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Abstracts

The global Adventitious Agent Detection market size is predicted to grow from US$ 752

million in 2025 to US$ 1374 million in 2032; it is expected to grow at a CAGR of 9.0%

from 2026 to 2032.

Adventitious Agent Detection refers to regulated analytical testing services used to

identify unintended viral and other microbial contaminants that may be introduced into

biological materials or biomanufacturing processes. The market primarily covers testing

of cell substrates, master and working cell banks, end-of-production cells, virus seeds

and virus banks, biologically derived raw and ancillary materials, unprocessed bulk

harvests, manufacturing intermediates, and other biologic samples requiring

contamination-risk assessment. Commercial testing strategies typically combine broad-

spectrum cell-based in vitro assays with targeted nucleic acid methods such as PCR,

qPCR and dPCR, high-throughput or next-generation sequencing, and selected

orthogonal virological methods according to product characteristics and contamination

risks. Adventitious Agent Detection supports cell-bank and virus-seed qualification,

manufacturing process control, GMP quality management, lot release, regulatory

submissions and lifecycle viral-safety management. Principal downstream applications

include monoclonal antibodies and recombinant proteins, vaccines, cell and gene

therapies, viral vectors and other biologically manufactured therapeutic products.

Key Findings

North America and Europe remain the most concentrated regions for high-end regulated

Adventitious Agent Detection capacity

NGS and HTS represent the fastest-evolving technology direction while cell-based and
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targeted molecular assays remain important orthogonal methods

Cell banks unprocessed bulk biologics vaccines viral vectors and cell and gene

therapies form the principal commercial demand base

Market Trends

Adventitious Agent Detection is moving from a testing framework dominated by

conventional cell-based and animal-based assays toward a risk-based, orthogonal

model combining cell culture, targeted molecular methods and increasingly HTS/NGS.

FDA’s final ICH Q5A(R2) guidance emphasizes risk-based viral-safety strategies, while

the guideline recognizes NGS as a technology capable of broad, agnostic detection of

known and unknown adventitious agents; the corresponding EMA guideline has been

effective since June 2024. WHO’s 2025 guidance on replacement or removal of animal

tests for biological-product quality control further supports greater use of scientifically

justified non-animal approaches, including in adventitious agent testing. As a result,

customers increasingly value shorter turnaround times, broad detection capability,

validated bioinformatics workflows and regulatory-ready reporting rather than relying on

a single legacy assay. The long-term direction is not complete substitution of

conventional assays, but a more flexible testing architecture in which NGS, PCR-based

methods and established virological assays are selected according to material history,

manufacturing platform and product-specific risk.

Market Dynamics

Drivers

Growth in biologics manufacturing remains the fundamental demand driver for

Adventitious Agent Detection. Expansion of monoclonal antibodies, recombinant

proteins, vaccines, viral vectors and cell and gene therapies increases the number and

diversity of cell banks, virus seeds, biologically derived raw materials and manufacturing

intermediates requiring viral-safety evaluation. At the same time, regulatory

expectations are becoming more explicitly risk based under ICH Q5A(R2), reinforcing

demand for scientifically justified testing strategies rather than reducing testing intensity.

Greater outsourcing of specialized biosafety activities also supports third-party

laboratories because maintaining validated virology capabilities, containment

infrastructure, reference materials and specialized scientific personnel internally is

economically inefficient for many biotechnology companies.
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Restraints

The principal restraint is the high technical and quality-system barrier associated with

regulated testing. Adventitious Agent Detection often requires specialized facilities,

qualified cell systems, method validation, viral reference materials, experienced

virologists and extensive documentation, resulting in relatively high project costs and

limited qualified laboratory capacity. Advanced sequencing can shorten or broaden

testing in selected applications, but sample preparation, assay sensitivity, interference

from host nucleic acids and bioinformatics interpretation remain important technical

considerations. Differences in product modality, cell substrate and contamination risk

also limit the degree to which assays can be fully standardized across customers,

making scale economies less straightforward than in routine analytical testing.

Opportunities

The strongest opportunities are concentrated in GMP-qualified NGS/HTS, cell and gene

therapy testing, viral-vector characterization and integrated cell-bank testing programs.

NGS offers broad detection of known and unknown adventitious agents and is

becoming increasingly relevant where sample availability is limited, traditional testing

timelines are long or a more sequence-agnostic approach is desirable. FDA continues

to highlight NGS for Adventitious Agent Detection and has scheduled a dedicated

scientific workshop for September 2026 to discuss readiness, validation, data

interpretation and broader adoption of the methodology. Regional opportunities are also

emerging as Asian biologics developers increasingly seek locally accessible GMP

testing capacity that can support both domestic filings and international regulatory

submissions.

Challenges

The central challenge is converting technological capability into consistently accepted

regulatory evidence. NGS-based detection requires robust validation standards, well-

characterized reference materials, contamination-control procedures and reproducible

bioinformatics pipelines, while unexpected sequence findings may create additional

investigation and interpretation burdens. At the commercial level, providers must

balance investment in advanced sequencing and molecular platforms with continued

support for conventional assays that remain relevant under product-specific risk

assessments. Capacity utilization can also fluctuate because project volumes depend

on biologic development pipelines, manufacturing schedules and regulatory milestones,

making laboratory planning and specialized personnel management more complex than

in high-volume routine diagnostics.
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Value Chain Analysis

The Adventitious Agent Detection value chain begins with specialized laboratory inputs,

including validated cell substrates and indicator cell lines, viral reference standards,

molecular biology reagents, sequencing consumables, analytical instruments,

bioinformatics infrastructure and qualified laboratory personnel. These inputs are

integrated by CROs, biosafety testing organizations and testing-capable CDMOs into

sample receipt, risk assessment, method selection, assay execution, data analysis,

quality review and regulatory reporting. Value creation is concentrated less in physical

consumables than in validated methodology, containment capabilities, quality systems,

scientific expertise, historical assay performance and regulatory credibility. Laboratories

capable of combining conventional virology, molecular assays and NGS under a

common GMP framework can capture greater project value because customers can

consolidate testing programs and reduce qualification and technology-transfer

complexity.

Downstream customers include pharmaceutical and biotechnology companies, vaccine

developers, cell and gene therapy companies and biologics CDMOs. Purchasing

decisions are typically linked to cell-bank establishment, process development, clinical

manufacturing, commercial manufacturing, contamination investigations and regulatory

submissions. For complex or late-stage programs, customers place a premium on audit

readiness, method transferability, turnaround reliability and the ability to support multiple

regulatory jurisdictions. This gives established biosafety testing platforms structural

advantages, while specialist laboratories can compete through technical differentiation,

faster project execution and expertise in emerging modalities.

Segment Insights

By detection technology, conventional cell-based in vitro testing remains a foundational

component of regulated Adventitious Agent Detection, while targeted PCR, qPCR and

dPCR provide efficient detection of predefined viral risks. HTS/NGS is the most rapidly

evolving technology segment because of its ability to detect a broad spectrum of known

and unknown adventitious agents without requiring a completely predefined target list.

ICH Q5A(R2) explicitly recognizes this broad, agnostic detection capability. Traditional

in vivo testing represents a declining portion of the technology mix as regulators and

industry increasingly support scientifically justified non-animal alternatives, although

replacement is application dependent rather than universal.

By sample and application, cell substrates and master or working cell banks represent
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one of the most stable testing categories because their qualification affects the entire

downstream manufacturing lifecycle. Unprocessed bulk and harvest-stage testing also

remain important because these samples provide an opportunity to detect

contamination before downstream purification. From the therapeutic-modality

perspective, monoclonal antibodies and recombinant proteins provide a large recurring

base of demand, while cell and gene therapies, viral vectors and advanced vaccine

platforms offer stronger incremental opportunities due to increasingly diverse production

substrates, raw materials and viral-safety risk profiles.

Downstream Market Opportunities

The most attractive downstream opportunities are associated with biologic modalities

that combine rapid pipeline expansion with complex biological starting materials. Cell

and gene therapies and viral-vector programs require extensive characterization of cell

banks, vectors, raw materials and manufacturing intermediates, creating opportunities

for integrated testing packages rather than isolated assays. Vaccine developers and

established biologics manufacturers provide a more mature and recurring demand

base, particularly for cell-bank qualification, unprocessed bulk testing and

manufacturing-change support. As outsourcing becomes more common, laboratories

that can support programs from early development through commercial GMP release

are positioned to capture a larger share of each customer’s testing expenditure and

develop longer-duration relationships.

Regional Insights

North America and Europe represent the most developed Adventitious Agent Detection

markets, combining large biologics pipelines, mature regulatory systems and the

highest concentration of established global biosafety testing laboratories. European

supply is particularly diversified across global testing groups and specialist viral-safety

laboratories, while North America benefits from a deep biotechnology customer base

and strong adoption of advanced molecular and sequencing-based testing. The

regulatory convergence around ICH Q5A(R2) provides a more consistent framework for

multinational biologics programs across the United States and European markets.

Asia-Pacific is developing a broader local testing ecosystem as biologics manufacturing

and advanced therapies expand. China has developed the region’s most visible

combination of large integrated biologics platforms and specialized domestic testing

laboratories, while South Korea is characterized by stronger integration of testing into

CDMO and cell-therapy manufacturing platforms. India is gradually expanding
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commercial viral-testing capability, whereas Japan, Taiwan and Southeast Asia retain a

higher degree of reliance on international testing networks or cross-border laboratory

capacity for specialized projects. The resulting regional opportunity centers on local

GMP capacity capable of producing data suitable for both domestic and international

regulatory submissions.

Competitive Landscape Analysis

The competitive landscape of Adventitious Agent Detection has a layered structure

rather than a simple concentration around a small number of laboratories. The

confirmed core supplier pool includes 22 providers spanning global biosafety testing

platforms, specialist viral-safety CROs, regional laboratories and integrated CDMOs.

Large international providers compete primarily through broad assay portfolios, global

laboratory networks, regulatory track records and the ability to bundle Adventitious

Agent Detection with cell-bank characterization and other biosafety services. Specialist

laboratories differentiate through virology expertise, NGS capabilities, faster adoption of

new methodologies and flexibility in technically complex programs, while emerging

Asian providers compete through proximity, local regulatory support and expanding

GMP infrastructure. Strategic consolidation is strengthening advanced testing

capabilities: Charles River acquired PathoQuest in 2026 to add validated NGS solutions

to its biologics-testing platform, while Minaris Advanced Therapies was formed in 2025

by combining Minaris Regenerative Medicine with the former U.S. and U.K. advanced-

therapy operations of WuXi, positioning testing as a core part of the integrated

organization. Future competition is expected to shift further from basic assay availability

toward validated multi-technology platforms, regulatory usability of results, turnaround

performance and the ability to support biologics throughout development and

commercial manufacturing.

Report Scope

LPI (LP Information)' newest research report, the “Adventitious Agent Detection

Industry Forecast” looks at past sales and reviews total world Adventitious Agent

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

sector of projected Adventitious Agent Detection sales for 2026 through 2032. With

Adventitious Agent Detection sales broken down by region, market sector and sub-

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

Agent Detection industry.

This Insight Report provides a comprehensive analysis of the global Adventitious Agent
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Detection 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

Adventitious Agent Detection portfolios and capabilities, market entry strategies, market

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

in an accelerating global Adventitious Agent Detection market.

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

shaping the global outlook for Adventitious Agent Detection 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 Adventitious Agent Detection.

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

opportunities of Adventitious Agent Detection market by product type, application, key

players and key regions and countries.

Market Segmentation

Segmentation by Type:

Cell-based In Vitro Testing

Targeted Nucleic Acid Testing

In Vivo Adventitious Agent Testing

Others

Segmentation by Test Sample:

Cell Substrates and Cell Banks

Virus Seeds and Virus Banks

Raw and Ancillary Materials
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Others

Segmentation by Service Delivery Model:

Standalone Contract Testing

Integrated CRO Testing

Integrated CDMO Testing

Segmentation by Application:

Regulatory Release Testing

Development-support Testing

Others

This report also splits the market by region:

Americas

United States

Canada

Mexico

Brazil

APAC

China
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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

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

market penetration.
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Merck KGaA

Charles River Laboratories

Eurofins Scientific

SGS

WuXi Biologics

Sartorius

Asahi Kasei

Texcell

Clean Biologics

Samsung Biologics

Minaris Advanced Therapies

IDT Biologika

Curia Global

Wuhan Canvest Biotechnology

JOINN Laboratories

Avance Biosciences

BaseClear

Syngene International

Huzhou Shenke Biotechnology

ENCell
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Guangdong Huawei Testing

Umed Pharma Lab
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