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PD-L1 Testing & Therapeutics Market to Reach

US$ 159.84B by 2033, Driven by Immuno-
Oncology & Precision Medicine

North America leads adoption; Asia-
Pacific fastest-growing with PD-L1
inhibitors, bispecific antibodies, and

biomarker-driven therapies. J - III “I"“h e
AUSTIN, TX, UNITED STATES, October g

Global PD-L1 Testing and Therapeutics Market

> North America: > Asia Pacific:

1 6, 2025 /EIN PreSSWi re'com/ - The Market Share (2024): By Indication : s =
Key Players
Global PD-L1 Testing and Therapeutics = Agilent
. '% KT Dako €9 MERCK  AstraZeneca
Market, according to DataM o
Intelligence, was valued at US$ 52.05 {hpristol MyersSquish  REGENERON @’“’“‘t

billion in 2023, increased to US$ 57.82
billion in 2024, and is projected to
reach US$ 159.84 billion by 2033,
growing at a CAGR of 11.6% across the forecast period (2025-2033). This robust expansion is
driven by the rising adoption of immuno-oncology therapies and the increasing integration of
biomarker-driven precision medicine into cancer treatment workflows. PD-L1 testing, which
identifies patients responsive to PD-1/PD-L1 inhibitors, has revolutionized cancer diagnostics

and treatment monitoring, making it a cornerstone of
“ modern oncology.

PD-L1 Testing and Therapeutics Market

PD-L1 testing revolutionizes
cancer care by enabling
precise immunotherapy
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The market's leadership stems from blockbuster drugs
such as Merck’s Keytruda, Bristol Myers Squibb’s Opdivo,
Roche’s Tecentriq, AstraZeneca's Imfinzi, and Regeneron’s

Libtayo, supported by emerging competitors like BioNTech, Pfizer, and Summit Therapeutics.
Geographically, North America holds a dominant 42.1% market share (2024), attributed to its
advanced healthcare infrastructure, robust oncology research ecosystem, and strong regulatory
framework facilitating swift FDA approvals of PD-1/PD-L1 inhibitors.
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Key Highlights from the Report

0 The market is projected to reach US$ 159.84 billion by 2033 at an 11.6% CAGR.

0 PD-L1 therapeutics segment constitutes 57.81% of global market share.

0 Key blockbuster drugs include Keytruda, Opdivo, Tecentriq, Imfinzi, and Libtayo.

0 Expanding FDA and EMA approvals for PD-L1-targeted therapeutics in NSCLC, breast, and head
and neck cancers.

0 North America is the leading region with 42.1% share due to faster regulatory approvals and
cancer care advancements.

0 Next-generation bispecific antibodies and IHC-based diagnostics are emerging growth drivers
for the forecast period.

Market Segmentation

The global PD-L1 Testing and Therapeutics Market is segmented by product type, testing type,
indication, end user, and region.

From the product type perspective, PD-L1 therapeutics dominate, accounting for 57.81% of the
total market. This dominance stems from their widespread application across multiple types of
cancers, including non-small cell lung cancer (NSCLC), triple-negative breast cancer, and cervical
cancer. Landmark clinical trials demonstrating survival benefits have pushed PD-L1 inhibitors
into earlier treatment lines, increasing patient adoption rates and market value.

On the testing type side, immunohistochemistry (IHC) remains the gold standard, though next-
generation sequencing (NGS) is rapidly emerging for identifying complex biomarker signatures.
IHC assays, such as those developed by Roche/Ventana and Agilent (Dako), remain integral in
oncology diagnostics for determining PD-L1 expression levels in tumor samples.

In terms of end users, hospitals and cancer specialty clinics dominate this segment as they serve
as primary testing and treatment hubs, equipped with both diagnostic laboratories and
multidisciplinary oncology departments. Diagnostic laboratories are also expanding their role in
biomarker testing as part of precision oncology programs.

Looking For A Detailed Full Report? Get it here:
https://www.datamintelligence.com/buy-now-page?report=pd-l1-testing-and-therapeutics-

market
Regional Insights
North America remains a frontrunner, commanding over 42% of the global share in 2024,

backed by an ecosystem favoring advanced immunotherapies and robust reimbursement
frameworks through Medicare and Medicaid. The U.S. Food and Drug Administration’s (FDA)
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regulatory agility has further catalyzed the adoption of PD-L1 inhibitors, particularly for cancers
like advanced HER2-positive gastric adenocarcinoma and head and neck squamous cell
carcinoma.

Europe follows as the second-largest market, driven by strong clinical trial participation and
national cancer policies supporting immunotherapy integration. Countries like Germany, France,
and the U.K. are fostering biomarker-led treatment approaches, enriching the companion
diagnostics landscape.

Meanwhile, Asia-Pacific is the fastest-growing region due to mounting cancer incidence rates in
China and Japan, increased healthcare investments, and approvals of innovative drugs such as
cadonilimab, Akeso’s PD-1/CTLA-4 bispecific antibody. Local biotechs are emerging as major
contributors, with countries like China intensifying global clinical trials and partnerships with
Western firms.

Market Dynamics

Market Drivers

The rise of immuno-oncology and precision medicine remains the fundamental force driving this
market. PD-L1 testing ensures accurate identification of patients who are most likely to respond
to checkpoint inhibitors, enhancing efficacy and minimizing unnecessary treatment costs. The
continuous expansion of approved indications for PD-L1 inhibitors such as pembrolizumab,
nivolumab, and durvalumab in early-stage cancers augments clinical uptake. Moreover,
supportive government programs and growing patient awareness regarding personalized
treatment are boosting demand for companion diagnostics.

Market Restraints

The high cost of PD-L1 testing and therapeutics is a key restraint, particularly in low- and middle-
income countries where testing infrastructure and reimbursement pathways remain limited. The
cost per immunotherapy cycle can reach thousands of dollars, making access challenging even in
developed economies. Complex regulatory frameworks and fragmented reimbursement systems
further hinder market penetration and equitable availability of PD-L1-targeted treatments.

Market Opportunities

The market is ripe with opportunities in next-generation antibody design, bispecific and
trispecific checkpoint inhibitors, and combination regimens that integrate PD-L1 inhibitors with
chemotherapy or targeted therapeutics. Moreover, as Al-powered pathology advances in
companion diagnostics, test sensitivity and predictive capabilities are expected to rise, improving
therapy-matching precision. Strategic collaborations between pharmaceutical companies and
diagnostic kit developers will likely create new pathways for innovation and regulatory
synchronization.

Get Customization in the report as per your requirements:
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Reasons to Buy the Report

0 Comprehensive coverage of PD-L1 therapeutics and testing technologies across multiple
cancer types.

0 Deep insight into the competitive landscape and emerging drug pipelines from key players.

0 Analysis of regional market dynamics with quantifiable data for policy and investment
planning.

O Inclusion of key regulatory and reimbursement frameworks shaping market adoption.

0 Highlights of recent FDA approvals, partnerships, and therapeutic innovations shaping the next
decade.

Frequently Asked Questions (FAQS)

0 How big is the global PD-L1 Testing and Therapeutics Market in 2024?

0 Who are the key players in the PD-L1 Testing and Therapeutics Market?

0 What is the projected growth rate (CAGR) of the PD-L1 Testing and Therapeutics Market during
2025-2033?

0 Which region is expected to dominate the market through 2033?

0 What are the new product innovations shaping the PD-L1 therapeutic landscape?

Company Insights
Key players shaping the market include:

* Agilent Technologies (Dako)

* Roche/Ventana Medical Systems
* Merck & Co., Inc.

* Bristol Myers Squibb (BMS)

* AstraZeneca plc

* Regeneron Pharmaceuticals

« Summit Therapeutics Inc.

* BeiGene Ltd.

* Pfizer Inc.

* BioNTech SE

Recent Developments:
-In August 2025, Akeso, Inc. obtained approvals from China's NMPA and the U.S. FDA for a pivotal

Phase Il trial evaluating cadonilimab (PD-1/CTLA-4 bispecific antibody) in combination with
lenvatinib for advanced hepatocellular carcinoma.
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-In February 2025, Leica Biosystems launched two novel primary antibodies, PD-L1 and HER2,
aimed at supporting cancer research and advanced therapy development.

Conclusion

The Global PD-L1 Testing and Therapeutics Market is undergoing transformative growth,
catalyzed by precision oncology’s evolution and the paradigm shift toward biomarker-based
cancer therapies. With PD-L1 testing and checkpoint inhibitors at the forefront of next-
generation cancer care, the industry is set to progress through technological integration,
regulatory streamlining, and improved patient accessibility. Supported by a solid CAGR of 11.6%,
the market will continue to attract significant pharmaceutical investment and R&D collaborations
over the next decade, ensuring sustained innovation in immuno-oncology and cancer
diagnostics.
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