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Abstracts

The global AI Clinical Endpoint Assessment Software market size is expected to reach

$ 3608 million by 2032, rising at a market growth of 17.2% CAGR during the forecast

period (2026-2032).

AI clinical endpoint assessment software is specialized software for pharmaceutical,

medical device, and digital therapeutic studies that collects, standardizes, and analyzes

endpoint data from medical imaging, digital pathology, electronic clinical outcome

assessments, wearable sensors, voice or video, and cognitive tasks. It typically applies

machine learning, computer vision, signal processing, and natural language processing

to quality control, lesion or tissue quantification, scale scoring, digital biomarker

computation, central review, and endpoint adjudication, while maintaining audit trails,

blinding controls, and regulatory compliance to improve consistency, sensitivity, and

reproducibility. The blended gross margin is approximately 72%.

Market growth is driven by clinical trials' need for objective, reproducible, and higher-

frequency endpoints. In oncology imaging, neurodegenerative disease, metabolic liver

disease, and rare-disease studies, manual reads and rating scales can be affected by

inter-reader variability, infrequent visits, and inconsistent site procedures. AI-assisted

quantification, central review, and sensor-derived digital endpoints can reduce

measurement noise, identify treatment signals earlier, and improve consistency across

multicenter studies. Wider use of remote participation and decentralized trials is also

increasing demand for electronic clinical outcome assessment, wearable-device, and

multimodal endpoint platforms.

Competition is shifting from isolated algorithm performance toward complete evidence-

generation capability. Sponsors increasingly evaluate analytical and clinical validation,
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data integrity, blinding and audit trails, consistency across devices and sites,

and integration with EDC, data lakes, and statistical environments. The market is likely

to combine platform expansion with specialist differentiation: large vendors will use

integrated platforms to cover multiple endpoint types and global delivery, while

specialists build higher-sensitivity algorithms and regulatory evidence in neuroimaging,

digital pathology, speech, eye tracking, and physiological signals. Stronger regulatory

expectations for AI credibility and digital health technologies will raise entry barriers and

favor products that support human oversight, explainable outputs, and continuous

quality monitoring.

Report Scope

This report studies the global AI Clinical Endpoint Assessment Software demand, key

companies, and key regions.

This report is a detailed and comprehensive analysis of the world market for AI Clinical

Endpoint Assessment Software, and provides market size (US$ million) and Year-over-

Year (YoY) growth, considering 2025 as the base year. This report explores demand

trends and competition, as well as details the characteristics of AI Clinical Endpoint

Assessment Software that contribute to its increasing demand across many markets.

Highlights and key features of the study

Global AI Clinical Endpoint Assessment Software total market, 2021-2032, (USD

Million)

Global AI Clinical Endpoint Assessment Software total market by region & country,

CAGR, 2021-2032, (USD Million)

U.S. VS China: AI Clinical Endpoint Assessment Software total market, key domestic

companies, and share, (USD Million)

Global AI Clinical Endpoint Assessment Software revenue by player, revenue and

market share 2021-2026, (USD Million)

Global AI Clinical Endpoint Assessment Software total market by Type, CAGR,

2021-2032, (USD Million)

Global AI Clinical Endpoint Assessment Software total market by Application, CAGR,

2021-2032, (USD Million)

This report profiles major players in the global AI Clinical Endpoint Assessment

Software market based on the following parameters - company overview, revenue,

gross margin, product portfolio, geographical presence, and key developments. Key
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companies covered as a part of this study include Clario, Medidata, Signant Health,

IQVIA, ICON, Perceptive, Clinical Ink, Koneksa, AiCure, Medable, etc.

This report also provides key insights about market drivers, restraints, opportunities,

new product launches or approvals.

Stakeholders would have ease in decision-making through various strategy matrices

used in analyzing the world AI Clinical Endpoint Assessment Software market

Detailed Segmentation:

Each section contains quantitative market data including market by value (US$

Millions), by player, by regions, by Type, and by Application. Data is given for the years

2021-2032 by year with 2025 as the base year, 2026 as the estimate year, and

2027-2032 as the forecast year.

Global AI Clinical Endpoint Assessment Software Market, By Region:

United States

China

Europe

Japan

South Korea

ASEAN

India

Rest of World

Global AI Clinical Endpoint Assessment Software Market, Segmentation by Type:

Medical Imaging Endpoints
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Digital Pathology Endpoints

Electronic Clinical Outcome Assessment

Wearable and Physiological Endpoints

Voice, Video and Cognitive Endpoints

Multimodal Endpoints

Global AI Clinical Endpoint Assessment Software Market, Segmentation by Automation

Level:

AI Quality Control Only

AI Suggestion with Human Finalization

AI Scoring with Exception Review

Fully Automated AI Scoring

Global AI Clinical Endpoint Assessment Software Market, Segmentation by Workflow

Scope:

Data Acquisition Software

Analysis and Scoring Software

Review and Adjudication Software

Integrated Endpoint Platform

Global AI Clinical Endpoint Assessment Software Market, Segmentation by Deployment

Model:

Public Cloud SaaS
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Private Cloud or VPC

On-Premises Deployment

Hybrid Deployment

Global AI Clinical Endpoint Assessment Software Market, Segmentation by Application:

Oncology

Neurology and Psychiatry

Cardiovascular and Metabolic Diseases

Respiratory Diseases

Musculoskeletal and Immunology

Other Therapeutic Areas

Companies Profiled:

Clario

Medidata

Signant Health

IQVIA

ICON

Perceptive

Clinical Ink
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Koneksa

AiCure

Medable

PathAI

Proscia

Paige

IXICO

Median Technologies

VIDA Diagnostics

Image Analysis Group

QMENTA

Cambridge Cognition

Cogstate

Empatica

Cumulus Neuroscience

Rune Labs

VivoSense

NeuraLight

Aural Analytics

Linus Health
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Quibim

Perspectum

Brainomix

Taimei Technology

UnionClin

XincereMed

Key Questions Answered

1. How big is the global AI Clinical Endpoint Assessment Software market?

2. What is the demand of the global AI Clinical Endpoint Assessment Software market?

3. What is the year over year growth of the global AI Clinical Endpoint Assessment

Software market?

4. What is the total value of the global AI Clinical Endpoint Assessment Software

market?

5. Who are the Major Players in the global AI Clinical Endpoint Assessment Software

market?

6. What are the growth factors driving the market demand?
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by Automation Level (2021-2032)
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