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Primary Sclerosing Cholangitis Drug Market Summary

Introduction

Primary Sclerosing Cholangitis (PSC) is a rare, chronic liver disease characterized by
progressive inflammation and fibrosis of the bile ducts, leading to bile flow obstruction
and eventual liver damage. With no known cure, PSC predominantly affects individuals
with inflammatory bowel disease (IBD), particularly ulcerative colitis (UC), with
approximately 70% of PSC patients exhibiting underlying IBD. Globally, IBD impacts an
estimated 600-800 million people, amplifying PSC'’s clinical relevance despite its rarity,
affecting around 7 per 100,000 individuals in the UK. The Primary Sclerosing
Cholangitis Drug market focuses on managing symptoms, slowing disease progression,
and addressing complications like cirrhosis and liver failure. The market features a
range of therapeutic types, including immunosuppressants, chelators, steroids, and an
emerging “Others” category encompassing novel pipeline candidates. A significant
milestone occurred on March 22, 2024, when Chemomab Therapeutics acquired
CymaBay Therapeutics, adding seladelpar—a promising investigational drug originally
developed for primary biliary cholangitis (PBC)—to its portfolio, signaling potential
crossover applications for PSC. The industry is defined by its focus on rare disease
innovation, high unmet clinical needs, and a growing emphasis on liver-targeted
therapies, bolstered by strategic collaborations and acquisitions aimed at transforming
patient outcomes in this niche yet critical therapeutic area.
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Market Size and Growth Forecast

The global Primary Sclerosing Cholangitis Drug market is estimated to reach USD 600
million to USD 650 million in 2025, with a projected compound annual growth rate
(CAGR) of 36% to 37% through 2030, potentially expanding to USD 3.0 billion to USD
3.3 billion. This robust growth reflects increasing awareness, advancements in pipeline
drugs, and the market’s evolution from a limited therapeutic base to a dynamic, high-
potential sector.

Regional Analysis

North America: Expected to grow at 35% to 36%, the U.S. leads as a hub for PSC
research and drug development. Trends emphasize clinical trials for novel therapies
and strong healthcare infrastructure supporting rare disease treatment, with firms like
Gilead driving innovation.

Europe: Forecasted at 34% to 35%, the UK and Germany dominate due to advanced
diagnostics and rare disease funding. Trends focus on integrating PSC treatments with
IBD management, alongside regulatory incentives for orphan drug development.

Asia Pacific: Projected at 37% to 38%, China and Japan drive growth with rising
healthcare investments and increasing IBD prevalence. Trends highlight local R&D
efforts and the adoption of cost-effective therapies to address emerging patient needs.

South Ameica: Anticipated at 33% to 34%, Brazil emerges as a key market with growing
awareness of liver diseases. Trends favor partnerships and affordable drug options to
enhance access in a region with developing healthcare systems.

Middle East and Africa: Expected at 32% to 33%, the UAE and South Africa lead with
gradual uptake. Trends focus on building diagnostic capabilities and introducing
scalable treatments to address PSC within the context of broader liver health initiatives.

Product Type Analysis
Immunosuppressants: Projected at 34% to 35%, these drugs, such as azathioprine,
manage inflammation and are widely used in PSC patients with IBD overlap. Trends

emphasize their role as foundational therapies, with research exploring combination
approaches to enhance efficacy.

Primary Sclerosing Cholangitis Drug Global Market Insights 2025, Analysis and Forecast to 2030, by Market Part...


https://marketpublishers.com/report/industry/other_industries/primary-sclerosing-cholangitis-drug-global-market-insights-2025-analysis-n-forecast-to-2030-by-market-participants-regions-technology-product.html

. +357 96 030922
Market Publishers info@marketpublishers.com

Chelators: Expected at 32% to 33%, agents like ursodeoxycholic acid (UDCA) aim to
improve bile flow and reduce toxicity. Trends focus on optimizing dosages and
assessing long-term benefits, though efficacy debates persist, driving interest in
alternatives.

Steroids: Forecasted at 31% to 32%, steroids like prednisone address acute
inflammation, particularly in early stages or flares. Trends lean toward short-term use
due to side effects, with a shift toward adjunctive roles alongside novel therapies.

Others: Anticipated at 38% to 40%, this category includes pipeline candidates like
seladelpar and other biologics targeting fibrosis and inflammation. Trends highlight rapid
innovation, with a focus on precision medicine and disease-modifying potential,
positioning this segment as a key growth driver.

Key Market Players

Albireo Pharma Inc.: A U.S. biotech, Albireo specializes in liver diseases, exploring PSC-
targeted therapies.

Avolynt Inc.: A U.S. firm, Avolynt develops metabolic solutions with potential PSC
applications.

Calliditas Therapeutics AB: A Swedish company, Calliditas focuses on rare diseases,
advancing PSC treatments.

Cascade Pharmaceuticals Inc.: A U.S. entity, Cascade innovates in liver-targeted
therapies.

Chemomab Therapeutics Ltd.: An Israeli firm, Chemomab enhances its PSC portfolio
with acquisitions like CymaBay.

Dr. Falk Pharma GmbH: A German leader, Dr. Falk excels in gastroenterology and liver
disease treatments.

Galmed Pharmaceuticals Ltd.: An Israeli company, Galmed targets liver conditions,
including PSC.

Gannex Pharma Co. Ltd.: A Chinese player, Gannex boosts regional PSC drug
development.
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Genfit Corp.: A French firm, Genfit explores liver disease therapies with PSC potential.

Gilead Sciences: A U.S. giant, Gilead strengthens its liver portfolio with PSC-focused
candidates.

HighTide Therapeutics Inc.: A Chinese entity, HighTide develops therapies for chronic
liver diseases.

Immunic Inc.: A U.S. biotech, Immunic focuses on immunology solutions for PSC.

Invea Therapeutics Inc.: A U.S. firm, Invea targets rare diseases like PSC with
innovative approaches.

LISCure Biosciences Inc.: A South Korean company, LISCure advances liver-specific
therapies.

Mirum Pharmaceuticals Inc.: A U.S. entity, Mirum focuses on rare liver conditions,
including PSC.

Morphic Holding Inc.: A U.S. biotech, Morphic explores fibrosis-targeted treatments.

Pliant Therapeutics Inc.: A U.S. firm, Pliant develops anti-fibrotic agents for PSC and
related diseases.

Selecta Biosciences Inc.: A U.S. company, Selecta targets autoimmune and liver
conditions.

Sirnaomics Inc.: A U.S.-China entity, Sirnaomics develops RNA-based PSC therapies.

Qing Bile Therapeutics: A Chinese player, Qing Bile enhances PSC treatment options
with regional focus.

Porter’s Five Forces Analysis

Threat of New Entrants: Moderate, as high R&D costs and regulatory hurdles
pose significant barriers, though rare disease incentives and the potential for

premium pricing attract biotech firms and new players seeking to capitalize on
unmet needs.
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Threat of Substitutes: Low, with liver transplantation as the primary alternative
for end-stage PSC, but its invasiveness and limited availability ensure drugs
remain the preferred option for managing progression and symptoms.

Bargaining Power of Buyers: Moderate-to-high, as the scarcity of approved PSC
therapies limits patient and provider options, though growing competition from
pipeline drugs may empower healthcare systems and insurers to negotiate
pricing as the market matures.

Bargaining Power of Suppliers: Moderate, with reliance on specialized inputs for
novel therapies balanced by a broad global supply chain for traditional drugs like
immunosuppressants and steroids, reducing supplier leverage in established
segments.

Competitive Rivalry: High, driven by the race to develop disease-modifying
therapies in a rare disease market with significant unmet needs. Firms like
Gilead and Chemomab compete intensely through acquisitions and pipeline
advancements, heightening innovation and strategic maneuvering.

Market Opportunities and Challenges
Opportunities

Rare Disease Premium: PSC’s rarity supports high pricing and regulatory
incentives, such as orphan drug designations, fostering investment in novel
therapies with significant revenue potential.

IBD Overlap: The 600-800 million global IBD population, with 70% of PSC
patients affected, amplifies market relevance, creating opportunities for
integrated treatment approaches targeting both conditions.

Pipeline Innovation: Emerging drugs like seladelpar and biologics in the
“Others” category promise breakthroughs, driving growth by addressing fibrosis
and inflammation more effectively than current options.

Increasing Awareness: Growing recognition of PSC among healthcare providers
and patients boosts diagnosis rates, expanding the addressable market and

Primary Sclerosing Cholangitis Drug Global Market Insights 2025, Analysis and Forecast to 2030, by Market Part...


https://marketpublishers.com/report/industry/other_industries/primary-sclerosing-cholangitis-drug-global-market-insights-2025-analysis-n-forecast-to-2030-by-market-participants-regions-technology-product.html

. +357 96 030922
Market Publishers info@marketpublishers.com

demand for effective therapies.

Strategic Collaborations: Acquisitions like Chemomab’s purchase of CymaBay
highlight opportunities for consolidation, enabling firms to accelerate
development and leverage complementary expertise in liver diseases.

Challenges

Limited Approved Therapies: The absence of widely approved PSC-specific
drugs restricts treatment options, leaving significant unmet needs and reliance
on off-label use, which hampers market growth in the short term.

Diagnostic Complexity: PSC’s overlap with IBD and reliance on invasive
diagnostics like biopsies delay identification, limiting early intervention and the
ability to maximize therapeutic impact.

High Development Costs: The complexity of PSC’s pathology and the need for
long-term trials to prove efficacy increase R&D expenses, posing financial risks
for companies pursuing novel treatments.

Regulatory Hurdles: Stringent requirements for demonstrating meaningful
clinical benefits in a rare disease with variable progression slow pipeline
approvals, challenging firms to navigate a rigorous landscape.

Patient Access Barriers: The high cost of emerging therapies may limit

affordability in emerging markets like South Ameica and Africa, creating
disparities in adoption and constraining global market penetration.
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