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Antinuclear Antibody Test Market

The global antinuclear antibody test

market is expanding rapidly with

advances in automation, multiplex

assays, and rising autoimmune disease

prevalence.

BRENTFORD, LONDON, UNITED

KINGDOM, October 15, 2025

/EINPresswire.com/ -- The global

antinuclear antibody (ANA) test market

is poised for significant growth, with

projections estimating its market size

to reach US$ 6,538.5 million by 2032,

up from US$ 2,702.6 million in 2025. This represents a compound annual growth rate (CAGR) of

approximately 13.5% during the forecast period between 2025 and 2032. The growth trajectory

is driven primarily by the rising prevalence of autoimmune diseases, coupled with advancements

in diagnostic technologies that make ANA tests more accessible, accurate, and efficient.

Autoimmune diseases, which can present with overlapping symptoms, have increased globally,

with more individuals requiring early and precise diagnostic tools. The growing adoption of

multiplex immunoassays, improved test automation, and better integration of ANA testing into

routine diagnostic panels are reshaping the way healthcare systems approach autoimmune

disease detection and monitoring.
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Key Industry Highlights

The ANA test market is evolving rapidly, with several key industry developments shaping its

future. Notable among these is the automation of indirect immunofluorescence assays (IIFA),

which is streamlining workflows and reducing human error. This is expected to play a major role

in boosting the volume of ANA tests conducted in hospitals and laboratories. Furthermore, the
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increasing use of ready-to-use reagents and assay kits is expected to account for a significant

market share of 70.3% by 2025. These kits provide clinicians with standardized, reproducible

results, thereby reducing procedural errors and preparation time.

Another major development is the growing use of the enzyme-linked immunosorbent assay

(ELISA) in ANA testing. ELISA allows for quantitative results, making it an essential tool in disease

monitoring and progression tracking. Additionally, improved regulatory frameworks, particularly

in North America, are expected to increase patient access to ANA testing services, further

propelling the market.

Market Dynamics

Driver – Increasing Prevalence of Autoimmune Diseases Globally

The rising incidence of autoimmune diseases worldwide is a critical factor driving the demand

for ANA tests. According to the American Autoimmune Related Diseases Association (AARDA),

over 50 million people in the U.S. are living with autoimmune disorders, a number that has been

rising steadily. This trend is not confined to the U.S.; the incidence of autoimmune diseases is

increasing in Europe and the Asia Pacific as well.

Autoimmune diseases such as systemic lupus erythematosus (SLE), scleroderma, and Sjögren’s

syndrome are some of the conditions that require ANA testing for diagnosis and monitoring.

Studies show that autoimmune diseases have increased by nearly 19% over the last decade,

largely due to factors like improved diagnostic awareness, environmental triggers, and changes

in lifestyle.

As the global prevalence of these diseases grows, the demand for reliable, early diagnostic tools

like ANA tests is expected to increase, driving the market forward.

Restraint – Diagnostic Uncertainty Limits Widespread Adoption of ANA Testing

Despite the growing demand for ANA tests, the market faces some challenges, primarily due to

diagnostic uncertainty. One of the main concerns is the high incidence of false positives. Studies

suggest that up to 30% of healthy individuals, particularly older adults, can present with low-titer

positive ANA results, which can cause confusion in clinical interpretation. The specificity of the

test is further compromised by operator-dependent variations in results, particularly with the

gold standard IIFA method.

Additionally, the subjective nature of IIFA testing and variability in inter-laboratory concordance

can complicate results, especially in smaller clinics or under-resourced laboratories. This

diagnostic uncertainty creates hesitance among healthcare providers, limiting the broader

adoption of ANA testing, especially in regions with fewer resources.



Opportunity – Introduction of Multiplex ANA Methods Enhances Diagnostic Specificity

The introduction of multiplex ANA testing methods presents a significant opportunity for the

market. Multiplex platforms allow for the simultaneous detection of multiple autoantibodies,

enhancing diagnostic specificity and reducing the need for additional testing. This approach

improves the efficiency of testing, reduces sample volumes, and accelerates time-to-result, all of

which are appealing to both clinicians and patients.

Multiplex assays, utilizing microarray or bead-based technologies, have been shown to increase

diagnostic accuracy by detecting clinically relevant autoantibodies that might be missed by

conventional testing methods. Leading companies such as Thermo Fisher Scientific and Bio-Rad

Laboratories have made strides in this area, with their platforms offering extended panels for

diseases like systemic lupus erythematosus (SLE), improving diagnostic confidence and

personalized treatment strategies.

Category-wise Analysis

Product Insights

The antinuclear antibody test market is segmented into reagents and assay kits, systems, and

software and services. Among these, the reagents and assay kits segment is expected to hold the

largest share, approximately 70.3%, by 2025. Reagents are critical for ensuring accurate and

reproducible results, which is essential for managing complex autoimmune conditions.

Software and services are also gaining traction, driven by the increasing complexity of test data

generated by modern diagnostic platforms. Advanced software solutions, powered by machine

learning and artificial intelligence (AI), assist in the interpretation of ANA patterns, reducing

human error and improving diagnostic outcomes.

Technique Insights

The ANA test market is divided by technique into enzyme-linked immunosorbent assay (ELISA),

immunofluorescence assay (IFA), and multiplex assays. ELISA is expected to lead the market due

to its ability to provide quantitative results, allowing for precise disease monitoring. It is

particularly useful for tracking autoimmune diseases where autoantibody levels correlate with

disease activity.

IFA, while highly sensitive and capable of detecting a broad range of autoantibodies, faces

challenges due to its operator-dependent nature. Nevertheless, its ability to provide visual

patterns remains critical, particularly for clinicians specializing in autoimmune diseases.

Multiplex assays are anticipated to grow rapidly as they offer a comprehensive and more

efficient approach to ANA testing, enabling the detection of multiple autoantibodies



simultaneously.
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Regional Insights

North America

North America is expected to dominate the global ANA test market, accounting for nearly 33.1%

of the market share by 2025. The region’s growth is primarily driven by a high prevalence of

autoimmune diseases, ongoing advancements in diagnostic technologies, and a well-established

healthcare infrastructure. The U.S. market, in particular, is experiencing a surge in demand for

ANA testing due to increasing awareness and rising rates of autoimmune disorders.

Technological innovations, including automation and digitization of ANA testing, have

contributed to improved diagnostic accuracy, further driving market growth.

Europe

In Europe, Germany is expected to see substantial growth due to its robust healthcare

infrastructure and leading diagnostic companies like EUROIMMUN. The United Kingdom and

France are also projected to witness significant market developments as the demand for ANA

testing rises with the increasing prevalence of autoimmune diseases.

Asia Pacific

The Asia Pacific region, particularly China and India, is showing strong growth potential.

Improvements in healthcare infrastructure and rising awareness of autoimmune diseases are

driving the demand for ANA testing. However, the region faces challenges, including a shortage

of trained professionals and high equipment costs, which could limit market growth in certain

areas.

Competitive Landscape

The global ANA test market is highly competitive, with several key players dominating the

landscape. These include Thermo Fisher Scientific, Bio-Rad Laboratories, EUROIMMUN, Inova

Diagnostics, and ZEUS Scientific, among others. Companies are investing in automation,

multiplex testing platforms, and advanced assay technologies to cater to the growing demand

for precise and high-throughput ANA testing.
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Trinity Biotech Plc.

ERBA Diagnostics Mannheim GmbH

Antibodies Incorporated

Inova Diagnostics, Inc.

Bio-Rad Laboratories, Inc.

Thermo Fisher Scientific, Inc.

ZEUS Scientific, Inc.

Immuno Concepts NA Ltd.

EUROIMMUN Medizinische Labordiagnostika AG

Alere Inc.

Others

Key Industry Developments

In March 2025, Helix launched a comprehensive clinico-genomic virtual registry for autoimmune

disease patients, encompassing more than 23,000 individuals. This virtual registry will help

advance autoimmune disease research and improve diagnostic capabilities, including the

development of ANA testing methods.
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Market Segmentation

By Product

Reagents and Assay Kits

Systems

Software and Services

By Technique

ELISA

Immunofluorescence Assay

Multiplex Assay

By Application

Rheumatoid Arthritis

Systemic Lupus Erythematosus

Sjögren’s Syndrome

Scleroderma

Others
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By End-use

Hospitals

Clinical Laboratories

Physician Office Laboratories

Others

By Region

North America

Europe

East Asia

South Asia and Oceania

Latin America

Middle East and Africa

Future Outlook

The antinuclear antibody test market is expected to continue its strong growth trajectory, driven

by advancements in diagnostic technologies, increasing autoimmune disease prevalence, and

the rising demand for more efficient and accurate diagnostic tools. Innovations in multiplex

testing, along with improvements in automation and AI-powered diagnostics, will be key drivers

of the market in the coming years. However, challenges related to diagnostic uncertainty and the

need for specialized personnel in certain regions could hinder market growth to some extent.
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Personalized Medicine Biomarker Market: The Personalized Medicine Biomarkers Market,

projected to grow from US$ 21.1 Bn in 2025 to US$ 53.6 Bn by 2032, at a compound annual

growth rate of 14.2%.

Clinical Laboratory Services Market: The clinical laboratory services market will grow from $297.5

Bn in 2025 to $396.8 Bn by 2032 at a 4.2% CAGR, driven by advancements in diagnostic service.
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