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Keytruda Market Summary
Introduction and Market Overview

Keytruda (pembrolizumab), a PD-1 inhibitor, treats cancers including melanoma, lung
cancer (NSCLC), head and neck cancer, breast cancer, Hodgkin lymphoma, gastric
cancer, urothelial cancer, and others, with global cancer cases reaching 19.3 million in
2020 and projected to hit 30 million by 2030. The market is driven by rising cancer
incidence, with NSCLC comprising 85% of lung cancers, and Keytruda’s superior
efficacy, boosting NSCLC 5-year survival from 5% to 20%. Combination therapies, such
as Keytruda with mRNA-4157 (reducing melanoma mortality by 65%), and 40 FDA-
approved indications by 2024, including endometrial cancer, fuel growth. Accelerated
approvals by FDA, EMA, and China’s NMPA, with 70% OECD reimbursement, further
propel the market. The global Keytruda market is estimated at USD 16-30 billion in
2025, with a CAGR of 3%-5% through 2030.

Regional Market Trends

North America: The U.S. leads with high cancer prevalence and Keytruda
adoption, while Canada emphasizes immunotherapy access.

Europe: Germany, France, and the UK drive growth with advanced oncology
care.

Asia Pacific: China and Japan see rising cancer cases, with India focusing on
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biosimilars.
Rest of the World: Brazil enhances oncology infrastructure, while the Middle
East addresses breast and gastric cancers.
Application Analysis

Melanoma: Expected growth of 3.5%-5.5%, driven by rising incidence. Trends
focus on combination therapies.

Lung Cancer: Projected growth of 3.8%-5.8%, linked to NSCLC prevalence.
Advances emphasize PD-1 efficacy.

Head & Neck Cancer: Anticipated growth of 3.2%-5.2%, for advanced cases.
Trends highlight immunotherapy adoption.

Breast Cancer: Expected growth of 3.6%-5.6%, targeting triple-negative cases.
Developments prioritize PFS improvement.

Hodgkin Lymphoma: Projected growth of 3.0%-5.0%, for relapsed cases. Trends
focus on pediatric applications.

Gastric Cancer: Anticipated growth of 3.3%-5.3%, for metastatic cases.
Advances emphasize combination regimens.

Urothelial Cancer: Expected growth of 3.4%-5.4%, with new indications. Trends
highlight PADCEV combinations.

Others: Projected growth of 3.1%-5.1%, covering emerging indications.
Developments prioritize novel cancers.
Distribution Channel Analysis

Hospital Pharmacy: Expected growth of 3.5%-5.5%, driven by inpatient oncology
care. Trends focus on specialized delivery.

Specialty Pharmacy: Projected growth of 3.8%-5.8%, linked to outpatient
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immunotherapy. Advances emphasize patient access.

Key Market Players
Merck: Pioneers Keytruda for multiple cancers.
Bristol-Myers Squibb Company: Develops competing PD-1 inhibitors.
Samsung Bioepis: Focuses on Keytruda biosimilars.

Bio-Thera Solutions: Innovates in biosimilar immunotherapies.

Porter’s Five Forces Analysis

Threat of New Entrants: Low, due to high R&D costs and stringent regulatory
requirements.

Threat of Substitutes: Moderate, with other immunotherapies competing, but
Keytruda’s broad indications are unique.

Bargaining Power of Buyers: Moderate, as insurers negotiate prices, but limited
PD-1 options strengthen providers.

Bargaining Power of Suppliers: Low, with multiple suppliers of active ingredients.
Competitive Rivalry: High, with companies competing on indications, efficacy,
and biosimilar development.

Market Opportunities and Challenges

Opportunities:

Addressing 19.3 million annual cancer cases, projected to reach 30 million by
2030.

Improving NSCLC 5-year survival to 20%.
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Leveraging combination therapies, reducing melanoma mortality by 65%.
Expanding 40 FDA-approved indications.
Benefiting from 70% OECD reimbursement coverage.

Targeting emerging markets like China with new approvals.

Challenges:
High costs of Keytruda limiting access.
Competition from biosimilars post-patent expiry.
Regulatory delays for new indications.
Side effects of immunotherapy requiring monitoring.

Limited oncology infrastructure in low-income regions.
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