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The Companion Diagnostics for Targeted Therapies market is projected to expand at a
CAGR of 13.3%, attaining USD 15.1 billion in 2031 from USD 8.1 billion in 2026.

The global companion diagnostics for targeted therapies market is positioned as a
critical enabler of precision medicine, supporting the identification of patient populations
most likely to benefit from specific therapeutic interventions. These diagnostics play a
vital role in aligning treatment strategies with individual genetic and molecular profiles,
particularly in oncology and complex chronic diseases. The market is gaining
momentum due to the increasing adoption of targeted therapies, rising emphasis on
personalized healthcare, and the growing integration of biomarker-based testing into
clinical workflows. As pharmaceutical companies increasingly co-develop drugs and
diagnostics, companion diagnostics are becoming an integral component of modern
drug development and commercialization strategies.

Market Drivers

A primary driver is the increasing prevalence of cancer and other chronic diseases,
which require targeted and personalized treatment approaches. Companion diagnostics
enable precise biomarker identification, allowing clinicians to select therapies that
improve treatment outcomes and reduce adverse effects.

The growing pipeline and approval of targeted therapies is another significant factor. As
more precision drugs enter the market, the need for corresponding diagnostic tools to
identify eligible patients continues to rise. This parallel growth is strengthening demand
for validated biomarker testing platforms.
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Technological advancements in molecular diagnostics are further accelerating
market expansion. Innovations in next-generation sequencing, polymerase chain
reaction, and multiplex assays enable rapid and accurate detection of multiple
biomarkers simultaneously. These technologies enhance scalability, diagnostic
accuracy, and clinical utility.

Additionally, regulatory support for co-development models is encouraging collaboration
between pharmaceutical and diagnostics companies. Streamlined approval pathways
for companion diagnostics and targeted therapies are increasing industry confidence
and investment in this segment.

Market Restraints

High development and validation costs remain a significant challenge. Companion
diagnostic assays require extensive clinical validation alongside targeted therapies,
leading to increased development timelines and financial burden.

Variability in reimbursement policies across regions also limits adoption. Inconsistent
coverage for diagnostic tests creates uncertainty for healthcare providers and
laboratories, affecting market penetration.

Limited access to advanced molecular testing infrastructure in developing regions
further constrains growth. The lack of skilled professionals and specialized laboratory
capabilities restricts widespread implementation. Standardization of testing
methodologies and consistent assay performance across laboratories also remain
ongoing challenges.

Technology and Segment Insights

The market is segmented by product type, technology, application, and geography.
Assays, kits, and reagents represent a dominant segment due to their essential role in
detecting genetic mutations and protein expressions used in targeted therapy selection.

By technology, next-generation sequencing is a key segment, enabling comprehensive
genomic profiling and simultaneous analysis of multiple biomarkers. This capability is
particularly important in precision oncology, where complex genetic variations must be
identified accurately.

In terms of application, oncology dominates the market, driven by the widespread use of
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biomarker-based testing in cancer diagnosis and treatment selection. Companion
diagnostics are critical in identifying genetically altered tumors and guiding targeted
therapies, improving clinical outcomes.

End-users include hospitals, diagnostic laboratories, and research institutions.
Diagnostic laboratories hold a significant share due to their specialized testing
capabilities and high throughput of molecular diagnostics.

Competitive and Strategic Outlook

The competitive landscape is characterized by strong participation from global
diagnostics and life sciences companies focusing on innovation and strategic
collaborations. Key players such as Roche Diagnostics, Thermo Fisher Scientific,
lllumina, Agilent Technologies, and QIAGEN are investing in advanced molecular
testing platforms and expanding their biomarker portfolios.

Strategic initiatives include partnerships between pharmaceutical and diagnostics
companies for co-development of therapies and companion tests. Companies are also
investing in next-generation sequencing platforms, multiplex assays, and bioinformatics
tools to enhance diagnostic accuracy and scalability.

Emerging trends include the expansion of companion diagnostics beyond oncology into
cardiovascular, neurological, and autoimmune diseases, as well as the integration of
artificial intelligence to improve biomarker discovery and data interpretation.

Conclusion

The global companion diagnostics for targeted therapies market is expected to witness
steady growth, driven by the expansion of precision medicine, increasing targeted
therapy approvals, and advancements in molecular diagnostics. While high costs,
regulatory complexities, and infrastructure limitations remain key challenges, ongoing
innovation and collaborative development models will support long-term market
expansion.

Key Benefits of this Report

Insightful Analysis: Gain detailed market insights across regions, customer
segments, policies, socio-economic factors, consumer preferences, and industry
verticals.
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Competitive Landscape: Understand strategic moves by key players to identify
optimal market entry approaches.

Market Drivers and Future Trends: Assess major growth forces and emerging
developments shaping the market.

Actionable Recommendations: Support strategic decisions to unlock new
revenue streams.

Caters to a Wide Audience: Suitable for startups, research institutions,
consultants, SMEs, and large enterprises.
What Businesses Use Our Reports For
Industry and market insights, opportunity assessment, product demand forecasting,
market entry strategy, geographical expansion, capital investment decisions, regulatory
analysis, new product development, and competitive intelligence.
Report Coverage

Historical data from 2021 to 2025 and forecast data from 2026 to 2031

Growth opportunities, challenges, supply chain outlook, regulatory framework,
and trend analysis

Competitive positioning, strategies, and market share evaluation
Revenue growth and forecast assessment across segments and regions

Company profiling including strategies, products, financials, and key
developments
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