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The global FIT Stool Sampling Devices market size is predicted to grow from US$ 88.92
million in 2025 to US$ 129 million in 2032; it is expected to grow at a CAGR of 5.6%
from 2026 to 2032.

Quantitative FIT Stool Sampling Devices are single-use in vitro diagnostic consumables
designed for standardized collection, quantitative transfer, extraction, stabilization and
delivery of fecal specimens for quantitative fecal immunochemical testing. Commercial
products typically integrate a sampling probe with calibrated grooves, cavities or other
metering structures, a sealed collection tube or bottle, and a predefined volume of
hemoglobin extraction and stabilization buffer. Depending on system architecture, the
collected specimen may be loaded directly onto a dedicated automated FIT analyzer,
processed through an open clinical chemistry platform, or used with a compact point-of-
care reader. Mainstream products generally collect fecal samples at the milligram level,
with commercial designs ranging from approximately 2 mg to around 20 mg and many
established systems concentrated near 10 mg. The research scope focuses on
guantitative FIT sampling devices used in organized colorectal cancer screening,
opportunistic preventive screening and symptomatic-patient triage, covering laboratory
analyzer sampling devices, point-of-care reader sampling devices and other
commercially established quantitative formats.

Key Findings

Global sales volume was approximately 202 million units in 2025 and is estimated at
approximately 212 million units in 2026

Manufacturer-level average selling prices are centered around approximately US$0.45
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per unit

Organized population colorectal cancer screening remains the core demand base for
Quantitative FIT Stool Sampling Devices

High-throughput dedicated FIT systems and standardized disposable sampling
consumables remain closely integrated

Market Trends

The Quantitative FIT Stool Sampling Devices market is moving toward more
standardized sampling, closed handling and automated laboratory compatibility. Mature
systems increasingly combine calibrated fecal collection with prefilled extraction buffer,
leak-resistant closure, direct tube piercing, barcode identification and analyzer-ready
dimensions, reducing manual opening, transfer and specimen preparation. A second
trend is the coexistence of closed-platform and open-platform architectures: major
dedicated FIT ecosystems continue to rely on proprietary sampling bottles that help
maintain analytical consistency and recurring consumable demand, while products
designed for multiple clinical chemistry analyzers broaden laboratory flexibility. Point-of-
care quantitative FIT systems are also extending standardized sampling beyond large
screening laboratories into primary care and smaller diagnostic settings. In parallel,
home collection and postal-return workflows are strengthening the importance of
sample stability, simplified patient handling and robust transport performance. Multi-
analyte sampling designs capable of supporting fecal hemoglobin together with analytes
such as transferrin or calprotectin are emerging as an additional product-development
direction, although quantitative FIT remains the principal commercial use.

Market Dynamics

Drivers

Growth is primarily supported by the continuing institutionalization and expansion of FIT-
based colorectal cancer screening. Large population screening programs create
recurring demand because sampling devices are single-use consumables and each
completed screening cycle requires new specimen collection. Eligibility expansion is
adding incremental demand in several markets: Taiwan's Health Promotion
Administration expanded free biennial FIT screening to people aged 45-74 from 2025,
while Australia's National Bowel Cancer Screening Program allows eligible people aged
45-49 to request a screening kit in addition to the established 50-74 target population.
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Quantitative FIT is also increasingly used in symptomatic-patient triage, particularly in
primary-care pathways where fecal hemoglobin concentrations help prioritize patients
for further gastrointestinal investigation. Automation in central laboratories further
supports standardized collection devices because precise sample mass, buffer ratio and
analyzer compatibility directly affect reproducibility and workflow efficiency.

Restraints

The market faces strong price sensitivity because the sampling device is a relatively low-
value disposable component purchased in large volumes by screening programs,
laboratories and healthcare systems. High-volume tenders and long-term platform
contracts can limit supplier pricing power, while plastic molding, buffer filling, assembly,
sterilization or controlled manufacturing, packaging and regulatory compliance still
create fixed manufacturing costs. Closed analyzer ecosystems can also restrict
addressable demand for independent suppliers because sampling bottles are frequently
validated together with specific reagents and analyzers. In addition, national FIT
protocols differ in screening interval, number of samples collected per participant and
testing workflow, limiting complete standardization across regions. The continued use of
qualitative FOB or FIT products in lower-resource markets also constrains migration
toward dedicated quantitative sampling devices.

Opportunities

The most attractive opportunities lie in expansion of organized screening programs,
wider adoption of quantitative FIT in primary-care triage and replacement of manual
specimen preparation with standardized collection systems. Markets that are lowering
screening ages or increasing participation can generate substantial incremental
consumable demand without requiring a fundamental change in the underlying
technology. Open-platform sampling systems have additional potential in laboratories
seeking to run quantitative FIT on existing clinical chemistry infrastructure rather than
purchase dedicated analyzers, while compact reader systems can extend quantitative
testing into clinics and decentralized laboratories. Product opportunities also exist in
easier home sampling, improved hemoglobin stability during postal transport, direct-
piercing tubes, barcode-enabled traceability and multifunctional stool collection devices
that can support multiple gastrointestinal biomarkers from a standardized collection
workflow.

Challenges
Long-term competition is shaped by analytical-system lock-in, regulatory validation and
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manufacturing consistency rather than by plastic component cost alone. A new supplier
must demonstrate that collected stool mass, buffer ratio, hemoglobin stability and tube
geometry remain sufficiently controlled to support reproducible quantitative results.
Switching costs can therefore be meaningful once laboratories or national screening
programs have standardized on a particular analyzer and collection device. Another
challenge is balancing platform specificity with scale: proprietary systems can secure
recurring consumable demand but limit the addressable customer base, whereas open
systems can access more analyzers but require broader application validation. Large-
volume public screening contracts also place continuous pressure on quality, delivery
reliability, traceability and unit cost, favoring manufacturers with stable production
systems and established regulatory capabilities.

Industry Chain Analysis

The upstream chain of Quantitative FIT Stool Sampling Devices mainly consists of
medical-grade polymer materials, molded sampling probes and caps, collection tubes or
bottles, extraction and stabilization buffer ingredients, labels, barcodes and secondary
packaging. Although the raw material value per unit is relatively low, technical
requirements are concentrated in precision molding and metering structures, buffer
formulation, liquid-filling accuracy, leak resistance, sample stability and compatibility
with downstream analytical equipment. The midstream manufacturing process
integrates device engineering, injection molding or component sourcing, buffer
preparation and filling, assembly, sealing, quality control, packaging, regulatory
registration and, for closed systems, co-validation with FIT reagents and analyzers.

Downstream demand is generated by colorectal cancer screening programs, hospital
and independent laboratories, primary-care networks, health examination providers and
diagnostic distributors. Value creation is therefore driven less by the commodity plastic
content than by reproducible fecal sampling, sample preservation, validated analytical
performance and seamless integration into automated workflows. Manufacturers linked
to established FIT analyzer ecosystems can capture recurring consumable demand
through instrument-reagent-sampling-device integration, while independent open-
platform suppliers compete through analyzer compatibility, laboratory flexibility and cost
efficiency. Large population screening programs further emphasize high-volume
manufacturing, supply continuity and logistics performance.

Segment Insights

Laboratory Analyzer Sampling Devices remain the principal commercial product form
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because organized colorectal cancer screening commonly relies on centralized, high-
throughput quantitative FIT laboratories. Dedicated-system products are particularly
important in this segment, with calibrated sampling bottles tightly matched to reagents,
analyzers and automated piercing or aspiration mechanisms. Open-platform products
represent a differentiated segment for laboratories seeking to use existing clinical
chemistry analyzers. Point-of-Care Reader Sampling Devices form a smaller but
strategically relevant segment, supporting quantitative FIT in primary-care clinics,
decentralized laboratories and lower-throughput settings where large automated FIT
platforms are not economically justified.

By analyte scope, hemoglobin-focused sampling devices remain the core of the market,
while multi-analyte stool sampling devices are gaining product-development relevance
where the same standardized specimen can support fecal hemoglobin together with
transferrin, calprotectin or other gastrointestinal biomarkers. By sampling mass,
commercial products show clear technical variation from low-mass designs near 2 mg to
higher-mass designs approaching 20 mg, although approximately 10 mg remains
common among several established quantitative FIT systems. These differences reflect
analyzer calibration, buffer volume and assay design rather than a single universal
industry specification.

Downstream Market Opportunities

Organized population colorectal cancer screening remains the most important
downstream opportunity because it generates recurring, protocol-driven consumption of
disposable sampling devices at very large scale. Home collection and mail-return
programs further increase the value of easy-to-use, sealed and transport-stable
designs. Opportunistic preventive screening through health examinations provides an
additional demand pool, particularly in markets where colorectal cancer screening is
integrated into employer health programs or routine medical checkups. Symptomatic-
patient triage is another expanding application: quantitative FIT can be used in primary
care to stratify patients with bowel habit changes, unexplained anemia, abdominal
symptoms or other lower gastrointestinal concerns before referral for colonoscopy. This
pathway creates demand outside scheduled population screening and favors products
that provide standardized quantitative sampling with fast laboratory or point-of-care
turnaround.

Regional Insights

Japan and Europe represent highly mature demand bases for Quantitative FIT Stool
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Sampling Devices, supported by long-established fecal occult blood screening
practices, automated laboratory systems and high-volume public screening programs.
Japan has a distinctive consumption pattern because two-sample FIT protocols are
widely used, increasing the number of sampling devices required per screening
participant. Europe combines large organized national or regional programs with strong
domestic manufacturing capabilities in Japan-linked, Italian, German, Finnish, Austrian,
Spanish and French FIT technologies. The United Kingdom's screening program alone
returned more than five million FIT kits for analysis in 202425, illustrating the scale
achievable in a mature organized program.

Asia-Pacific continues to provide important incremental demand. Taiwan expanded free
biennial FIT eligibility to ages 45-74 in 2025, while Australia has extended access to
people aged 45-49 in addition to the established 50-74 program. China has a sizable
addressable screening population and an expanding domestic IVD manufacturing base,
although screening coverage and quantitative FIT penetration remain less uniform than
in mature national programs. South Korea combines an established diagnostic
manufacturing cluster with growing quantitative point-of-care capabilities. The United
States remains an important FIT market, but its screening pathway is more
heterogeneous, with FIT competing alongside colonoscopy and other colorectal cancer
screening modalities. India and Southeast Asia offer longer-term penetration potential
as quantitative testing and organized screening infrastructure develop.

Competitive Landscape Analysis

Competition is structured around high-throughput closed FIT ecosystems, open clinical
chemistry solutions and quantitative point-of-care platforms. EIKEN CHEMICAL CO.,
LTD., SENTINEL CH. SpA, Canon Medical Diagnostics Corporation and Alfresa
Pharma Corporation form the established core of high-throughput quantitative FIT
sampling systems, with collection devices integrated closely with analyzer and reagent
workflows. Additional large and medium-scale manufacturers broaden the competitive
landscape through point-of-care systems, open-platform compatibility and regional
manufacturing, including SD BIOSENSOR, INC., Guangzhou Wondfo Biotech Co., Ltd.,
Aidian Oy, Boditech Med Inc., GODO SHUSEI CO., LTD., Immundiagnostik AG, R-
Biopharm AG, EUROLyser Diagnostica GmbH, Certest Biotec S.L. and nal von minden
GmbH. VEDALAB, Epitope Diagnostics, Inc., Guangzhou Forreal Biotechnology Co.,
Ltd. and Dalian Zhongfu Bioengineering Co., Ltd. represent smaller specialized
manufacturers with focused FIT or stool-sampling offerings. Competitive differentiation
is based on quantitative sampling accuracy, hemoglobin stability, analyzer compatibility,
automation, regulatory validation, manufacturing consistency and the ability to supply
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high-volume screening programs. Distributor visibility can differ from manufacturing
ownership in several regional markets, making the underlying product manufacturer
more relevant than the local commercial brand when assessing competitive structure.

Report Scope

LP Information, Inc. (LPI) ' newest research report, the “FIT Stool Sampling Devices
Industry Forecast” looks at past sales and reviews total world FIT Stool Sampling
Devices sales in 2025, providing a comprehensive analysis by region and market sector
of projected FIT Stool Sampling Devices sales for 2026 through 2032. With FIT Stool
Sampling Devices sales broken down by region, market sector and sub-sector, this
report provides a detailed analysis in US$ millions of the world FIT Stool Sampling
Devices industry.

This Insight Report provides a comprehensive analysis of the global FIT Stool Sampling
Devices landscape and highlights key trends related to product segmentation, company
formation, revenue, and market share, latest development, and M&A activity. This report
also analyzes the strategies of leading global companies with a focus on FIT Stool
Sampling Devices portfolios and capabilities, market entry strategies, market positions,
and geographic footprints, to better understand these firms’ unique position in an
accelerating global FIT Stool Sampling Devices market.

This Insight Report evaluates the key market trends, drivers, and affecting factors
shaping the global outlook for FIT Stool Sampling Devices 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 FIT Stool Sampling Devices.

This report presents a comprehensive overview, market shares, and growth
opportunities of FIT Stool Sampling Devices market by product type, application, key
manufacturers and key regions and countries.

Market Segmentation

Segmentation by Type:

Laboratory Analyzer Sampling Devices
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Point-of-Care Reader Sampling Devices

Other

Segmentation by Analyte Scope:
Hemoglobin-Focused FIT Sampling Devices
Multi-Analyte Stool Sampling Devices

Other

Segmentation by Application:
Organized Population Colorectal Cancer Screening
Opportunistic Preventive Screening
Symptomatic Patient Triage

Other

This report also splits the market by region:
Americas
United States
Canada
Mexico
Brazil
APAC
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China

Japan

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
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from primary experts and analysing the company's coverage, product portfolio, its
market penetration.

EIKEN CHEMICAL CO., LTD.

SENTINEL CH. SpA

Canon Medical Diagnostics Corporation

Alfresa Pharma Corporation

SD BIOSENSOR, INC.

Guangzhou Wondfo Biotech Co., Ltd.

Aidian Oy

Boditech Med Inc.

GODO SHUSEI CO., LTD.

Immundiagnostik AG

R-Biopharm AG

EUROLyser Diagnostica GmbH

Certest Biotec S.L.

nal von minden GmbH

VEDALAB

Epitope Diagnostics, Inc.

Guangzhou Forreal Biotechnology Co., Ltd.

Dalian Zhongfu Bioengineering Co., Ltd.
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Key Questions Addressed in this Report

What is the 10-year outlook for the global FIT Stool Sampling Devices market?

What factors are driving FIT Stool Sampling Devices market growth, globally
and by region?

Which technologies are poised for the fastest growth by market and region?

How do FIT Stool Sampling Devices market opportunities vary by end market
size?

How does FIT Stool Sampling Devices break out by Type, by Application?
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