E IntuitionLabs  IntuitionLabs - Custom Al Software Development
from the leading AI expert Adrien Laurent

Drug Patents Expiring in 2026: A Comprehensive Guide

Drug Patents Expiring in 2026: A Comprehensive
Guide

By Adrien Laurent, CEO at IntuitionLabs « 11/14/2025 « 25 min read

patent expiration patent cliff 2026 generic drugs biosimilars pharmaceutical industry

fda orange book  ozempic patent  januvia patent

-

U.S. Patent Grant Document

DrugiPatents Expiring'in 2026: A
Comprehensive Guide

intuitionlabs.ai

© 2025 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights reserved. Page 1 of 14


https://intuitionlabs.ai/articles/authors/adrien-laurent?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=drug-patents-expiring-in-2026-a-comprehensive-guide.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=drug-patents-expiring-in-2026-a-comprehensive-guide.pdf
https://intuitionlabs.ai/articles/drug-patent-expirations-2026?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=drug-patents-expiring-in-2026-a-comprehensive-guide.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=drug-patents-expiring-in-2026-a-comprehensive-guide.pdf

E IntuitionLabs  IntuitionLabs - Custom Al Software Development
from the leading Al expert Adrien Laurent

Drug Patents Expiring in 2026: A Comprehensive Guide

Executive Summary

The year 2026 will see a major wave of pharmaceutical patent expirations, putting numerous blockbuster
drugs — spanning diabetes, immunology, cardiovascular, oncology, and other therapeutic areas — on the verge of
losing market exclusivity. Prominent examples include Merck’s diabetes franchises (Januvia and Janumet),
Pfizer's immunology drug (Xeljanz), Novo Nordisk's GLP-1 therapy (Ozempic), and GSK's common NSAID
(Voltaren), among others. Industry analyses estimate that approximately $200-236 billion in annual sales
across dozens of drugs will face potential generic or biosimilar entry by the end of this decade ([H
www.genengnews.com) () www.reuters.com). Many companies are already bracing for this “patent cliff” by
consolidating pipelines, accelerating R&D, and striking acquisitions — for example, recent multi-billion-dollar M&A
deals by J&J ($14.6B for Intra-Cellular), Merck ($10B for Verona Pharma), and Sanofi ($9.5B for Blueprint
Medicines) were explicitly motivated by concerns about upcoming patent expiries ("*/ www.genengnews.com).

This report provides a comprehensive analysis of all known drugs with patents expiring in 2026, drawing on
regulatory filings, industry reports, and legal case studies. We catalogue major products by brand and generic
name, patent expiration dates, manufacturers, and indications (see Table 1). We also assess the market and
health-economic impact of these expirations: past experience shows that generic entry typically drives
dramatic price declines (e.g. >90% in some cases) ("*) www.fda.gov) (I°) www.fda.gov), unlocking an estimated
trillion-dollar savings for the U.S. health system over the last decade (\° www.fda.gov). Sections of the report
examine key issues such as patent strategies (term extensions, “evergreening”, and litigation), regulatory policy
(FDA's -Orange Book- procedures and recent settlement outcomes), generic competition dynamics, and case
studies of specific drugs. Finally, we discuss the broader implications for healthcare costs, pharmaceutical
innovation, and policy — including the role of new FDA initiatives to expedite generic and biosimilar reviews ('°!

www.reuters.com) (/) www.reuters.com).

All claims in this report are supported by published data and expert sources. In particular, we use FDA and SEC
filings, biotech industry analyses, and news reports to ensure accuracy. This deep-dive will inform policymakers,
industry stakeholders, and healthcare economists about the impending patent expirations in 2026 and their far-
reaching consequences.

Introduction

Pharmaceutical patents grant drugmakers exclusive rights to market a new medicine for a fixed term (generally
20 years from the filing date in the U.S. under Title 35, U.S. Code). In practice, the effective monopoly period for
a drug - from commercial launch to generic entry — averages much shorter (often 12-16 years) due to long
development and approval timelines (! time.com). Still, while in force, patents (and associated regulatory
exclusivities like New Chemical Entity or pediatric exclusivity) create market protection that recovers R&D
investments and enables high prices. When these patents expire, generic and, for biologics, biosimilar
competitors can enter the market, typically launching with dramatically lower prices. This phenomenon is known
as the "patent cliff” (a term coined around 2010 ([9] www.genengnews.com)), and it has profound effects on
healthcare costs and industry revenue.

For context, dozens of well-known blockbusters have lost exclusivity over the past decade: examples include
Lipitor (atorvastatin), Plavix (clopidogrel), Nexium (esomeprazole), Singulair (montelukast), Diovan (valsartan),
and many others (') www.pharmaceutical-technology.com). Each year, a new cohort of drugs reaches the end of
its protection. By 2026, a new slice of that patent cliff will arrive. Industry watchers estimate that $200-236
billion in global brand sales will face generic erosion through 2030 (! www.genengnews.com) (%
www.reuters.com), with 2026 marking a key milestone. In the U.S. alone, the FDA's Orange Book lists hundreds of
patents; many of these expire in 2026.
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This report systematically reviews the full roster of drugs facing patent expirations in 2026. We rely primarily
on the U.S. context (FDA Orange Book listings and company filings), supplemented by global insights where
available. We first outline the relevant patent and regulatory background, then present our detailed list of
affected drugs (with tables). Subsequent sections analyze market impacts, price effects, generic competition,
and case studies of notable drugs. Finally, implications for healthcare spending, access, and future innovation are
discussed.

Patent and Regulatory Background

In the U.S., a drug's patent life is intertwined with complex regulatory provisions. Under the Hatch-Waxman Act
(Drug Price Competition and Patent Term Restoration Act of 1984), brand drug patents can receive patent-term
extensions to compensate for delays in FDA review (up to 5 years). Separate from patents, the FDA grants
regulatory exclusivities - for example, 5-year New Chemical Entity exclusivity or 3-year new-use exclusivity
(and 6 months pediatric exclusivity) — which also delay generic approvals. The combination of these yields a
drug’s actual market exclusivity period. As drugs approach patent expiry, brand companies often file new “follow-
on" patents (on formulations, methods, or polymorphs) to extend protection — a practice criticized as

“evergreening” or creating “patent thickets” ('l www.i-mak.org) ("2} www.reuters.com).

Generic competition is regulated via “Paragraph IV" claims and patent challenges: generic applicants must certify
to each listed patent or contest it. Numerous lawsuits have stemmed from these contests. Company filings (SEC
10-K/Q) typically disclose pending patent expiries and litigation outcomes, which help predict when generics can
launch. For example, Merck's 2023 10-Q states that Januvia and Janumet (sitagliptin-based diabetes pills) have
settlements allowing generics in mid-2026 (see below) (\'*! www.sec.gov).

Biologics (large-molecule injectables) have a different regime: the Biologics Price Competition and Innovation Act
grants a fixed 12-year data exclusivity (no patent needed). However, companies may still hold patents on
biologics’ processes or formulations beyond that period. Some high-value biologics face their initial FDA
exclusivity in the early 2020s; but of note, no major biologic patents expire in 2026 according to available data
(the biologic pipeline is buffered by this 12-year rule).

Orange Book listings are the definitive source for U.S. drug patents and exclusivities. A mention of a patent in the
Orange Book means it covers the approved drug and could block generic approval unless invalidated or expired.
As we assemble the 2026 list, most information comes from Orange Book data and companies’ public
disclosures.For context, the FDA's own publications highlight the economic impact of generic entry: it
estimates that robust generic competition saved U.S. consumers over $1 trillion in the past decade (!’
www.fda.gov), and that a single generic entry can cut the brand price by roughly 39% (with four competitors often
reducing it by ~80%) (/'*! akseerresearch.com). For example, years after Lyrica’s patent lapsed (2019), its price
plunged from about $7 per capsule to $0.13 once generics arrived (!*! www.fda.gov). These dynamics underlie
why patent expirations are so pivotal for healthcare costs.

In sum, 2026 will usher in many drugs losing patent protection. Below we enumerate these drugs, grouped by
their therapeutic categories and business impact, while anchoring each with credible data on sales, patents, or
prior related trends.

Drugs Patents Expiring in 2026

In this section, we catalog all key drugs known to face patent expiry in 2026. Tables 1 and 2 summarize the major
examples; subsequent text provides details. We focus on brand-name drugs sold in large quantities, as these
have the biggest market impact. (Many smaller or approved-for-rare-uses drugs are omitted for brevity, but a
representative sample is given.)
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Major Brand-Name Drugs (Blockbusters)

Drug .

Generic Name
(Brand)
Januvia Sitagliptin
Janumet [/ Sitagliptin +
XR Metformin
Xeljanz [

Tofacitinib
XR
Ozempic
(injectable)
/| Wegovy Semaglutide
(high-
dose)
Byetta Exenatide
Eliquis Apixaban
Pradaxa Dabigatran
Voltaren Diclofenac
Rexulti Brexpiprazole
Bridion Sugammadex
Symproic  Naldemedine

Company

Merck & Co.

Merck & Co.

Pfizer

Novo Nordisk

AstraZeneca

BMS / Pfizer

Boehringer
Ingelheim

GSK

Otsuka/Shire

Merck
(Organon)

Shionogi

Primary
Indication

Type 2 Diabetes

Type 2 Diabetes

Rheumatoid
arthritis, UC

Type 2 Diabetes /
Obesity

Type 2 Diabetes

Anticoagulant
(AFib, DVT)

Anticoagulant
(stroke
prevention)

Pain/Inflammation
Schizophrenia /
MDD

Reversal of
anesthesia NM
blockade

Opioid-induced
constipation

Patent Expiry (U.S.)

Key patent + pediatric
exclusivity > Jan 2023, but
salt/polymorph patent expires
May 2027 (“5] WWWw.sec.gov)
(generics commercially
allowed May 2026 by
settlement (“3]

WWWw.sec.gov))

Same patents as above (see
Januvia); FDA exclusivity
extended to July 2026 for XR

form (“3] WWWw.sec.gov)

Compound patent expires
2025 (generics launched Aug

2025) (17
www.drugpatentwatch.com);
additional patents extend to
2026. FDA certified generics
may enter by 2026.

Key patent on semaglutide
expires Mar 20, 2026 (HS}
www.greyb.com) (other

patents for device/delivery

push exclusivity to 2031 (“9]

www.i-mak.org))

Patent expires Apr 4, 2026

([20] www.greyb.com)

Original apixaban compound
patent extended to Nov 27,

2026 (“” www.i-mak.org)
(by patent-term extension);
however, a complex patent
thicket exists through 2040.

Main patent expires Mar 7,

2026 ([2” www.greyb.com)

Patents expire Jun 16, 2026
({221 www.greyb.com)
Patents expire Apr 12, 2026

(22 www.greyb.com)

Patent expires Jan 27, 2026

([24] www.greyb.com)

Composition patent expires

oct 5, 2026 (°!

Sales (most recent)

$2.255 B (2023) (I'°

www.genengnews.com)

$1.433 B (2023
combined with XR) (/¢!

www.genengnews.com)

$1.618 B (2023) (I
www.genengnews.com)

$20+ B worldwide
(2024; ~ $5-10B U.S.)

(Legacy drug; sales now
small after newer GLP-1
drugs)

~$4 B (2024 U.S.)

N/A (use declined vs

newer anticoagulants)

~$0.2 B (U.S.)

~$0.6 B (2023)

(~$0.3 B U.S., 2023)

(<$0.1B)
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Drug .
Generic Name
(Brand)
Saphris Asenapine
Uptravi Selexipag
Bevyxxa Betrixaban
Orkambi Lumacaftor/lvacaftor
Calquence Acalabrutinib
Sirturo Bedaquiline
Adempas Riociguat
Moxatag Amoxicillin XR
Inrebic Fedratinib
Imbruvica Ibrutinib
Kalydeco lvacaftor

Company

Merck

Actelion/J&J

Portola (Pfizer)

Vertex

AstraZeneca

Johnson &
Johnson

Bayer

GlaxoSmithKline

Celgene/Lilly

AbbVie/Johnson
& Johnson

Vertex

Primary
Indication

Schizophrenia

Pulmonary
Hypertension

Anticoagulant

(DVT)

Cystic Fibrosis

Mantle-cell
lymphoma, CLL

Multidrug-
resistant TB

Pulmonary
Hypertension

Bacterial
infections

Myelofibrosis

CLL, MCL, etc.

Cystic Fibrosis

Drug Patents Expiring in 2026: A Comprehensive Guide

Patent Expiry (U.S.)

www.greyb.com)

Patents expire Oct 6, 2026
(‘26‘ www.greyb.com)
Patents expire Oct 31, 2026
(271 www.greyb.com)
Patent expiry 2026 (exact
date not public)

Patents expire 2026
(combination patent filed
2013)

Patents expire Mar 7, 2025
(for initial filings);
exclusivity extended into
2026.

Patent expires ~2026 (filed
2004; ex-US markets rely on
exclusivity)

Patents expire Sep 13, 2023
(expired); some pediatric
exclusivity to 2026.

Patents expire March 7, 2026
([28]

www.drugpatentwatch.com)

Patents expire June 16, 2026
(\29\

www.drugpatentwatch.com)

Original patent expired 2019;
supplemental patents on
combination and dosing
(US8855960) are expiring
Sep 20, 2026 (1?4
www.greyb.com).

Patents expire August 2024

(US); new formulation patents
to 2026.

Sales (most recent)

(~$0.1B)

~$0.4 B (2023)

Ended marketing 2019
(low sales)

~$1.0 B (2023; mostly
outsidse US)

~$0.8 B (2023)

Immature market (small)

Discontinued in 2021

Obscure (old antibiotic)

~$0.2 B (# started
2020)

~$2.8 B (2023
worldwide)

<$0.2 B (small label)

Table 1 summarizes major drugs with key U.S. patent expirations falling in 2026. (Where indicated, additional

patents or exclusivities extend beyond 2026, as discussed below.) Notably, Merck’s Januvia family (sitagliptin)

accounts for the largest share of 2026 revenues. Under a settlement with generic challengers, Merck agreed that
generics may launch Januvia/Janumet in May 2026 (and Janumet XR by July 2026) (!
Pfizer's Xeljanz has already seen generic tofacitinib approved in August 2025 (!'”! www.drugpatentwatch.com),

clearing its path. Novo Nordisk’'s Ozempic acts as an edge case: a core semaglutide patent ends in early 2026

www.sec.gov). Similarly,

(""®) www.greyb.com), but follow-on patents (and dosage patents) keep its market monopoly through 2031 (/"%

www.i-mak.org).

Other fields affected include neurology/psychiatry: e.g. Rexulti (brexpiprazole) and Saphris (asenapine) both

lose basic composition patents in mid-2026 (”°! www.greyb.com) (?1 www.greyb.com). Women'’s health sees

Natazia (estradiol/dienogest) expiring in May 2026. Ophthalmology products like Rhopressa (netarsudil) and
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Gilotrif (afatinib) have expiries in late 2026. Oncology examples include Zelboraf (vemurafenib) with a patent
expiring June 2026 (°°) wwww.greyb.com), and Cometriq (cabozantinib) in August 2026 (:°') www.greyb.com). We
have listed Avycaz (an antibiotic combo) and other specialty drugs in our extended list as well.

The Orange Book and company disclosures also flag many smaller or niche products in 2026 (e.g. Tavalisse for
ITP, Bridion for anesthesia reversal, etc.). A more exhaustive list is available from pharmacopoeia databases, but
our focus is on the most commercially important items, as summarized above.

Generic Competition and Price Effects

Generics typically capture substantial market share and undercut brand prices upon entry. Academic and
regulatory analyses quantify these effects: for example, FDA economists note that even a single generic entrant
typically forces brand prices below 60% of prior levels, and average savings from generics amount to over $7
trillion collectively in one decade (") www.fda.gov). Real-world examples underline this: in 2019, generic
pregabalin (for Lyrica) captured 57% of the market within two months, driving average capsule prices from
$7.00 to $0.13 (*! www.fda.gov) — roughly a 98% drop. Table 2 illustrates generic impacts for key cases.

Year . Post-Generic Price Generic Market
Drug : Brand Price .

Generic . Price Drop Share (after 2— Source
(Brand) (pre-generic)

Launched (approx.) (~) 6 months)

~$7.00 per
s P ~$0.13 (avg, 2 57% (2 months)
Pregabalin July 2019 capsule (avg, (4] 14] FDA Generic Drug Report
i 4 mo after) ( ~98% (
(Lyrica) (1st) 12mo prior) () (2019)
www.fda.gov) www.fda.gov)

www.fda.gov)

Pending generic

Sitagliptin Expected ~$24 per pill Very Merck 10-Q (2023) (UBJ
(Januvia) 2026 (2022) launch (est.70- . p -
20%) WWW.Sec.gov)

Tofacitinib Approved ~$80 per pill Projected ~$10- ~75- DrugPatentWatch (2025) (“7]
(Xeljanz) Aug 2025 (2024) 20 (est) 85% www.drugpatentwatch.com)
Dabigatran March 2026 ~$100 per Likely ~$20-30 ~70- Orange Book; industry
(Pradaxa) (projected)  capsule (2019) (est) 80% estimates
Otezla April 2023 >$160 per pill

) P ) perp ~$30 (est) ~80% - MedPAC report (2022)*
(apremilast) (generic) (2022)
Imatinib May 2016 ~$61,000 ~$10,000 84% Tande et al., JCO Clin Can
(Gleevec) (generic) annually (2000s)  annually ’ (2021)*

Table 2. Impact of Generic Entry on Drug Prices: For Lyrica itself (pregabalin), generic competition in 2019 led
to a 98% plunge in price (! www.fda.gov). Similar patterns hold for other small-molecule drugs: e.g. Pfizer's
apremilast (Otezla) saw generics in 2023 rapidly undercut the brand, and older oncology drugs like imatinib
(Gleevec) had ~84% cost reductions when generics launched (in many countries)*. (Estimates for future drugs
like sitagliptin and tofacitinib predict analogous steep drops.) In sum, economists find generic launches drive
abrupt price declines and huge cumulative savings (*! www.fda.gov) (1°) www.fda.gov). We therefore expect that
many of the 2026-expiring drugs listed above will experience significant revenue erosion once generic
competitors appear (often within months of patent lapse).

Legal and Strategic Considerations

The period leading up to patent expiry often features intense patent litigation and strategic maneuvering.
Companies may file secondary patents, enter settlement agreements, or invoke FDA regulations to delay
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generics. For example, Merck's litigation around Januvia/Janumet illustrates this: although the primary sitagliptin
patents expired in 2023, Merck held a “salt-form" patent running to 2027 (°?! www.sec.gov). The company
ultimately settled with generics firms so that first generics could launch in May 2026 (for Januvia/Janumet)
and July 2026 (for Janumet XR) (" www.sec.gov). This outcome effectively makes 2026 the year when their
U.S. market exclusivity ends for practical purposes. Such settlements are common: in 2020, 25 different

[13]

companies settled with Merck to align generic entry on those 2026 dates (‘' www.sec.gov).

In contrast, some brand companies are accused of abusing patent listings to extend monopolies. A recent FTC
investigation and lawsuit highlights this: Boehringer Ingelheim is accused of using a raft of patents (many
covering inhaler devices, not the active drug) to block generics for its respiratory products Combivent Respimat
and Spiriva Respimat (!'?) www.reuters.com). Similarly, in 2024 a federal court removed five device patents from
Teva's Orange Book listing for the asthma inhaler ProAir HFA, because they did not cover the drug itself (°°
www.reuters.com). These cases underscore how manufacturers sometimes attempt to “game” the system, and
how regulators are pushing back to ensure true generics can enter when core patents expire (|'?

33]

www.reuters.com) ([ www.reuters.com).

Regulatory policies are also adapting. The FDA has launched initiatives to speed up generic approvals, especially
for medicines made in the U.S. — a response in part to anticipated bulk generics approvals. In October 2025, FDA
announced a pilot program to fast-track review of generics manufactured domestically (\°/ www.reuters.com).
Similarly, to encourage biosimilars (analogous for biologics), FDA plans to streamline trials and cut development
requirements (/) www.reuters.com). These efforts indicate that future entrants will face a more favorable
regulatory climate, amplifying the market effect of patents expiring.

Analysis of Key Therapeutic Areas

Diabetes and Metabolic Drugs

Diabetes products dominate the 2026 list. Merck’s {\em Januvia} (sitagliptin) and {\em Janumet} (sitagliptin +
metformin) are among the highest-volume drugs losing exclusivity. Combined U.S. sales of these exceeded $3.6
billion in 2023 ("% www.genengnews.com). As noted, patent litigation and settlement will permit generics by
Spring 2026 (I"*) www.sec.gov). Since generics for sitagliptin/metformin can sell at large discounts, Merck stands
to lose the bulk of these revenues by late 2026.

Novo Nordisk’s GLP-1 agonists form another category. Byetta (exenatide) patents expire April 2026 ('*°
www.greyb.com); generic equivalents are expected by late 2026. More consequential is Ozempic (semaglutide
injection): one of its key patents lapses in March 2026 (181 www.greyb.com). However, Novo Nordisk holds follow-
on patents covering delivery devices and formulation until 2031 (/') www.i-mak.org), plus a 12-year biologics
exclusivity for the molecular entity. Thus, despite the 2026 date, U.S. generics (or biosimilars) of Ozempic are not
expected until 2032 (“9] www.i-mak.org). This contrasts with many small molecules on our list: for example,
Bydureon (exenatide extended-release) had U.S. patent expiry in 2020, leading to generics soon thereafter; now
Byetta follows.

Cardiovascular and Thrombotic Agents

Anticoagulants are well-represented. Bristol-Myers Squibb/Pfizer's Eliquis (apixaban) had its original patent
extended to November 21, 2026 (") www.i-mak.org) — meaning generics may appear very soon after. (Indeed,
pharmacies have prepared generic apixaban products pending FDA approval.) Amgen’s Corlanor (ivabradine)
loses U.S. patents in 2026 ("°*! www.drugpatentwatch.com), opening the large heart-failure market to competition.
In contrast, Boehringer's Pradaxa (dabigatran) faces a patent expiration on March 7, 2026 ("l www.greyb.com),
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and generics are already on the horizon. (Europe has already shifted to alternatives; in the U.S. the market share
of Pradaxa has been small.)

We also note Betrixaban (Bevyxxa), an older anticoagulant whose patents expire in 2026 ("*°) www.greyb.com).
Bevyxxa sales were modest and it was discontinued in 2019, but its expiration formally frees up generic ECG use
if any stock remains. Meanwhile, small blood pressure and heart failure drugs are affected: for example, Entresto
(sacubitril/valsartan) has patents expiring in the mid-2020s — Novartis’ CEO has specifically cited Entresto as a
patent cliff challenge for the company (1°°
2026-2027 in regulatory filings.) Overall, the cardiovascular category will see routine agents replaced by

www.reuters.com). (Entresto’s key patent is listed as expiring about

generics.

Neurology and Psychiatry

Several CNS drugs expire in 2026. Voltaren (diclofenac) is often prescribed for migraine or joint pain; its U.S.
patents end June 16, 2026 (:??! www.greyb.com), though low-dose and OTC forms dilute the impact. Among
psychiatric drugs, Rexulti (brexpiprazole) expires Apr 2026 (2% www.greyb.com), as does Trintellix (vortioxetine)
in June 2026 (°71 www.greyb.com). Saphris (asenapine) for schizophrenia loses exclusivity in Oct 2026 (¢
www.greyb.com). While not massive sellers like antidepressants of previous decades, these drugs represent niche
markets where generics will erode brand profits. One illustration: Latuda (lurasidone) — a similar atypical
antipsychotic — lost exclusivity in 2023 and generics swiftly took nearly all market share. We expect Rexulti and
Saphris to follow suit by 2027.

Oncology and Rare Diseases

Several cancer drugs face patents lapsing in 2026. Zelboraf (vemurafenib) for melanoma has patents expiring
mid-2026 ("°°) www.greyb.com). Gilotrif (afatinib) for lung cancer lapses in July 2026 (1°2) www.greyb.com).
Sprycel (dasatinib) for leukemia loses its US patents in Sep 2026 ("°°! www.greyb.com). These small-molecule
targeted therapies have significant international sales; generics have already appeared in some markets
(especially India and parts of Asia) and will enter the U.S. soon thereafter. In rare diseases, patent expirations
include Trikafta-like regimens: for example, an older Vertex combination (lumacaftor/ivacaftor, Orkambi) runs
out by late 2026 (“°! www.greyb.com), ushering in generics for cystic fibrosis dosing (though many patients have
moved to newer Vertex drugs anyway). Some orphan drug patents in metabolic disorders also expire, but these
typically have smaller sales. Notably, the thrombocytopenia agent Tavalisse (fostamatinib) has patents in early
2026 ("“" www.greyb.com), although it has modest revenue; several generics manufacturers may be eyeing it for
niche generic development.

Generics Strategy and Pipeline Trends

Generic manufacturers are already positioning for this wave. Teva, Sandoz, Mylan/Viatris and others routinely

file Paragraph IV challenges on these drugs (often disclosed as litigation in annual reports). For instance, Merck
reported over 25 companies contesting Januvia patents (\*?/
note that dozens of ANDAs (generic applications) are pending for key 2026 molecules. Regulators and courts are

www.sec.gov). Pharmaceutical analytical services

also increasingly vigilant:

e The Lambda-sponsored Orange Book removal of errant patents (see Teva's ProAir case (°°

www.reuters.com)) may expedite generics.

e FTC and legislators have criticized "abuse of patents” by big pharma, and Congress has held hearings on
inflated drug prices tied to patent games (/'?/ www.reuters.com) (/) www.reuters.com).
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To mitigate the revenue loss, brand companies emphasise lifecycle management — launching new indications,
combination products, or incremental innovations prior to patent-expires. For example, Merck markets
combination pills (like Janumet) and XR formulations to extend revenue, and Novo Nordisk has Ongoing label
expansions for its semaglutide line. Nonetheless, experience shows that generic penetration is ultimately very
rapid once legal barriers fall.

Concurrently, many companies are beefing up their pipelines. The patent cliff is spurring business
development: recent years saw a surge in licensing and M&A as firms seek the next blockbusters. For instance,
Reuters reported that U.S. pharma inked ~$18.3B in China biotech licensing deals in H1 2025, as companies
needed new assets to replace expiring ones (\*! www.reuters.com). Major acquisition examples (Merck buying
Verena, Sanofi acquiring Blueprint) were explicitly justified by the need for fresh R&D opportunities amid looming
patent losses ([3] www.genengnews.com).

Case Studies and Real-World Examples

To illustrate the dynamics, we present several case studies:

e Merck’s Januvia/Janumet (sitagliptin) - A diabetes franchise generating ~$2.25B in 2023 (“6] www.genengnews.com).
Merck's core compound patent expired in 2023, but a related salt/polymorph patent ran into 2027 ([43] www.sec.gov). Facing

Paragraph IV challenges, Merck settled in 2020 so that generics could launch in mid-2026 (/'°] www.sec.gov). Starting May
2026, multiple firms (Teva, Mylan/Viatris, etc.) will bring generic sitagliptin tablets to market. An internal Merck filing notes

that, post-2026, Januvia/Janumet sales are expected to plunge as generics capture market share (“3] wWww.sec.gov).
(Indeed, market analysts project that by 2027, Januvia sales will be only a fraction of current levels.)

e Pfizer's Xeljanz (tofacitinib) — An autoimmune therapy attaining $1.6B sales in 2023 (/'°! www.genengnews.com). After
multiple new indications, Xeljanz's patent family faced imminent challenges. In August 2025, FDA approved the first generic

tofacitinib (by Ajanta Pharma) (”7‘

still holds device patents on the autoinjector, but only the active ingredient patent limits substitution. As of 2026, expect full

www.drugpatentwatch.com), sidestepping complex intellectual-property fights. Pfizer

generic entry, likely driving Xeljanz price down ~80% (mirroring other JAK inhibitor generics).

e Pregabalin (Lyrica) — Though off-patent since 2019, this example illustrates generic impact. Lyrica was a $4B/yr neuropathic
pain drug. Investigations (FDA report) show that once generics launched, average brand price collapsed from $7 to $0.13

within two months ([4] www.fda.gov), and generics swiftly commanded the market. This foreshadows what will happen to any
2026 small-molecule expiring: rapid cost reduction.

e Combivent Respimat | Spiriva Respimat (tiotropium/iibletz) - These asthma/COPD inhalers faced accusations of patent

misuse (“2] www.reuters.com). Boehringer allegedly used device patents (Respimat inhaler) to extend exclusivity beyond
active-drug patents, delaying cheaper generics in the U.S. The resulting lawsuits (brought by payers and the FTC) highlight
how non-pharmacologic patents can be exploited. At stake is the cost to healthcare; the FTC cites overcharges in the millions

12]

to billions from these maneuvers ([ www.reuters.com). The cases are emblematic of ongoing efforts to reform patent

listings.

e ProAir HFA (albuterol inhaler) - In a June 2024 ruling, five device patents were removed from Teva's Orange Book entry

after a generic maker (Amneal) and FTC challenged them (‘33‘ www.reuters.com). With those patents struck down, generic
manufacturers can proceed to sell generic albuterol HFA inhalers sooner. The judge noted that listing device patents (unlike

the older drug patents) was improper, emphasizing that generics should not be blocked by peripheral claims ([33]

www.reuters.com).

These cases underscore the interplay of patents, lawsuits, and generics. They illustrate that legal strategy (both
by innovators and challengers) is as critical as biology in determining when a generic can enter — which directly
affects how soon a 2026 patent expiry translates into patient access to cheaper drugs.
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Implications and Future Directions

The patent expirations of 2026 will have broad implications:

o Healthcare Costs and Access: With dozens of drugs losing exclusivity, expect substantial healthcare savings. Generics and
biosimilars typically launch at 50-80% lower prices than brands (“4] akseerresearch.com), meaning billions of dollars
saved by patients and payers. For example, Medicare's plan to offer 101 generics at $2/month underscores this cost-cutting

potential ([M] www.reuters.com). Translating past trends, generics from the 2026 wave could shave tens of billions
annually off U.S. drug budgets.

e Pharmaceutical Innovation: The revenue cliff forces innovators to replenish pipelines. We already see heavy R&D investment

and M&A: the estimated $230 billion in revenues at risk (m www.genengnews.com) is driving unprecedented dealmaking.

Companies highlight that robust pipelines (e.g., eight new drugs for Novartis (‘45‘

expiring blockbusters. Governments and investors will closely monitor whether these pipeline drugs can fill the gap.

www.reuters.com)) are essential to offset

e Policy and Regulation: The patent race has drawn regulatory attention. FDA initiatives (generic guidances, expedited reviews

[6]

for domestic generics (*7' www.reuters.com), streamlined biosimilar approval ([7] www.reuters.com)) aim to ensure smooth

transitions to competition. Legislatively, bipartisan interest in patent reform and drug pricing (e.g., under U.S. Inflation
Reduction Act negotiations) will likely intensify as high-profile drugs lose exclusivity.

o Global Supply Chains: Patent expiries also impact global drug supply. European and Asian markets often face generics
sooner due to different patent regimes; thus U.S. patent loss may shift generic manufacturing and cross-border trade
patterns. For instance, Indian generics firms, already producing generic versions of HIV and diabetes drugs, stand to benefit

massively as U.S. patents expire (similar to India’s leadership in generic statins, etc.). Conversely, the FDA's push for onshore

[46]

generics production ( www.reuters.com) reflects concern about reliance on foreign APl and finished dosage forms.

e Patient Outcomes: The ultimate beneficiaries of patent expiries are patients in need of affordable medications. When
blockbuster drugs like Januvia or Xeljanz go off-patent, wider access will follow. Evidence suggests that generic competition

improves adherence and health outcomes by lowering financial barriers (W www.fda.gov) ([5] www.fda.gov). However,
unequal adoption (markets, formularies, etc.) can moderate these gains. Policymakers are likely to consider measures (e.g.
Medicare drug price negotiations) that interplay with generic entry to maximize public benefit.

e R&D Strategy: Pharma companies are already shifting R&D priorities. The “loss funds” from expiring drugs will be re-
channeled into novel therapies, biologics, and perhaps more targeted areas like gene therapy. There may also be a continued
trend towards combination therapies or personalized medicine, which can command patents deeper into the lifecycle.

In summary, the patent expirations of 2026 herald a pivotal transition in the pharma landscape. Health systems
should prepare for a surge of generics and the attendant cost reductions (!*! www.fda.gov) (I°1 www.fda.gov). At
the same time, sustained innovation and responsible patent use will be crucial to ensure that future drugs
continue to be developed. Ongoing analysis, such as this report, will be needed to track the real-world outcomes
of this impending patent cliff.

Conclusion

By compiling data from regulatory filings, industry reports, and case analyses, this report provides a definitive
resource on drugs facing patent expiration in 2026. Our findings indicate that a substantial wave of patent-
protected medicines will open to competition next year, particularly in diabetes, immunology, and cardiovascular
therapy. High-revenue drugs like Januvia, Janumet, and Xeljanz dominate the list, with dozens of others (from
Voltaren to Bridion to Uptravi) included. In aggregate, over $200 billion of annual sales will be exposed to
generic or biosimilar competition by the end of the decade (! www.genengnews.com) () www.reuters.com).

Evidence from past expirations implies deep price cuts: FDA data and textbook cases predict >90% declines
once generics launch ([4] www.fda.gov) ([5] www.fda.gov). Indeed, each generic entrant can slash brand prices by
roughly 40% or more ('*! akseerresearch.com), dramatically expanding patient access. However, brand companies
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are employing complex patent strategies to delay loss of exclusivity (') www.reuters.com) (5%} www.reuters.com),
and policymakers are scrutinizing these tactics.

Looking forward, we expect 2026's expiries to intensify current trends: a surge of cost-saving generics for
consumers and insurers, accelerated R&D and dealmaking for pharma majors, and renewed policy focus on
patent law. Companies are already adjusting — FDA is even promoting faster generic/biosimilar approvals ([6]
www.reuters.com) () www.reuters.com) — so the market transition should be swift. The data assembled here
(Tables 1-2 and text) can guide stakeholders through this complex period. Future research should update actual
post-2026 outcomes (generic launch dates, pricing changes, health impacts) and examine “lessons learned"” for
balancing innovation with affordable access.

References: All statements and figures above are supported by the cited literature and data sources. Key

sources include FDA and SEC documents ('*! www.sec.gov) (1°! www.fda.gov), industry analyses (/'

[12]

www.genengnews.com) (') www.genengnews.com), and news reports ( www.reuters.com) (6] www.reuters.com).

Together, they ensure the accuracy and depth of this report’s findings.
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IntuitionLabs - Industry Leadership & Services
North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US
market in custom Al software development and pharma implementations with proven results across public
biotech and pharmaceutical companies.
Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies including Scilex Holding Company
(SCLX) and leading CROs across North America.
Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.
Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.
Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and
ERP systems with advanced analytics and regulatory compliance capabilities.
Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al
infrastructure for pharmaceutical companies requiring data isolation and compliance.
Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.
Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field
force applications with advanced analytics and reporting capabilities.
Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and
automated customer service solutions for pharma companies.
Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.
Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.
Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom
data visualization solutions for pharmaceutical insights.
Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.
Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.

L
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no
representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or
availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives
be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage
whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated
content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information
before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of
their respective owners. All company, product, and service names used in this document are for identification purposes only.
Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and
biotech companies. As the premier US-based Al software development company for drug development and
commercialization, we deliver cutting-edge custom Al applications, private LLM infrastructure, document processing
systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al
expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,
please consult with appropriate qualified professionals.
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