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Abstracts

The global Residual Undifferentiated Cell Detection Kit market size is predicted to grow

from US$ 41.09 million in 2025 to US$ 122 million in 2032; it is expected to grow at a

CAGR of 16.5% from 2026 to 2032.

Residual undifferentiated cell detection kits are quality-control reagent systems used to

identify and quantify residual human pluripotent stem cells or undifferentiated iPSC/ESC

cells in differentiated cell products. They are typically based on qPCR/ddPCR, flow

cytometry, immunocytochemistry, live-cell lectin probes, or high-efficiency culture-

enrichment assays, and detect markers such as LIN28A, ESRG, LINC00678, TRA-1-60,

SSEA-4, OCT4, SOX2, NANOG, and rBC2LCN-binding glycans. They are mainly used

in process development, in-process control, release testing, and tumorigenicity risk

assessment for iPSC-derived cell therapy products, with high sensitivity, low

background, quantifiability, and assay validation by differentiated cell type; the blended

gross margin is about 65%.

Demand is mainly driven by the clinical progression and scale-up of iPSC-derived

cardiomyocyte, islet, neural, retinal, immune-cell, and other cell products. As cell

therapies move from research validation to batch manufacturing, residual

undifferentiated cells are becoming a critical safety attribute related to tumorigenicity

risk, batch release, and regulatory communication, making customers prefer validated,

transferable, SOP-ready kit-based solutions.

Product development is shifting from single-marker assays such as OCT4 or TRA-1-60

toward multi-marker panels, high-sensitivity ddPCR quantification, live-cell probes,

enrichment culture, and automated imaging or flow-cytometry workflows. Large

research-reagent suppliers mainly provide general marker panels, while specialist
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companies and CROs provide residual PSC quantification services; competition

will focus on marker suitability, limit of detection, matrix-interference control, and inter-

laboratory consistency.

Demand is concentrated in the United States, Europe, Japan, and China, where iPSC

therapy development is active. In the near term, adoption is affected by the number of

clinical programs, validation cost, and customers’ in-house testing capability, while long-

term opportunities come from stricter regulatory expectations, increased outsourcing of

release testing, and growing need for GMP-compatible reagents and customized

marker panels.

Report Scope

LP Information, Inc. (LPI) ' newest research report, the “Residual Undifferentiated Cell

Detection Kit Industry Forecast” looks at past sales and reviews total world Residual

Undifferentiated Cell Detection Kit sales in 2025, providing a comprehensive analysis by

region and market sector of projected Residual Undifferentiated Cell Detection Kit sales

for 2026 through 2032. With Residual Undifferentiated Cell Detection Kit sales broken

down by region, market sector and sub-sector, this report provides a detailed analysis in

US$ millions of the world Residual Undifferentiated Cell Detection Kit industry.

This Insight Report provides a comprehensive analysis of the global Residual

Undifferentiated Cell Detection Kit 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 Residual Undifferentiated Cell Detection Kit portfolios

and capabilities, market entry strategies, market positions, and geographic footprints, to

better understand these firms’ unique position in an accelerating global Residual

Undifferentiated Cell Detection Kit market.

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

shaping the global outlook for Residual Undifferentiated Cell Detection Kit 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 Residual

Undifferentiated Cell Detection Kit.

This report presents a comprehensive overview, market shares, and growth
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opportunities of Residual Undifferentiated Cell Detection Kit market by product type,

application, key manufacturers and key regions and countries.

Segmentation by Type:

Nucleic Acid Amplification Kits

Flow Cytometry Kits

Immunocytochemistry Kits

Live-Cell Probe Kits

Cell Enrichment and Culture Assay Kits

Segmentation by Marker Strategy:

Gene Expression Marker Kits

MicroRNA Marker Kits

Surface Antigen Marker Kits

Intracellular Protein Marker Kits

Lectin and Glycan Probe Kits

Colony Formation Readout Kits

Segmentation by Testing Stage:

Final Product Testing Kits

In-Process Testing Kits

Cell Bank Testing Kits
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Reprogramming Culture Testing Kits

Mixed Population Testing Kits

Segmentation by Validation Level:

Research Use Only Kits

Process Development QC Kits

GMP-Compatible QC Kits

Validated Assay Service Kits

Custom Marker Panel Kits

Segmentation by Application:

iPSC-Derived Cell Therapy Release Testing

In-Process Differentiation Monitoring

Stem Cell Culture Quality Control

Tumorigenicity Risk Assessment

Assay Development and Validation

Academic and Translational Research

This report also splits the market by region:

Americas
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United States

Canada

Mexico

Brazil

APAC

China

Japan

Korea

Southeast Asia

India

Australia

Europe

Germany

France

UK

Italy

Russia

Middle East & Africa

Egypt

South Africa
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Israel

Turkey

GCC Countries

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

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

market penetration.

Thermo Fisher Scientific

FUJIFILM Wako Pure Chemical

Sistemic

Bio-Techne

BD Biosciences

Miltenyi Biotec

Merck

Abcam

STEMCELL Technologies

Takara Bio

Key Questions Addressed in this Report

What is the 10-year outlook for the global Residual Undifferentiated Cell

Detection Kit market?
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What factors are driving Residual Undifferentiated Cell Detection Kit market

growth, globally and by region?

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

How do Residual Undifferentiated Cell Detection Kit market opportunities vary

by end market size?

How does Residual Undifferentiated Cell Detection Kit break out by Type, by

Application?
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