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Abstracts

The global Biomarker-based Immunoassay market size is predicted to grow from US$

3773 million in 2025 to US$ 5590 million in 2032; it is expected to grow at a CAGR of

5.8% from 2026 to 2032.

Biomarker-based immunoassay is a diagnostic technology built upon the specific

antigen–antibody binding principle to detect and quantify biomarkers such as proteins,

peptides, hormones, cytokines, and tumor markers in biological samples including

blood, urine, saliva, or tissues. It enables disease screening, diagnostic stratification,

therapeutic monitoring, and prognosis evaluation. Widely applied in oncology,

cardiovascular diseases, autoimmune disorders, infectious diseases, and neurological

conditions, this technology is characterized by high sensitivity, high specificity, and

advanced automation. With the advancement of precision medicine and personalized

healthcare, biomarker-based immunoassays are evolving from single-analyte detection

toward multiplex testing, digital analytics, and intelligent integration, forming a core

technological platform in modern clinical diagnostics and the in vitro diagnostics industry

chain. The average gross profit margin of this product is 45%.

Driven by the global expansion of precision medicine and molecular stratification

strategies, biomarker-based immunoassays have become essential tools for early

disease screening and targeted therapy selection. Growing demand for oncology early

detection, companion diagnostics, and chronic disease management continues to

stimulate technological innovation toward higher sensitivity and multiplex capability.

Healthcare infrastructure upgrades and tiered medical systems are accelerating

penetration of automated immunoassay platforms in secondary and primary care

institutions. The integration of digital healthcare and artificial intelligence enables multi-

biomarker analysis, enhancing clinical decision-making value. In addition, global
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population aging further expands demand for oncology, cardiovascular, and

metabolic disease diagnostics, creating long-term structural growth momentum.

The industry faces challenges including high technological barriers, long development

cycles, and stringent clinical validation requirements. Dependence on imported high-end

reagents and critical raw materials increases vulnerability to global supply chain

fluctuations. Meanwhile, multiple technology platforms such as chemiluminescence,

ELISA, and fluorescence-based systems compete intensely, leading to product

homogenization and pricing pressure. Regulatory frameworks for in vitro diagnostics are

becoming increasingly stringent worldwide, raising compliance and approval costs,

particularly affecting small and mid-sized enterprises.

Downstream demand is shifting from single-analyte testing toward multiplex and panel-

based approaches, particularly in tumor markers and inflammatory biomarkers, where

combined risk modeling is gaining clinical importance. Hospitals are increasingly

demanding fully automated and integrated systems with high throughput and data

connectivity capabilities. Independent clinical laboratories and chain-based health

screening institutions are driving demand for standardized and scalable reagent

solutions. At the same time, home-based testing and point-of-care applications are

emerging, promoting the development of compact and portable immunoassay systems,

resulting in a dual in-hospital and out-of-hospital market structure.

Key upstream materials include high-purity antibodies, recombinant antigens, enzyme

labels, magnetic microbeads, chemiluminescent substrates, and optimized biological

buffer systems. High-affinity monoclonal antibodies and recombinant proteins are critical

determinants of assay sensitivity and specificity, requiring advanced technical

capabilities. Improvements in magnetic particle and nanomaterial technologies

contribute to signal amplification efficiency. In addition, automated analyzers rely on

precision optical detection modules and fluidic systems. Overall, the upstream segment

is technology-intensive and relatively concentrated, with ongoing localization efforts in

core materials while high-end components remain strategically significant.

LPI (LP Information)' newest research report, the “Biomarker-based Immunoassay

Industry Forecast” looks at past sales and reviews total world Biomarker-based

Immunoassay sales in 2025, providing a comprehensive analysis by region and market

sector of projected Biomarker-based Immunoassay sales for 2026 through 2032. With

Biomarker-based Immunoassay sales broken down by region, market sector and sub-

sector, this report provides a detailed analysis in US$ millions of the world Biomarker-

based Immunoassay industry.
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This Insight Report provides a comprehensive analysis of the global Biomarker-based

Immunoassay landscape and highlights key trends related to product segmentation,

company formation, revenue, and market share, latest development, and M&A activity.

This report also analyses the strategies of leading global companies with a focus on

Biomarker-based Immunoassay portfolios and capabilities, market entry strategies,

market positions, and geographic footprints, to better understand these firms’ unique

position in an accelerating global Biomarker-based Immunoassay market.

This Insight Report evaluates the key market trends, drivers, and affecting factors

shaping the global outlook for Biomarker-based Immunoassay and breaks down the

forecast by Type, by Application, geography, and market size to highlight emerging

pockets of opportunity. With a transparent methodology based on hundreds of bottom-

up qualitative and quantitative market inputs, this study forecast offers a highly nuanced

view of the current state and future trajectory in the global Biomarker-based

Immunoassay.

This report presents a comprehensive overview, market shares, and growth

opportunities of Biomarker-based Immunoassay market by product type, application,

key players and key regions and countries.

Segmentation by Type:

Reagents & Kits

Instruments/Analyzers

Others

Segmentation by Sample:

Blood

Tissue

Urine

Others
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Segmentation by Disease:

Cancer

Cardiovascular

Neurological

Others

Segmentation by Application:

Hospital

Third-party Laboratory

Other

This report also splits the market by region:

Americas

United States

Canada

Mexico

Brazil

APAC

China

Japan
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Korea

Southeast Asia

India

Australia

Europe

Germany

France

UK

Italy

Russia

Middle East & Africa

Egypt

South Africa

Israel

Turkey

GCC Countries

The below companies that are profiled have been selected based on inputs gathered

from primary experts and analyzing the company's coverage, product portfolio, its

market penetration.

Roche
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Abbott

Danaher

Siemens Healthineers

Thermo Fisher Scientific

Sysmex

BioMerieux

QuidelOrtho

Becton Dickinson

Bio-Rad Laboratories

Qiagen

Wuhan Easy Diagnosis

Wondfo

KHB

Mindray

Getein Biotech

Daan Gene
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