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Biosimilar Approvals: 2015-2023
• Yuflyma® (adalimumab-aaty) (May 2023)

• Tyruko® (natalizumab-sztn) (August 2023)

• Tofidence™ (tocilizumab-bavi) (September 2023)

• Wezlana™ (ustekinumab-auub) (October 2023)

• Avzivi® (bevacizumab-tnjn) (December 2023)
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Interchangeable Designations Granted in 2023

Biosimilar Reference Product Interchangeable Approval Date

Wezlana™
(Amgen)

Stelara® (ustekinumab)
(Johnson & Johnson)

October 31, 2023

Abrilada™
(Pfizer)

Humira® (adalimumab)
(AbbVie)

October 5, 2023

Byooviz™
(Samsung Bioepis)

Lucentis® (ranibizumab)
(Roche / Genentech)

October 3, 2023

RezvoglarTM

(Eli Lilly)
Humira® (adalimumab)
(AbbVie)

November 16, 2022

CimerliTM

(Coherus)
Lucentis® (ranibizumab)
(Roche / Genentech) 

August 2, 2022

Cyltezo®

(Boehringer Ingelheim)
Humira® (adalimumab)
(AbbVie)

October 15, 2021

Semglee®

(Mylan (Viatris) / Biocon)
Lantus® (insulin glargine)
(Sanofi)

July 28, 2021
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Biosimilar Launches: 2015–2023
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Biosimilar Launches in 2023

Biosimilar Reference Product Non-Proprietary Name Launch

Amjevita (Amgen) Humira (AbbVie) adalimumab January 2023

Stimufend (Fresenius Kabi) Neulasta (Amgen) pegfilgrastim February 2023

Rezvoglar (Eli Lilly) Lantus (Sanofi) insulin glargine April 2023

Vegzelma (Celltrion) Avastin (Roche/Genentech) bevacizumab April 2023

Fylnetra (Amneal/Kashiv) Neulasta (Amgen) pegfilgrastim May 2023

Idacio (Fresenius Kabi) Humira (AbbVie) adalimumab July 2023

Yuflyma (Celltrion) Humira (AbbVie) adalimumab July 2023

Yusimry (Coherus) Humira (AbbVie) adalimumab July 2023

Hulio (Mylan) Humira (AbbVie) adalimumab July 2023

Cyltezo (Boehringer Ingelheim) Humira (AbbVie) adalimumab July 2023

Hadlima (Samsung Bioepis/Organon) Humira (AbbVie) adalimumab July 2023

Hyrimoz (Sandoz) Humira (AbbVie) adalimumab July 2023

Abrilada (Pfizer) Humira (AbbVie) adalimumab November 2023
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Approvals Versus Launches: 2015–2023
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Biosimilar Uptake Trends

Source: Samsung Bioepis Biosimilar Market Report, Q1 2024, available at 
https://www.samsungbioepis.com/en/etc/gadown.do?filename=SB+Biosimilar+Market+Report+Q1+2024.pdf

https://www.samsungbioepis.com/en/etc/gadown.do?filename=SB+Biosimilar+Market+Report+Q1+2024.pdf
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Adalimumab Market After Biosimilar Launches in 2023

Source: Samsung Bioepis Biosimilar Market Report, Q1 2024, available at 
https://www.samsungbioepis.com/en/etc/gadown.do?filename=SB+Biosimilar+Market+Report+Q1+2024.pdf

https://www.samsungbioepis.com/en/etc/gadown.do?filename=SB+Biosimilar+Market+Report+Q1+2024.pdf
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Biosimilars in the Pipeline
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New Wave of Biosimilars After Loss of Exclusivity

Biologic Estimated Loss of Exclusivity

Simponi (golimumab) 2024

Benlysta (belimumab) 2025

Prolia (denosumab) 2025

Soliris (eculizumab) 2025

Yervoy (ipilimumab) 2025

Kadcyla (ado-trastuzumab emtansine) 2026

Perjeta (pertuzumab) 2026

Trulicity (dulaglutide) 2027

Tysabri (natalizumab) 2027

Eloctate [antihemophilic factor (recombinant), Fc fusion protein] 2028

Keytruda (pembrolizumab) 2028

Opdivo (nivolumab) 2028



BPCIA Litigation
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BPCIA Cases Filed by Year since BPCIA Enactment
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New BPCIA Litigation in 2023

Case Name Court Reference Product at Issue

Amgen v. Sandoz
(1:23-cv-02406)

D.N.J. Prolia®/Xgeva® (denosumab)

Genentech et al. v. Biogen MA, Bio-Thera 
(1:23-cv-11573)

D. Mass. Actemra® (tocilizumab)

Regeneron v. Celltrion
(1:23-cv-00089)

N.D. W. Va. Eylea® (aflibercept)

Genentech et al. v. Dr. Reddy’s Laboratories, 
Fresenius Kabi
(1:23-cv-22485)

D.N.J. Rituxan® (rituximab)

Regeneron v. Samsung Bioepis 
(1:23-cv-00094)

N.D. W. Va. Eylea® (aflibercept)

Regeneron v. Formycon 
(1:23-cv-00097)

N.D. W. Va. Eylea® (aflibercept)

Regeneron v. Samsung Bioepis 
(1:23-cv-00106)

N.D. W. Va. Eylea® (aflibercept)
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Regeneron v. Mylan and Biocon

▪ Filed: August 2, 2022 in N.D. W. Va.

▪ Accused Product: Eylea® (aflibercept) 

biosimilar Yesafili™ (formerly called M710)

▪ Asserted Patents: 24

▪ Patent Dance: Full dance
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Regeneron: Fast Trial Needed for § 271(e)(4)(D) Injunction
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Regeneron v. Mylan and Biocon: Bench Trial



fr.com  |  20

Regeneron v. Mylan and Biocon: Bench Trial

Patent No. Claims Claim Nos. Anticipated Obvious § 112 Infringed

11,084,865 Biological products
4, 7, 9, 11, 14, 15, 

16, 17
No No No Yes 

11,253,572 Method of treatment 6, 25 No Yes
Yes 

(induced)

10,888,601 Method of treatment
11 No Yes

Yes 
(induced)

19 Yes
Yes 

(induced)
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Other Eylea® (aflibercept) Cases

Regeneron files cases in NWVA against:
Celltrion (38 patents)
Samsung Bioepis (37 patents)
Formycon (39 patents)

Regeneron seeks transfer to NWVA 
pursuant to MDL

Regeneron files case in NWVA against:
Samsung Bioepis (51 patents)

NWVA MTD briefing 
complete

May 2, 2024: Preliminary 
Injunction hearing

Regeneron files case in CDCA against:
Amgen (32 patents)

NWVA defendants file motions to dismiss 
for lack of personal jurisdiction or transfer

May 18, 2024: 
Regulatory 

Exclusivity on 
Eylea® Expires

Nov. 2023 Dec. 2023 Jan. 2024 Feb. 2024 March 2024 April 2024 May 2024 June 2024
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Biogen v. Sandoz and Polpharma

• Filing: September 9, 2022 in D. Del.

• Accused Product: Tysabri® (natalizumab) 

biosimilar Tyruko® (formerly called PB006)

• Asserted Patents: 28 (17 in first and 

second amended complaints)

• Patent Dance: Partial dance
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Biogen v. Sandoz and Polpharma: PI Proceeding
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Biogen v. Sandoz and Polpharma: PI Motion Denied
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Amgen v. Sandoz

• Filing: May 1, 2023 in D.N.J.

• Accused Product: Prolia®/Xgeva®

(denosumab) biosimilar GP2411

• Asserted Patents: 21

• Patent Dance: Partial dance
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Amgen v. Sandoz: Preliminary Injunction Hearing

▪ September 8, 2023

– Amgen filed a motion for preliminary injunction

▪ October 30-November 1, November 3, 2023

– Four-day preliminary injunction hearing 

▪ November 14, 2023

– The court ordered that Sandoz must notify the court 30 days 
prior to making any announcement concerning the launch of any 
denosumab biosimilar product

▪ November 30, 2023

– Additional expert testimony from Sandoz’s damages expert

▪ November and December 2023

– Parties filed proposed findings of fact and conclusion of law 
under seal

▪ No ruling yet
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Janssen v. Amgen

• Filing: November 29, 2022 in D. Del.

• Accused Product: Stelara® (ustekinumab) 

biosimilar Wezlana™ (formerly called ABP 

654)

• Asserted Patents: 2 (6 in first amended 

complaint)

• Patent Dance: No dance



fr.com  |  28

Janssen v. Amgen: Motion for Preliminary Injunction
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Genentech v. Dr. Reddy’s Labs., Fresenius Kabi

• Filing: November 13, 2023 in D.N.J.

• Accused Product: Rituxan® (rituximab) 

biosimilar DRL_RI

• Asserted Patents: 15

• Patent Dance: Partial dance
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Genentech v. Biogen MA, Bio-Thera

• Filing: July 13, 2023 in D. Mass.

• Accused Product: Actemra® (tocilizumab) 

biosimilar Tofidence

• Asserted Patents: 20

• Patent Dance: Full dance
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New BPCIA Litigation in Early 2024

Case Name Court Reference Product at Issue

Alexion v. Samsung Bioepis
(1:24-cv-00005)

D. Del. Soliris® (eculizumab)

Regeneron v. Amgen
(2:24-cv-00264)

C.D. Cal. Eylea® (aflibercept)
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BPCIA Litigation Resolved in 2023

Case Name Court Reference Product at Issue

Genentech v. Tanvex
(3:22-cv-00809)

S.D. Cal. Herceptin® (trastuzumab)

Janssen v. Amgen
(1:22-cv-01549)

D. Del. Stelara® (ustekinumab)

Genentech et al. v. Biogen MA,  Bio-Thera
(1:23-cv-11573 )

D. Mass. Actemra® (tocilizumab)
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Where BPCIA Cases Are Filed
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To Dance or Not to Dance?

Case Name Court Reference Product at Issue

Amgen v. Sandoz
(1:23-cv-02406)

D.N.J. Prolia®/Xgeva®

Genentech et al. v. Biogen MA and Bio-Thera 
(1:23-cv-11573)

D. Mass. Actemra®

Regeneron v. Celltrion
(1:23-cv-00089)

N.D. W. Va. Eylea®

Genentech et al. v. Dr. Reddy’s Laboratories and 
Fresenius Kabi
(1:23-cv-22485)

D.N.J. Rituxan®

Regeneron v. Samsung Bioepis 
(1:23-cv-00094)

N.D. W. Va. Eylea®

Regeneron v. Formycon 
(1:23-cv-00097)

N.D. W. Va. Eylea®

Regeneron v. Samsung Bioepis 
(1:23-cv-00106)

N.D. W. Va. Eylea®

Some Dance

Some Dance

Some Dance

Full Dance

Some Dance

Some Dance

Unknown



Post-Grant Update
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Biologic-Related IPRs in 2023
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Final Written Decisions in Biologic-Related IPRs
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Outcome of Biologic-Related IPRs: 2017-2023
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Select Post-Grant Disputes Before the PTO

▪ Chengdu, Mylan/Biocon, Apotex, Celltrion, and Samsung Bioepis filed or joined IPRs challenging 

Regeneron’s U.S. Pat. Nos. 9,254,338; 9,669,069; 10,130,681; 10,406,226; 10,464,992; 10,857,205; 

10,888,601; 11,253,572.

▪ Related BPCIA litigation involving Mylan/Biocon, Celltrion, and Samsung Bioepis in W.D. Va. concerns the 

same patents.

Eylea® (aflibercept) / Zaltrap® (ziv-aflibercept)

Keytruda® (pembrolizumab)

▪ In November 2023, Merck filed IPR challenging Johns Hopkins University’s U.S. Pat. No. 11,591,393 

(IPR2024-00240).

▪ Merck previously filed a declaratory judgment action in November 2022 in the District of Maryland, asserting 

claims of non-infringement as well as breach of contract (1:22-cv-03059 D. Md.).
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Select Post-Grant Disputes Before the PTO

Stelara® (ustekinumab)

▪ In June 2023, Samsung Bioepis filed an IPR challenging Janssen’s U.S. Pat. No. 10,961,307 (IPR2023-

01103).  Parties settled and terminated the IPR in November 2023.

▪ In November 2023, Biocon filed a follow-on IPR challenging the Janssen’s ’307 patent  (IPR2023-01444).

Tysabri® (natalizumab)

▪ In July 2022, Sandoz filed a PGR petition challenging Biogen’s U.S. Patent No. 11,292,845 (PGR2022-

00054).  In February 2023, the PTAB denied institution. 

▪ Related litigation in Delaware between Sandoz and Biogen concerns the same patent.



Antitrust Update
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Lawmakers Urge PTO to Scrutinize Keytruda® Patents
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Settlement Approved in Remicade® Antitrust Litigation

Multiple cases filed in 2017-2018 in E.D. Pa 

▪ All alleged that J&J/Janssen maintained market share and pricing for Remicade® (infliximab) through 

exclusionary contracts, anticompetitive bundling, and coercive rebates

Pfizer case dismissed on July 20, 2021

▪ Reported settlement

▪ Pfizer confirmed it will continue to sell its biosimilar, Inflectra®, in the United States

Consumer and third-party payors case reached proposed settlement for $25 million 
in 2022

▪ In March 2023, the court issued final order approving proposed settlement and further awarding class 

counsel $7 million in attorneys’ fees and nearly $2.3 million in expenses
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Antitrust Complaint Filed Based on J&J’s Stelara®

Carefirst of Maryland v. Johnson & Johnson, 2:23-cv-00629, E.D. Va. (Walker, J.)

▪ Class action complaint filed in December 2023 alleging antitrust violations based on “scheme to unlawfully 

prolong patent protection for Stelara”

▪ Fraud on the PTO to obtain patent covering use of ustekinumab to treat ulcerative colitis

▪ Anticompetitive acquisition of Momenta and its manufacturing patents

▪ Leveraging ulcerative colitis patent and Momenta manufacturing patents to obtain settlements from 
biosimilar developers to delay biosimilar entry

▪ J&J’s responsive pleading due by February 20, 2024.



Regulatory and Legislative Update
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FDA Efforts to Promote Biosimilar Development

▪ FDA BsUFA III Regulatory Research Pilot Program: Research Roadmap

Source: BsUFA III Regulatory Research Pilot Program
https://www.fda.gov/media/164751/download?utm_medium=email&utm_source=govdelivery

https://www.fda.gov/media/164751/download?utm_medium=email&utm_source=govdelivery
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FDA Efforts to Promote Biosimilar Development

FDA Guidance for Industry

▪ March 2023: Q13 Continuous Manufacturing of Drug Substances and Drug Products

▪ September 2023: Draft Guidance, “Labeling for Biosimilar and Interchangeable Biosimilar Products”

▪ October 2023: Updated FDA Labeling Recommendations for Biosimilar and Interchangeable Biosimilar 

Products 

FDA CDER Paper, “Safety Outcomes When Switching Between Biosimilars and 
Reference Biologics: A Systematic Review and Meta-Analysis”

▪ “[N]o difference in the safety profiles or immunogenicity rates in patients who were switched and those who 

remained on a reference biologic or biosimilar.”
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Inflation Reduction Act

Drug Name Active Ingredient Or Active Moiety
Small Molecule Drug or 

Biological Product

Year of First FDA 

Approval

Enbrel Etanercept Biological Product 1998

NovoLog/Fiasp Insulin Aspart, Human Biological Product 2000

Januvia Sitagliptin Small Molecule Drug 2006

Stelara Ustekinumab Biological Product 2009

Xarelto Rivaroxaban Small Molecule Drug 2011

Eliquis Apixaban Small Molecule Drug 2012

Imbruvica Ibrutinib Small Molecule Drug 2013

Jardiance Empagliflozin Small Molecule Drug 2014

Farxiga Dapagliflozin Small Molecule Drug 2014

Entresto Sacubitrilat/Valsartan Small Molecule Drug 2015
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New Proposed Federal Legislation

▪ Increasing Access to Biosimilars Act (H.R. 1352)
▪ Requires HHS Secretary to establish project to evaluate shared savings payment for future biosimilars within 

Medicare

▪ Biologics Competition Act (H.R. 1790)
▪ Directs HHS to report to Congress on the process of approving interchangeable products

▪ Biosimilar Red Tape Elimination Act (S. 2305)
▪ Deems all biosimilars as interchangeable with their reference product and requires FDA to inform Congress if it 

intends to require a switching study

▪ Preserving Access to Affordable Generics and Biosimilars Act (S. 142)
▪ Bans “reverse payment” settlements between patent owners and new generic or biosimilar entrants

▪ Affordable Prescriptions for Patients Act (S. 150)
▪ Prohibits “product hopping,” or making a product switch within prescribed time periods after receiving notice of an 

ANDA or BLA

▪ Interagency Patent and Improvement Act (S. 79)
▪ Establishes task force to share information between the PTO and FDA for technical assistance on patents for drugs 

and biological products
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Looking Forward to 2024

▪ Continued BLAs and litigation for next wave of biosimilars 

▪ Value of interchangeability

▪ Strategy for BPCIA litigation
▪ Filing of biosimilar BLAs close to reference product loss of exclusivity

▪ Partial patent dance by biosimilars

▪ Preliminary injunction strategy
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Want to Learn More about Biosimilars in 2023?

Check out our Biosimilars 2023 Year in Review Article at fr.com! 
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