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Report description:

Oncology Molecular Diagnostics Market Analysis

Oncology Molecular Diagnostics Market size in 2026 is estimated at USD 4.13 billion, growing from 2025 value of USD 3.68 billion
with 2031 projections showing USD 7.33 billion, growing at 12.18% CAGR over 2026-2031.

Companion diagnostics linked to targeted therapies, expanding liquid biopsy approvals, and Al-enabled bicinformatics are
accelerating clinical uptake. Demand is also fueled by national genomics programs that improve reimbursement frameworks and
by the rising prevalence of cancer, which drives multiple molecular tests per patient along the treatment continuum. Meanwhile,
point-of-care platforms are moving sophisticated assays out of centralized laboratories, shrinking turnaround times and
broadening access. Competitive dynamics favor vertically integrated leaders that pair proprietary reagents with analytics
software, while niche innovators leverage Al and liquid biopsy technologies to capture white-space opportunities within the
oncology molecular diagnostics market.

Global Oncology Molecular Diagnostics Market Trends and Insights

Liquid-biopsy companion diagnostics transforming treatment pathways

FDA approvals for liquid biopsy companion diagnostics have multiplied since 2023, enabling real-time genomic monitoring without
invasive tissue sampling. FoundationOne Liquid CDx now guides MET exon 14 skipping therapy in non-small cell lung cancer,



expanding precision care to patients with limited tissue. Clinical adoption is rising because the assays detect resistance mutations
before imaging changes appear, letting oncologists switch therapies earlier and improving outcomes.

National genomics initiatives accelerating reimbursement frameworks

Programs such as Australia's PrOSPeCT offer 23,000 patients free genomic testing funded by USD 185 million, demonstrating how
coordinated policy, clinical trial access, and coverage decisions converge to democratize precision oncology. As similar schemes
roll out in China and Japan, standardized protocols lower payer uncertainty, expanding compensated testing indications across the
oncology molecular diagnostics market.

Genomic pathologist shortage creating diagnostic bottlenecks

Only 3% of pathology departments report adequate staffing of genomic specialists, with Latin America most affected. Limited
expertise constrains report interpretation and delays clinical decision making. Teleconsultation networks and Al decision support
mitigate but do not fully resolve the capacity gap, tempering growth in regions with the greatest need.

Other drivers and restraints analyzed in the detailed report include:

Al-driven bioinformatics slashing NGS turnaround timesincreasing demand for point-of-care testingCost barriers limiting adoption
in emerging markets

For complete list of drivers and restraints, kindly check the Table Of Contents.

Segment Analysis

Reagents and consumables generated 61.55% revenue in 2025, reflecting recurrent demand and proprietary chemistries that
capture low-abundance mutations. This strong position anchors steady cash flows for manufacturers within the oncology
molecular diagnostics market. Software and services, although smaller today, rise at a 15.21% CAGR as cloud-hosted analytics
automate interpretation and reduce the need for scarce genomic pathologists.

Growth in Al-powered platforms positions bioinformatics as a strategic moat. Vendors bundling reagents with subscription-based
interpretation tools secure end-to-end integration, fostering customer stickiness. The oncology molecular diagnostics software
solutions market size is projected to expand markedly as laboratories seek efficiency gains and standardized reporting.

PCR delivered 34.62% revenue in 2025 as laboratories value its cost efficiency and reliability. Digital PCR further extends
sensitivity for detecting rare variants in liquid biopsy. In parallel, next-generation sequencing enjoys a 13.5% CAGR, propelled by
declining run costs and broader clinical utility. Hybrid capture panels detect hundreds of genes in one assay, transforming
treatment selection.

NGS adoption also benefits from combined tissue and plasma workflows that reveal tumor heterogeneity. As laboratories validate
liquid biopsy NGS panels, the oncology molecular diagnostics market size for comprehensive profiling grows faster than
single-gene PCR assays, yet PCR remains indispensable for rapid single-mutation confirmation.

The Oncology Molecular Diagnostics Market Report is Segmented by Product Type (Instrument, and More), Technology
(Polymerase Chain Reaction, and More), Cancer Type (Breast Cancer, and More), Sample Type (Tissue Biopsy, and More), End User
(Hospitals, and More), and Geography (North America, Europe, Asia-Pacific, Middle East & Africa, South America). The Market
Forecasts are Provided in Terms of Value (USD).



Geography Analysis

North America accounted for 39.72% revenue in 2025, leveraging early regulatory approvals and broad insurance coverage for
comprehensive genomic profiling. Testing rates for actionable biomarkers approach 90% in leading cancer centers. Expanded
Medicare coverage for minimal residual disease tracking further enlarges the oncology molecular diagnostics market.

Europe adopts a cost-effectiveness lens, leading to selective uptake but consistent reimbursement once clinical utility is proven.
Harmonized companion diagnostic and drug approvals by the European Medicines Agency ensure synchronized market entry,
supporting stable growth moderated by budget impact assessments.

Asia-Pacific posts the fastest 15.89% CAGR supported by China's precision medicine plan and Japan's genomic cancer program.
Investments in national sequencing networks and public-private partnerships lower per-test costs and accelerate technology
transfer. As local innovators refine assays for region-specific mutations, the oncology molecular diagnostics market size in
Asia-Pacific expands rapidly with rising cancer incidence and improving healthcare infrastructure.

List of Companies Covered in this Report:

Abbott Laboratories Roche Danaher Thermo Fisher Scientific lllumina QIAGEN Sysmex bioMerieux Agilent Technologies Inc.
(Dako) HTG Molecular Diagnostics Veracyte TBG Diagnostics Ltd. Guardant Health Foundation Medicine Inc. Exact Sciences Corp.
NeoGenomics Laboratories BGI Genomics Co. Ltd. Bio-Rad Laboratories Natera Myriad Genetics
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The market estimate (ME) sheet in Excel format
3 months of analyst support
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