron’s PD-1 

inhibitor with BioNTech’s mRNA cancer vaccines regeneron.com . Regeneron Cell Medicines 

(from the 2seventy bio acquisition) is developing CAR-T and other cell therapies for 

oncology and immunology globenewswire.com . 

 Hematology/Rare: Regeneron explores coagulation and blood disorders. It has two 

promising Factor XI antibodies (REGN7508 and REGN9933) aimed at preventing clots 

without bleeding – Phase 2 results were positive globenewswire.com . A complement inhibitor 
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(pozelimab + cemdisiran) showed advantage over Soliris in PNH (ASH 2024 data) 

globenewswire.com . Orphan-designated programs include new blood factors for hemophilia (via 

Intellia collaboration) and antibodies for paroxysmal nocturnal hemoglobinuria, 

polycythemia, etc. 

Ophthalmology/Gene Therapy: Regeneron is advancing EYLEA HD and other eye 

treatments (e.g. longer-acting formulations). It also has gene-therapy efforts: an 

AAVbased program (DB-OTO) is in early trials for genetic hearing loss, showing 

encouraging responses globenewswire.com . The company is also studying gene-based 

medicines in metabolic and other inherited diseases, leveraging its Regeneron Genetics 

Center (RGC) data. 

 Genetics and Technology Platforms: Underlying this pipeline is Regeneron’s R&D 

engine. The RGC has sequenced millions of human genomes, driving target discovery. 

Regeneron’s VelociSuite pipeline is used for virtually all antibody programs. The 

company is also exploring novel modalities (CRISPR gene editing in collaboration with 

Intellia regeneron.com , RNA therapies, etc.). As Regeneron notes, its investment in these 

technologies “pushes the boundaries of scientific discovery” globenewswire.com . 

Overall, Regeneron’s innovation focus is on translating genetic insights into medicines. Its 

internally generated pipeline (40–45+ candidates) spans dozens of disease areas 

globenewswire.com , making it one of the industry’s most diverse R&D portfolios. 

Recent Regulatory Developments and Challenges 

Regeneron has had a flurry of recent regulatory actions, reflecting both approvals and 

hurdles: 

 Approvals: Dupixent continues to gain new indications: the FDA approved it for chronic 

spontaneous urticaria (CSU) in April 2025 globenewswire.com , and Japan approved it for chronic 

obstructive pulmonary disease (COPD) in March 2025 globenewswire.com . In late 2024, the EU 

approved Dupixent for treating eosinophilic esophagitis in children aged 1–11 

globenewswire.com . Another new drug, Lynozyfic™ (linvoseltamab), received European 

approval in 2024 for multi-drug refractory multiple myeloma globenewswire.com . The FDA in 

Aug 2023 approved Veopoz® (pozelimab) for CHAPLE disease en.wikipedia.org . Kevzara 

(sarilumab) was recently approved in Europe for polymyalgia rheumatica and juvenile 

arthritis (new indications) globenewswire.com . 
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 Pending Filings: Numerous supplemental BLAs are under FDA review. EYLEA HD (8 mg) 

sBLAs for retinal vein occlusion and extended dosing were accepted for priority review 

(target action date Aug 19, 2025) globenewswire.com . The FDA accepted Dupixent’s sBLA for 

bullous pemphigoid (action date June 20, 2025) globenewswire.com . Libtayo and bispecifics were 

resubmitted: the FDA accepted resubmissions of BLAs for linvoseltamab (myeloma) and 

odronextamab (follicular lymphoma), with decisions due mid-2025 globenewswire.com . 

Filings for adjuvant CSCC with Libtayo are in both US and EU globenewswire.com . 

https://www.globenewswire.com/news-release/2025/04/29/3069990/0/en/Regeneron-Reports-First-Quarter-2025-Financial-and-Operating-Results.html#:~:text=EYLEA%20HD%20
https://www.globenewswire.com/news-release/2025/04/29/3069990/0/en/Regeneron-Reports-First-Quarter-2025-Financial-and-Operating-Results.html#:~:text=approved%20Dupixent%20for%20the%20treatment,EU
https://www.globenewswire.com/news-release/2025/04/29/3069990/0/en/Regeneron-Reports-First-Quarter-2025-Financial-and-Operating-Results.html#:~:text=approved%20Dupixent%20for%20the%20treatment,EU
https://www.globenewswire.com/news-release/2025/04/29/3069990/0/en/Regeneron-Reports-First-Quarter-2025-Financial-and-Operating-Results.html#:~:text=,at%20least%20three%20prior%20therapies
https://www.globenewswire.com/news-release/2025/04/29/3069990/0/en/Regeneron-Reports-First-Quarter-2025-Financial-and-Operating-Results.html#:~:text=Oncology%20Programs
https://www.globenewswire.com/news-release/2025/04/29/3069990/0/en/Regeneron-Reports-First-Quarter-2025-Financial-and-Operating-Results.html#:~:text=Oncology%20Programs


 

Challenges: In April 2025 the FDA issued Complete Response Letters (CRLs) for two 

EYLEA HD filings. A CRL was sent for the pre-filled syringe presentation (due to 

manufacturing questions, not efficacy/safety) globenewswire.com . A separate CRL for the sBLA 

on extended dosing intervals stated that the submitted data did not justify dosing 

beyond 16 weeks globenewswire.com . Regeneron is working to address these issues, but such 

regulatory delays have temporarily hampered Eylea HD’s rollout. On the patent front, 

Regeneron resolved litigation with Biocon: the settlement blocks Biocon’s 2 mg Eylea 

biosimilar from U.S. launch until late 2026 globenewswire.com , securing Regeneron’s exclusivity 

through that period. 

In sum, Regeneron has been actively expanding approvals (especially for Dupixent and 

others) while managing regulatory setbacks (e.g. FDA CRLs and biosimilar defense). The 

company’s near-term prospects hinge on upcoming approvals and data readouts in these 

programs. 

Strategic Partnerships and Acquisitions 

Regeneron’s growth has been shaped by alliances and deals: 

 Sanofi: A long-time partner, Sanofi co-developed Dupixent, Praluent, Kevzara and 

shared Dupixent profits. In 2022 Regeneron paid $900 million to acquire Sanofi’s 

remaining stake in Libtayo fiercepharma.com , gaining full global rights. (Earlier, Sanofi had sold 

its 20% stake in Regeneron in 2020.) Regeneron and Sanofi continue to cooperate on 

Dupixent research, but pricing and transparency disputes have emerged (see 

Controversies below). 

 Bayer: Collaborated on Eylea outside the U.S. and on ophthalmology combinations. 

Regeneron and Bayer co-market Eylea globally (Regeneron holds U.S. rights; Bayer 

markets in Europe, Asia, etc.), and they formed joint ventures for combination therapies 

in the eye. 

 Roche: In early 2020, Regeneron partnered with Roche to manufacture and distribute 

REGEN-COV (casirivimab+imdevimab) globally. Roche’s manufacturing network rapidly 

scaled the COVID antibody supply worldwide regeneron.com . 
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 BioNTech: Since 2020, Regeneron has collaborated with BioNTech on cancer therapies. 

They are co-developing Regeneron’s PD-1 inhibitor in combination with BioNTech’s 

mRNA cancer vaccines (e.g. FixVac) regeneron.com . 

Intellia Therapeutics: Regeneron is partnering with Intellia on CRISPR/Cas9 in vivo 

editing for genetic diseases (e.g. hemophilia programs). Intellia has contributed 

geneediting tools while Regeneron drives target discovery regeneron.com . 

 2seventy bio (Bluebird spin-out): In Jan 2024, Regeneron acquired 2seventy bio’s 

oncology and autoimmune cell therapy programs and platforms globenewswire.com . This 

formed “Regeneron Cell Medicines,” a new R&D unit for cell-based treatments (around 

150 2seventy employees joined Regeneron) globenewswire.com . 

 23andMe: In May 2025 Regeneron emerged as the winning bidder to acquire 

substantially all assets of 23andMe for $256 million globenewswire.com . This includes the 

personal genomics business and ~4+ million consented DNA samples (23andMe’s 

consumer genetic database). Regeneron plans to continue 23andMe’s direct-

toconsumer services while integrating the genetics data into its drug discovery efforts 

globenewswire.com . 

 Fujifilm Diosynth Biotechnologies: Also in 2024-25, Regeneron announced a ten-year 

agreement with Fujifilm to manufacture Regeneron’s biologics in North Carolina. This is 

expected to roughly double Regeneron’s commercial drug substance capacity in the 

U.S. globenewswire.com , supporting anticipated product demand. 

These partnerships and transactions underscore Regeneron’s “follow the science” strategy – 

combining internal R&D with select external innovation and in-licensing. Recent moves (like 

23andMe and 2seventy) show a push into genetics and cell therapies to fuel the next wave 

of products. 

Recent News and Controversies 

Regeneron has been in the news for both positive developments and challenges: 

 23andMe Acquisition (May 2025): Regeneron’s announced purchase of 23andMe 

made headlines. The deal was portrayed as a bold expansion into consumer genomics. 

Bernstein analysts commented that the genomics investment “makes good strategic 
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sense” for Regeneron, though it “might take a decade or more to see a return” reuters.com . 

Regeneron pledged to uphold data privacy standards as part of the agreement reuters.com 

. 

Pricing/Fraud Lawsuit (Aug 2024): Six state attorneys general (CO, GA, MI, NC, TX, 

WA) filed a federal suit accusing Regeneron of fraudulent reporting of Eylea’s price 

concessions. The complaint alleges Regeneron failed to report certain “cash-back” 

programs (credit card fees) as required for Medicaid reimbursement, inflating 

government costs coag.gov coag.gov . Regeneron faces claims under state false-claims acts 

and a parallel DOJ whistleblower suit. The company has not publicly commented on the 

merits of these allegations. 

 Sanofi Litigation (filed late 2024): Regeneron sued Sanofi in New York federal court, 

accusing Sanofi of withholding critical sales/contract information for Dupixent 

fiercepharma.com . Regeneron alleges Sanofi violated their collaboration agreement by 

keeping pharmacy benefit manager contracting details secret (to protect pricing 

information for other drugs). Sanofi disputes these claims. This internal conflict 

highlights tension in their long-running partnership. 

 COVID-19 Response: Regeneron’s pandemic efforts attracted attention. Its antibody 

cocktail (REGN-COV2) was authorized for treatment/prevention in 2020-21, aided by a 

$450M BARDA contract en.wikipedia.org . However, Omicron variants later reduced its 

effectiveness, leading to regulatory pauses (FDA ended emergency use in 2022). 

Regeneron’s earlier vaccine collaborations (e.g. with Moderna, Bayer on prefusion 

Fprotein) were less successful. In recent news, Regeneron has emphasized investments 

in U.S. manufacturing for future pandemic preparedness. 

 Stock and Financial Moves: In early 2025, Regeneron’s first-ever dividend 

($0.88/Q1 2025) and expanded buyback signaled a maturing biotech model. Still, the stock 

has 

been volatile: shares fell ~8% after the Q1 2025 release due to Eylea concerns simplywall.st 

reuters.com . As one analyst noted, the company’s “strategic investments in manufacturing 

and R&D” are aimed at long-term growth, even as short-term pressures (FDA delays, flat 

markets) affect sentiment simplywall.st . 

 Other Issues: Regeneron has generally avoided major product safety scandals, but it 

continues to face industry-wide challenges (drug pricing debates, biosimilar 

competition, healthcare policy uncertainties). Its executive compensation and political 
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contributions (as a large NY employer) occasionally draw scrutiny, but nothing 

comparable to regulatory/legal issues above. 

Future Outlook and Analyst Perspectives 

Regeneron is widely viewed as a strong franchise with a robust pipeline, but with a few key 

near-term uncertainties. Most analysts remain positive: 

Pipeline Potential: Investors highlight Dupixent’s “product-turned-pipeline” model: 

many new approvals could drive sales far beyond dermatitis. Regeneron projects 5–10 

years of growth from Dupixent alone investor.regeneron.com . The success of its bispecifics and 

gene therapies (if approved) would add new multi-billion-dollar products. 

 Financial Strength: Regeneron’s balance sheet is strong (low debt) and profit margins 

high, enabling heavy R&D spending (8–9% of sales) and capital returns. Simply Wall St 

notes Regeneron’s “robust profitability” and use of buybacks/dividends to deliver 

shareholder value simplywall.st . The company’s five-year total return has lagged biotech 

peers, but analysts see room to catch up if catalysts materialize. (As of May 2025 the 

average 12‑month price target was ~$800, implying significant upside from the ~$560 

share price simplywall.st .) 

 Near-term Risks: The biggest immediate concern is Eylea: biosimilar competition and 

slower uptake (due to patent cliffs and alternative therapies) have caused revenue 

pressure reuters.com . Regulatory setbacks for EYLEA HD (CRLs) also temper expectations. 

Pricing scrutiny (as seen in the Medicaid suit) and any healthcare policy changes (e.g. 

Medicare negotiations) remain ongoing risks. Sanofi disputes and legal battles could 

distract management and affect collaboration economics. 

 Long-term Vision: Management’s plan is to keep “investing in R&D” across diverse 

modalities globenewswire.com and in manufacturing, while leveraging new assets like 23andMe’s 

data. Bernstein’s William Pickering notes that Regeneron’s genomics push is wise 

strategically, even if returns take many years reuters.com . If Regeneron can convert its 

genetic research into first-in-class drugs (as it did with Eylea and Dupixent), it could 

sustain a long growth runway. 

In summary, Regeneron’s most impactful strengths are its blockbuster products (Dupixent, 

Eylea) and its rich pipeline powered by proprietary biology platforms. Recent developments 
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(record sales, new indications, acquisitions like 23andMe) underscore these strengths. 

Analyst consensus sees Regeneron as well-positioned for future growth, though shares will 

be sensitive to upcoming clinical and regulatory milestones simplywall.st reuters.com . 

Sources: Recent earnings reports globenewswire.com globenewswire.com globenewswire.com , Regeneron press 

releases and website regeneron.com regeneron.com regeneron.com , Reuters and media coverage 

reuters.com reuters.com fiercepharma.com , and regulatory filings. Each section above cites the latest 

available information. 
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