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The IVD raw material market is projected to grow from USD 21.5 billion in 2026 to USD
31.1 billion by 2031, growing at a CAGR of 7.7%. The increasing prevalence of chronic
and infectious diseases, the rising demand for early and accurate disease diagnosis,
and the expanding adoption of advanced diagnostic technologies. The growing use of
molecular diagnostic techniques such as PCR, NGS, FISH, and LAMP is increasing
demand for high-quality oligonucleotides, nucleic acids, enzymes, and other specialized
raw materials. At the same time, the rapid expansion of point-of-care testing is driving
the need for antibodies, antigens, membranes, labels, and detection materials used in
rapid diagnostic assays. Furthermore, advancements in recombinant technologies,
protein engineering, and assay development are improving the performance, sensitivity,
and reliability of diagnostic tests. These innovations are enabling diagnostic
manufacturers to develop more accurate and efficient testing solutions, thereby
supporting the growth of the global IVD raw material market.

“The infectious disease testing segment is expected to account for the largest
share of the IVD raw material market, by application, during the forecast period.”

Based on application, the IVD raw material market is segmented into infectious disease
testing, oncology/cancer markers, cardiac markers, diabetes & metabolic disorders,
autoimmune disease, blood screening, women's health & fertility, genetic & rare disease
testing, and others. The infectious disease testing segment accounts for the largest
market share due to the high global burden of infectious diseases and the increasing
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demand for rapid, accurate, and large-scale diagnostic testing. Diagnostic
manufacturers extensively use raw materials such as antibodies, antigens, enzymes,
oligonucleotides, nucleic acids, and detection reagents to develop immunoassays,
molecular diagnostic tests, and point-of-care testing solutions for detecting bacterial,
viral, fungal, and parasitic infections. Additionally, growing investments in public health
programs, increasing awareness of early disease diagnosis, and the continued adoption
of advanced molecular diagnostic technologies are driving demand for high-quality IVD
raw materials in infectious disease testing, making it the largest application segment of
the market.

“The immunoassay segment has the largest market share in the IVD raw material
market during the forecast period.”

The global IVD raw material market can be segmented by technology into
iImmunoassay, molecular diagnostics, clinical chemistry, hematology, microbiology &
culture, coagulation, point-of-care testing, flow cytometry, and others. Among these, the
Immunoassay segment accounted for the largest market share. Immunoassay-based
diagnostics remain a fundamental component of routine disease testing due to their
high sensitivity, specificity, cost-effectiveness, and broad application across infectious
diseases, oncology, cardiac markers, autoimmune disorders, and hormone testing. The
widespread adoption of immunoassay platforms has generated substantial demand for
critical raw materials, including antibodies, antigens, proteins, enzymes, labels, and
detection reagents. Furthermore, continuous advancements in assay development,
increasing diagnostic testing volumes, growing demand for rapid and accurate
diagnostic solutions, and the expansion of automated immunoassay analyzers are
expected to support the continued adoption of immunoassay technologies, thereby
driving demand for IVD raw materials worldwide.

“Asia Pacific: The fastest-growing market for IVD raw material from 2026 to 2031”

The global IVD raw material market is segmented into North America, Europe, Asia
Pacific, Latin America, and the Middle East & Africa. The Asia Pacific is projected to
grow at the highest regional CAGR from 2026 to 2031. The region's growth is driven by
the increasing prevalence of chronic and infectious diseases, expanding healthcare
infrastructure, rising investments in diagnostic technologies, and growing demand for
early and accurate disease diagnosis. China is strengthening its domestic diagnostic
manufacturing capabilities through healthcare modernization initiatives and increased
investment in biotechnology and life sciences. India is witnessing significant growth in
diagnostic testing volumes, supported by the expansion of clinical laboratories and
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molecular diagnostic facilities, as well as the adoption of point-of-care testing.
Additionally, Japan's advanced healthcare system, aging population, and strong focus
on precision medicine continue to drive demand for high-quality diagnostic assays and
the raw materials required for their development. These factors are expected to support
the rapid growth of the IVD raw material market across the Asia Pacific region during
the forecast period.

The break-up of the profile of primary participants in the IVD raw market:
By Company Type: Tier 1 - 40%, Tier 2 - 30%, and Tier - 30%
By Designation: C-level Executives - 27%, Directors — 18%, and Others - 55%

By Region: North America - 51%, Europe - 21%, Asia Pacific - 18%, Latin
America — 6%, and Middle East & Africa - 4%

Merck KGaA (Germany), Thermo Fisher Scientific Inc. (U.S.), Medix Biochemica
(Finland), Bio-Techne Corporation (U.S.), Fapon Biotech Inc. (China), Meridian
Bioscience, Inc. (U.S.), BBI Solutions (U.K.), Toyobo Co., Ltd. (Japan), Roche
CustomBiotech (Switzerland), Integrated DNA Technologies, Inc. (U.S.), Cytiva (U.S.),
Sartorius AG (Germany), LGC Biosearch Technologies (U.S.), Fitzgerald Industries
International (U.S.), and Bangs Laboratories, Inc. (U.S.) are some of the key players
operating in the global IVD raw material market.

Research Coverage:

This research report categorizes the IVD raw material market by product type
(antibodies, antigens & proteins, enzymes & substrates, oligonucleotides & nucleic
acids, beads & particles, membranes, labels & detection materials, buffers & diluents,
and others), by technology (immunoassay, molecular diagnostics, clinical chemistry,
hematology, microbiology & culture, coagulation, point-of-care testing, flow cytometry,
and others), by application (infectious disease testing, oncology/cancer markers,
cardiac markers, diabetes & metabolic disorders, autoimmune disease, blood
screening, women's health & fertility, genetic & rare disease testing, and others), by
supply source (in-house manufacturing [captive] and third-party supply [merchant]), by
source/origin (biological/natural source, recombinant/synthetic, and others), by end user
(IVD manufacturers, contract research organizations, academic & research institutes,
pharmaceutical & biotech companies, and others), and by region (North America,
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Europe, Asia Pacific, Latin America, and the Middle East & Africa). The scope of the
report covers detailed information regarding the major factors, such as drivers,
restraints, opportunities, and challenges influencing the growth of the IVD raw material
market. A detailed analysis of the key industry players has been conducted to provide
insights into their business overview, product portfolios, key strategies such as
acquisitions, partnerships, collaborations, capacity expansions, and product launches,
as well as recent developments associated with the IVD raw material market.
Competitive analysis of emerging companies and market participants within the IVD raw
materials ecosystem is also covered in this report.

Reasons to buy this report:

The report will help the market leaders/new entrants in this market with information on
the closest approximations of the revenue numbers for the overall IVD raw material
market and the subsegments. This report will help stakeholders understand the
competitive landscape and gain deeper insights to better position their businesses and
plan suitable go-to-market strategies. The report also helps stakeholders understand
the pulse of the market and provides them with information on key market drivers,
restraints, opportunities, and challenges.

The report provides insights into the following pointers:

Analysis of key drivers (increasing geriatric population and subsequent rise in
chronic diseases, growing awareness of early disease diagnosis in emerging
economies, emergence of rapid point-of-care [POC] technologies and rising
adoption of automated analyzers, and growing preference for personalized
medicine), restraints (unfavorable reimbursement scenario, stringent regulatory
requirements), opportunities (introduction of disease-specific biomarkers and
tests, increasing significance of companion diagnostics, growth opportunities in
developing countries, improvements in immunoassay diagnostic technologies,
and the growing digitalization trend), and challenges (maintaining batch-to-batch
consistency and quality of raw materials, and supply chain disruptions affecting
the availability of critical biological and synthetic reagents) influencing the growth
of the IVD raw material market

Product Development/Innovation: Detailed insights on upcoming technologies,

research & development activities, and new product launches in the IVD raw
material market
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Market Development: Comprehensive information about lucrative markets—the
report analyzes the IVD raw material market across varied regions.

Market Diversification: Exhaustive information about new products, untapped
geographies, recent developments, and investments in the IVD raw material
market

Competitive Assessment: In-depth assessment of market shares, growth
strategies, and product portfolios of leading players such as Merck KGaA
(Germany), Thermo Fisher Scientific Inc. (U.S.), Medix Biochemica (Finland),
Bio-Techne Corporation (U.S.), and Fapon Biotech Inc. (China), among others
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4.2.1.2 Growing adoption of personalized medicine and companion diagnostics
4.2.1.3 Increasing use of recombinant antibodies, proteins, and enzymes
4.2.1.4 Growing demand for raw materials supporting decentralized and rapid
diagnostics
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9.1 INTRODUCTION
9.2 ANTIBODIES
9.2.1 MONOCLONAL ANTIBODIES
9.2.1.1 Increasing demand for highly specific and reproducible antibody reagents in
immunoassay and rapid diagnostic applications to drive segment growth
9.2.2 POLYCLONAL ANTIBODIES
9.2.2.1 Broad target recognition and strong signal generation to sustain demand for
polyclonal antibodies in diagnostic assays
9.2.3 RECOMBINANT ANTIBODIES
9.2.3.1 Growing adoption of engineered antibodies to improve consistency,
scalability, and performance of IVD assays
9.3 ANTIGENS & PROTEINS
9.3.1 RECOMBINANT ANTIGENS
9.3.1.1 Growing preference for scalable and consistent antigen production to support
increasing IVD assay demand
9.3.2 NATIVE PROTEINS
9.3.2.1 Continued demand for biologically authentic proteins in sensitive assay
development and clinically representative IVD applications
9.3.3 CALIBRATORS & STANDARDS
9.3.3.1 Increasing emphasis on assay standardization and traceability to drive
demand for calibrators & reference materials
9.4 ENZYMES & SUBSTRATES
9.4.1 DETECTION ENZYMES
9.4.1.1 Increasing adoption of enzyme-based signal generation to improve sensitivity
and quantitative performance of immunoassays
9.4.2 AMPLIFICATION ENZYMES
9.4.2.1 Growing adoption of molecular diagnostic testing to accelerate demand for
high-performance amplification enzymes
9.4.3 SUBSTRATES & COENZYMES
9.4.3.1 Increasing need for optimized reaction components to enhance enzyme
activity and diagnostic assay signal generation
9.5 OLIGONUCLEOTIDES & NUCLEIC ACIDS
9.5.1 PRIMERS & PROBES
9.5.1.1 Increasing adoption of PCR and multiplex molecular assays to drive demand
for sequence-specific primers and probes
9.5.2 SYNTHETIC DNA/RNA
9.5.2.1 Growing use of synthetic DNA and RNA sequences to accelerate molecular
assay development and validation
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9.6 BEADS & PARTICLES
9.6.1 MAGNETIC BEADS
9.6.1.1 Growing adoption of automated magnetic-particle immunoassays to drive
demand for high-performance magnetic beads
9.6.2 LATEX BEADS
9.6.2.1 Widespread use of latex particle-based agglutination and turbidimetric assays
to sustain demand for latex beads
9.6.3 GOLD NANOPARTICLES
9.6.3.1 Increasing adoption of gold nanoparticle-based signal generation in rapid and
visually readable diagnostic assays
9.7 MEMBRANES
9.7.1 NITROCELLULOSE MEMBRANES
9.7.1.1 High protein-binding capacity and controlled capillary flow to underpin
nitrocellulose use across lateral flow and membrane-based immunodiagnostics
9.7.2 NYLON & PVDF MEMBRANES
9.7.2.1 Higher chemical resistance and specialized biomolecule immobilization
requirements to sustain demand
9.7.3 GLASS FIBER PADS
9.7.3.1 Consistent sample and conjugate transport to strengthen role of glass fiber
pads in lateral flow test construction
9.8 LABELS & DETECTION MATERIALS
9.8.1 FLUORESCENT DYES
9.8.1.1 Higher analytical sensitivity and instrument-based quantification to expand
use of fluorescent detection in IVD
9.8.2 CHEMILUMINESCENT LABELS
9.8.2.1 Demand for ultra-sensitive immunoassays to sustain adoption of
chemiluminescent labels
9.8.3 COLLOIDAL GOLD CONJUGATES
9.8.3.1 Established visual-readout capability and simplicity of lateral flow testing to
sustain demand for colloidal gold conjugates
9.9 BUFFERS & DILUENTS
9.9.1 GREATER EMPHASIS ON REACTION STABILITY AND INTERFERENCE
CONTROL TO SUPPORT RELIABLE IVD ASSAY PERFORMANCE
9.10 OTHER PRODUCTS

10 IVD RAW MATERIALS MARKET, BY TECHNOLOGY

10.1 INTRODUCTION
10.2 IMMUNOASSAY
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10.2.1 INCREASING ADOPTION OF HIGH-SENSITIVITY, AUTOMATED
IMMUNOASSAYS TO SUSTAIN DEMAND FOR RAW MATERIALS
10.3 MOLECULAR DIAGNOSTICS

10.3.1 EXPANSION OF PCR AND ISOTHERMAL AMPLIFICATION FORMATS TO
INCREASE DEMAND FOR ENGINEERED POLYMERASES, MASTER MIXES,
OLIGONUCLEOTIDES, AND NUCLEIC ACID CONTROLS
10.4 CLINICAL CHEMISTRY

10.4.1 INCREASING DEMAND FOR HIGH-QUALITY ENZYMES, PROTEINS,
LIPOPROTEINS, AND REFERENCE MATERIALS TO SUPPORT AUTOMATED
QUANTITATIVE TESTING
10.5 HEMATOLOGY

10.5.1 GROWING DEMAND FOR CELL-BASED REFERENCE MATERIALS AND
BLOOD-DERIVED COMPONENTS TO STRENGTHEN RAW-MATERIAL
REQUIREMENTS FOR HEMATOLOGY DIAGNOSTICS
10.6 MICROBIOLOGY & CULTURE

10.6.1 ADVANCES IN CULTURE-MEDIA FORMULATION AND MICROBIAL
IDENTIFICATION TO STRENGTHEN DEMAND FOR SPECIALIZED MICROBIOLOGY
RAW MATERIALS
10.7 COAGULATION TESTING

10.7.1 GREATER EMPHASIS ON FAST, STANDARDIZED MEASUREMENT OF
CLOTTING AND FIBRINOLYSIS TO SHAPE RAW MATERIAL REQUIREMENTS IN
COAGULATION DIAGNOSTICS
10.8 FLOW CYTOMETRY

10.8.1 MULTIPARAMETER CELLULAR ANALYSIS TO INCREASE DEMAND FOR
HIGHLY SPECIFIC ANTIBODIES AND FLUORESCENT DETECTION MATERIALS
10.9 OTHER TECHNOLOGIES

11 IVD RAW MATERIALS MARKET, BY APPLICATION

11.1 INTRODUCTION
11.2 INFECTIOUS DISEASES

11.2.1 BROAD PATHOGEN COVERAGE AND FREQUENT DEMAND FOR RAPID,
SENSITIVE TESTING TO DRIVE MARKET GROWTH
11.3 ONCOLOGY/CANCER MARKERS

11.3.1 MOLECULAR EXPANSION OF BIOMARKER-BASED CANCER DETECTION
AND MONITORING TO INCREASE DEMAND FOR RAW MATERIALS
11.4 CARDIAC MARKERS

11.4.1 HIGH DISEASE PREVALENCE AND USE OF HIGH-SENSITIVITY
BIOMARKERS TO STRENGTHEN DEMAND FOR CARDIAC-MARKER RAW
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MATERIALS
11.5 DIABETES & METABOLIC DISORDERS

11.5.1 EXPANDING BIOMARKER-BASED SCREENING TO SUSTAIN DEMAND
FOR HBA1C, INSULIN, GLUCOSE, AND RELATED IVD RAW MATERIALS
11.6 AUTOIMMUNE DISEASES

11.6.1 GROWING RELIANCE ON AUTOANTIBODY-BASED TESTING TO SUPPORT
DIAGNOSIS OF DIVERSE AUTOIMMUNE CONDITIONS AND EXPAND DEMAND
FOR HIGHLY SPECIFIC IVD RAW MATERIALS
11.7 BLOOD SCREENING

11.7.1 MANDATORY SCREENING OF DONATED BLOOD AND NEED TO DETECT
MULTIPLE TRANSFUSION-TRANSMISSIBLE INFECTIONS UNDERPIN DEMAND
FOR DIVERSE IVD RAW MATERIALS
11.8 WOMEN’'S HEALTH & FERTILITY

11.8.1 HIGH PREVALENCE OF INFERTILITY AND EXPANDING HORMONE-BASED
REPRODUCTIVE TESTING TO SUSTAIN THE DEMAND
11.9 GENETIC & RARE DISEASE TESTING

11.9.1 EXPANSION OF MOLECULAR AND GENETIC TESTING TO ADDRESS A
LARGE AND CLINICALLY DIVERSE POPULATION
11.10 OTHER APPLICATIONS

12 IVD RAW MATERIALS MARKET, BY SUPPLY SOURCE

12.1 INTRODUCTION
12.2 IN-HOUSE MANUFACTURING

12.2.1 GREATER CONTROL OVER CRITICAL REAGENTS AND ASSAY
PERFORMANCE TO SUSTAIN IN-HOUSE PRODUCTION
12.3 THIRD-PARTY SUPPLY

12.3.1 OUTSOURCING SPECIALIZED CAPABILITIES TO IMPROVE FLEXIBILITY
AND ACCELERATE IVD DEVELOPMENT

13 IVD RAW MATERIALS MARKET, BY SOURCE/ORIGIN

13.1 INTRODUCTION
13.2 BIOLOGICAL/NATURAL SOURCES
13.2.1 ANIMAL-DERIVED
13.2.1.1 Established assay performance and broad availability to sustain use of
animal-derived IVD raw materials
13.2.2 HUMAN-DERIVED
13.2.2.1 Clinical relevance and patient-like matrices to sustain demand for human-

IVD Raw Material Market by Product Type (Proteins, Beads, Particles, Antibodies), Technology (Immunoassay, Hem...


https://marketpublishers.com/report/diagnostics-diseases/in_vitro_diagnostics/ivd-raw-material-market-mnm.html

. +357 96 030922
Market Publishers info@marketpublishers.com

derived IVD raw materials
13.3 RECOMBINANT/SYNTHETIC SOURCES
13.3.1 E. COLI-EXPRESSED
13.3.1.1 Scalable production and strong suitability for non-glycosylated proteins to
support E. coli-based recombinant IVD materials
13.3.2 CHO-EXPRESSED
13.3.2.1 Mammalian expression for structurally complex biomarkers to improve assay
relevance and performance
13.3.3 CHEMICALLY SYNTHESIZED
13.3.3.1 Precisely defined composition and scalable manufacturing to expand the
role of synthetic materials in IVD
13.4 OTHER SOURCES

14 IVD RAW MATERIALS MARKET, BY END USER

14.1 INTRODUCTION
14.2 IVD MANUFACTURERS

14.2.1 EXPANDING ASSAY PORTFOLIOS AND TIGHTER CONTROL OF CRITICAL
COMPONENTS TO DRIVE RAW-MATERIAL CONSUMPTION
14.3 CONTRACT RESEARCH ORGANIZATIONS

14.3.1 INCREASING OUTSOURCING OF ASSAY DEVELOPMENT AND
VALIDATION TO ACCELERATE IVD COMMERCIALIZATION
14.4 ACADEMIC & RESEARCH INSTITUTES

14.4.1 GROWING TRANSLATIONAL RESEARCH AND ASSAY DEVELOPMENT TO
EXPAND CONSUMPTION OF SPECIALIZED IVD RAW MATERIALS
14.5 PHARMACEUTICAL & BIOTECHNOLOGY COMPANIES

14.5.1 INTEGRATION OF DIAGNOSTICS INTO DRUG DEVELOPMENT TO
INCREASE DEMAND FOR BIOMARKER AND ASSAY COMPONENTS
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