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According to our (Global Info Research) latest study, the global Al Clinical Trial Design
Software market size was valued at US$ 500 million in 2025 and is forecast to a
readjusted size of US$ 1638 million by 2032 with a CAGR of 18.4% during review
period.

Al clinical trial design software embeds machine learning, generative Al, statistical
modeling, real-world data, and trial simulation into study design workflows. It is used to
generate or optimize protocols, eligibility criteria, endpoints, sample sizes, dosing, study
arms, site and enrollment assumptions, and to assess probability of success, patient
burden, and amendment risk. Products are typically delivered as SaaS platforms,
enterprise software, or software bundled with expert services for pharmaceutical
companies, biotechnology firms, contract research organizations, medical device
companies, and research institutions; the blended gross margin is approximately 78%.

Rising protocol complexity, enrollment delays, amendments, and the high cost of failed
studies are pushing sponsors to adopt data-driven design tools before study launch. Al
software is expanding beyond sample-size calculation and point feasibility checks into
protocol generation, eligibility optimization, endpoint selection, virtual population
simulation, probability-of-success forecasting, and patient-burden assessment, making
it an increasingly important foundation for clinical development decisions and portfolio
prioritization.

Competition includes traditional statistical software vendors, clinical data platform
providers, and Al-native companies. Procurement is shifting toward validated models,
traceable outputs, broad real-world data coverage, regulatory-standard compatibility,
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enterprise integration, and human-in-the-loop review. Product development is
moving toward structured digital protocols, generative authoring, Bayesian and adaptive
simulation, digital twins, and continuous forecasting from design through execution,
while high-risk decisions still require review by biostatistics, medical, and regulatory
experts.

Large pharmaceutical companies in North America and Europe remain the core
customer base, while innovative biotechnology firms, contract research organizations,
and clinical development teams in Asia-Pacific are adopting more rapidly. On-premises
and private-cloud demand is driven by data security and intellectual-property
constraints, whereas SaaS supports faster adoption by smaller customers. The
strongest opportunities are in software that reduces rework, improves operational
feasibility, and produces regulator-ready, explainable evidence; key risks include biased
training data, weak cross-indication generalization, unclear accountability, and
substitution by internally developed models.

This report is a detailed and comprehensive analysis for global Al Clinical Trial Design
Software market. Both quantitative and qualitative analyses are presented by company,
by region & country, by Type and by Application. As the market is constantly changing,
this report explores the competition, supply and demand trends, as well as key factors
that contribute to its changing demands across many markets. Company profiles and
product examples of selected competitors, along with market share estimates of some
of the selected leaders for the year 2025, are provided.

Key Features:

Global Al Clinical Trial Design Software market size and forecasts, in consumption
value ($ Million), 2021-2032

Global Al Clinical Trial Design Software market size and forecasts by region and
country, in consumption value ($ Million), 2021-2032

Global Al Clinical Trial Design Software market size and forecasts, by Type and by
Application, in consumption value ($ Million), 2021-2032

Global Al Clinical Trial Design Software market shares of main players, in revenue ($
Million), 2021-2026

The Primary Objectives in This Report Are:
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To determine the size of the total market opportunity of global and key countries

To assess the growth potential for Al Clinical Trial Design Software

To forecast future growth in each product and end-use market

To assess competitive factors affecting the marketplace
This report profiles key players in the global Al Clinical Trial Design Software market
based on the following parameters - company overview, revenue, gross margin, product
portfolio, geographical presence, and key developments. Key companies covered as a
part of this study include Medidata, IQVIA, Certara, Cytel, TriNetX, Saama, Simulations

Plus, Statsols, ConcertAl, Phesi, etc.

This report also provides key insights about market drivers, restraints, opportunities,
new product launches or approvals.

Market segmentation
Al Clinical Trial Design Software market is split by Type and by Application. For the
period 2021-2032, the growth among segments provides accurate calculations and
forecasts for Consumption Value by Type and by Application. This analysis can help
you expand your business by targeting qualified niche markets.
Market segment by Type

End-to-End Trial Design Platforms

Protocol Authoring and Optimization Software

Trial Simulation and Outcome Prediction Software

Adaptive and Bayesian Design Software

Feasibility and Enroliment Design Software

Synthetic Control and Digital Twin Software
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Market segment by Deployment Model

Cloud-Based Software

On-Premises Software

Hybrid Deployment Software

Market segment by Delivery Model

Standalone Software

Enterprise Platform Suite

Software with Expert Services

Market segment by Trial Stage Coverage

Early-Phase Trial Software

Late-Phase Trial Software

Post-Market Study Software

Multi-Phase Trial Software

Market segment by Application

Pharmaceutical and Biotechnology Companies

Contract Research Organizations

Medical Device and Diagnostics Companies

Academic and Medical Research Institutions
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Government and Nonprofit Research Organizations

Other Clinical Research Organizations

Market segment by players, this report covers
Medidata
IQVIA
Certara
Cytel
TriNetX
Saama
Simulations Plus
Statsols
ConcertAl
Phesi
Faro Health
QuantHealth
Unlearn
MMS
Berry Consultants

ZS
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Clinion
Nurocor
Lindus Health
TrialKey

Protocol Builder

Market segment by regions, regional analysis covers
North America (United States, Canada and Mexico)
Europe (Germany, France, UK, Russia, Italy and Rest of Europe)

Asia-Pacific (China, Japan, South Korea, India, Southeast Asia and Rest of Asia-
Pacific)

South America (Brazil, Rest of South America)
Middle East & Africa (Turkey, Saudi Arabia, UAE, Rest of Middle East & Africa)
The content of the study subjects, includes a total of 13 chapters:

Chapter 1, to describe Al Clinical Trial Design Software product scope, market
overview, market estimation caveats and base year.

Chapter 2, to profile the top players of Al Clinical Trial Design Software, with revenue,
gross margin, and global market share of Al Clinical Trial Design Software from 2021 to

2026.

Chapter 3, the Al Clinical Trial Design Software competitive situation, revenue, and
global market share of top players are analyzed emphatically by landscape contrast.

Chapter 4 and 5, to segment the market size by Type and by Application, with
consumption value and growth rate by Type, by Application, from 2021 to 2032.
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Chapter 6, 7, 8, 9, and 10, to break the market size data at the country level, with
revenue and market share for key countries in the world, from 2021 to 2026.and Al
Clinical Trial Design Software market forecast, by regions, by Type and by Application,
with consumption value, from 2027 to 2032.

Chapter 11, market dynamics, drivers, restraints, trends, Porters Five Forces analysis.

Chapter 12, the key raw materials and key suppliers, and industry chain of Al Clinical
Trial Design Software.

Chapter 13, to describe Al Clinical Trial Design Software research findings and
conclusion.
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1 MARKET OVERVIEW

1.1 Product Overview and Scope
1.2 Market Estimation Caveats and Base Year
1.3 Classification of Al Clinical Trial Design Software by Type

1.3.1 Overview: Global Al Clinical Trial Design Software Market Size by Type: 2021
Versus 2025 Versus 2032

1.3.2 Global Al Clinical Trial Design Software Consumption Value Market Share by
Type in 2025

1.3.3 End-to-End Trial Design Platforms

1.3.4 Protocol Authoring and Optimization Software

1.3.5 Trial Simulation and Outcome Prediction Software

1.3.6 Adaptive and Bayesian Design Software

1.3.7 Feasibility and Enroliment Design Software

1.3.8 Synthetic Control and Digital Twin Software
1.4 Classification of Al Clinical Trial Design Software by Deployment Model

1.4.1 Overview: Global Al Clinical Trial Design Software Market Size by Deployment
Model: 2021 Versus 2025 Versus 2032

1.4.2 Global Al Clinical Trial Design Software Consumption Value Market Share by
Deployment Model in 2025

1.4.3 Cloud-Based Software

1.4.4 On-Premises Software

1.4.5 Hybrid Deployment Software
1.5 Classification of Al Clinical Trial Design Software by Delivery Model

1.5.1 Overview: Global Al Clinical Trial Design Software Market Size by Delivery
Model: 2021 Versus 2025 Versus 2032

1.5.2 Global Al Clinical Trial Design Software Consumption Value Market Share by
Delivery Model in 2025

1.5.3 Standalone Software

1.5.4 Enterprise Platform Suite

1.5.5 Software with Expert Services
1.6 Classification of Al Clinical Trial Design Software by Trial Stage Coverage

1.6.1 Overview: Global Al Clinical Trial Design Software Market Size by Trial Stage
Coverage: 2021 Versus 2025 Versus 2032

1.6.2 Global Al Clinical Trial Design Software Consumption Value Market Share by
Trial Stage Coverage in 2025

1.6.3 Early-Phase Trial Software
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1.6.4 Late-Phase Trial Software

1.6.5 Post-Market Study Software

1.6.6 Multi-Phase Trial Software
1.7 Global Al Clinical Trial Design Software Market by Application

1.7.1 Overview: Global Al Clinical Trial Design Software Market Size by Application:
2021 Versus 2025 Versus 2032

1.7.2 Pharmaceutical and Biotechnology Companies

1.7.3 Contract Research Organizations

1.7.4 Medical Device and Diagnostics Companies

1.7.5 Academic and Medical Research Institutions

1.7.6 Government and Nonprofit Research Organizations

1.7.7 Other Clinical Research Organizations
1.8 Global Al Clinical Trial Design Software Market Size & Forecast
1.9 Global Al Clinical Trial Design Software Market Size and Forecast by Region

1.9.1 Global Al Clinical Trial Design Software Market Size by Region: 2021 VS 2025
VS 2032

1.9.2 Global Al Clinical Trial Design Software Market Size by Region, (2021-2032)

1.9.3 North America Al Clinical Trial Design Software Market Size and Prospect
(2021-2032)

1.9.4 Europe Al Clinical Trial Design Software Market Size and Prospect (2021-2032)

1.9.5 Asia-Pacific Al Clinical Trial Design Software Market Size and Prospect
(2021-2032)

1.9.6 South America Al Clinical Trial Design Software Market Size and Prospect
(2021-2032)

1.9.7 Middle East & Africa Al Clinical Trial Design Software Market Size and Prospect
(2021-2032)

2 COMPANY PROFILES

2.1 Medidata

2.1.1 Medidata Details

2.1.2 Medidata Major Business

2.1.3 Medidata Al Clinical Trial Design Software Product and Solutions

2.1.4 Medidata Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.1.5 Medidata Recent Developments and Future Plans
2.2 IQVIA

2.2.1 IQVIA Details

2.2.2 IQVIA Major Business
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2.2.3 IQVIA Al Clinical Trial Design Software Product and Solutions

2.2.4 IQVIA Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.2.5 IQVIA Recent Developments and Future Plans
2.3 Certara

2.3.1 Certara Details

2.3.2 Certara Major Business

2.3.3 Certara Al Clinical Trial Design Software Product and Solutions

2.3.4 Certara Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.3.5 Certara Recent Developments and Future Plans
2.4 Cytel

2.4.1 Cytel Details

2.4.2 Cytel Major Business

2.4.3 Cytel Al Clinical Trial Design Software Product and Solutions

2.4.4 Cytel Al Clinical Trial Design Software Revenue, Gross Margin and Market Share
(2021-2026)

2.4.5 Cytel Recent Developments and Future Plans
2.5 TriNetX

2.5.1 TriNetX Details

2.5.2 TriNetX Major Business

2.5.3 TriNetX Al Clinical Trial Design Software Product and Solutions

2.5.4 TriNetX Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.5.5 TriNetX Recent Developments and Future Plans
2.6 Saama

2.6.1 Saama Details

2.6.2 Saama Major Business

2.6.3 Saama Al Clinical Trial Design Software Product and Solutions

2.6.4 Saama Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.6.5 Saama Recent Developments and Future Plans
2.7 Simulations Plus

2.7.1 Simulations Plus Details

2.7.2 Simulations Plus Major Business

2.7.3 Simulations Plus Al Clinical Trial Design Software Product and Solutions

2.7.4 Simulations Plus Al Clinical Trial Design Software Revenue, Gross Margin and
Market Share (2021-2026)

2.7.5 Simulations Plus Recent Developments and Future Plans
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2.8 Statsols

2.8.1 Statsols Details

2.8.2 Statsols Major Business

2.8.3 Statsols Al Clinical Trial Design Software Product and Solutions

2.8.4 Statsols Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.8.5 Statsols Recent Developments and Future Plans
2.9 ConcertAl

2.9.1 ConcertAl Details

2.9.2 ConcertAl Major Business

2.9.3 ConcertAl Al Clinical Trial Design Software Product and Solutions

2.9.4 ConcertAl Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.9.5 ConcertAl Recent Developments and Future Plans
2.10 Phesi

2.10.1 Phesi Details

2.10.2 Phesi Major Business

2.10.3 Phesi Al Clinical Trial Design Software Product and Solutions

2.10.4 Phesi Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.10.5 Phesi Recent Developments and Future Plans
2.11 Faro Health

2.11.1 Faro Health Details

2.11.2 Faro Health Major Business

2.11.3 Faro Health Al Clinical Trial Design Software Product and Solutions

2.11.4 Faro Health Al Clinical Trial Design Software Revenue, Gross Margin and
Market Share (2021-2026)

2.11.5 Faro Health Recent Developments and Future Plans
2.12 QuantHealth

2.12.1 QuantHealth Details

2.12.2 QuantHealth Major Business

2.12.3 QuantHealth Al Clinical Trial Design Software Product and Solutions

2.12.4 QuantHealth Al Clinical Trial Design Software Revenue, Gross Margin and
Market Share (2021-2026)

2.12.5 QuantHealth Recent Developments and Future Plans
2.13 Unlearn

2.13.1 Unlearn Details

2.13.2 Unlearn Major Business

2.13.3 Unlearn Al Clinical Trial Design Software Product and Solutions
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2.13.4 Unlearn Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.13.5 Unlearn Recent Developments and Future Plans
2.14 MMS

2.14.1 MMS Detalls

2.14.2 MMS Major Business

2.14.3 MMS Al Clinical Trial Design Software Product and Solutions

2.14.4 MMS Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.14.5 MMS Recent Developments and Future Plans
2.15 Berry Consultants

2.15.1 Berry Consultants Details

2.15.2 Berry Consultants Major Business

2.15.3 Berry Consultants Al Clinical Trial Design Software Product and Solutions

2.15.4 Berry Consultants Al Clinical Trial Design Software Revenue, Gross Margin and
Market Share (2021-2026)

2.15.5 Berry Consultants Recent Developments and Future Plans
2.16 ZS

2.16.1 ZS Details

2.16.2 ZS Major Business

2.16.3 ZS Al Clinical Trial Design Software Product and Solutions

2.16.4 ZS Al Clinical Trial Design Software Revenue, Gross Margin and Market Share
(2021-2026)

2.16.5 ZS Recent Developments and Future Plans
2.17 Clinion

2.17.1 Clinion Details

2.17.2 Clinion Major Business

2.17.3 Clinion Al Clinical Trial Design Software Product and Solutions

2.17.4 Clinion Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.17.5 Clinion Recent Developments and Future Plans
2.18 Nurocor

2.18.1 Nurocor Details

2.18.2 Nurocor Major Business

2.18.3 Nurocor Al Clinical Trial Design Software Product and Solutions

2.18.4 Nurocor Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.18.5 Nurocor Recent Developments and Future Plans
2.19 Lindus Health
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2.19.1 Lindus Health Details

2.19.2 Lindus Health Major Business

2.19.3 Lindus Health Al Clinical Trial Design Software Product and Solutions

2.19.4 Lindus Health Al Clinical Trial Design Software Revenue, Gross Margin and
Market Share (2021-2026)

2.19.5 Lindus Health Recent Developments and Future Plans
2.20 TrialKey

2.20.1 TrialKey Details

2.20.2 TrialKey Major Business

2.20.3 TrialKey Al Clinical Trial Design Software Product and Solutions

2.20.4 TrialKey Al Clinical Trial Design Software Revenue, Gross Margin and Market
Share (2021-2026)

2.20.5 TrialKey Recent Developments and Future Plans
2.21 Protocol Builder

2.21.1 Protocol Builder Details

2.21.2 Protocol Builder Major Business

2.21.3 Protocol Builder Al Clinical Trial Design Software Product and Solutions

2.21.4 Protocol Builder Al Clinical Trial Design Software Revenue, Gross Margin and
Market Share (2021-2026)

2.21.5 Protocol Builder Recent Developments and Future Plans

3 MARKET COMPETITION, BY PLAYERS

3.1 Global Al Clinical Trial Design Software Revenue and Share by Players (2021-2026)
3.2 Market Share Analysis (2025)

3.2.1 Market Share of Al Clinical Trial Design Software by Company Revenue

3.2.2 Top 3 Al Clinical Trial Design Software Players Market Share in 2025

3.2.3 Top 6 Al Clinical Trial Design Software Players Market Share in 2025
3.3 Al Clinical Trial Design Software Market: Overall Company Footprint Analysis

3.3.1 Al Clinical Trial Design Software Market: Region Footprint

3.3.2 Al Clinical Trial Design Software Market: Company Product Type Footprint

3.3.3 Al Clinical Trial Design Software Market: Company Product Application Footprint
3.4 New Market Entrants and Barriers to Market Entry
3.5 Mergers, Acquisition, Agreements, and Collaborations

4 MARKET SIZE SEGMENT BY TYPE

4.1 Global Al Clinical Trial Design Software Consumption Value and Market Share by
Type (2021-2026)
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4.2 Global Al Clinical Trial Design Software Market Forecast by Type (2027-2032)
5 MARKET SIZE SEGMENT BY APPLICATION

5.1 Global Al Clinical Trial Design Software Consumption Value Market Share by
Application (2021-2026)
5.2 Global Al Clinical Trial Design Software Market Forecast by Application (2027-2032)

6 NORTH AMERICA

6.1 North America Al Clinical Trial Design Software Consumption Value by Type
(2021-2032)
6.2 North America Al Clinical Trial Design Software Market Size by Application
(2021-2032)
6.3 North America Al Clinical Trial Design Software Market Size by Country

6.3.1 North America Al Clinical Trial Design Software Consumption Value by Country
(2021-2032)

6.3.2 United States Al Clinical Trial Design Software Market Size and Forecast
(2021-2032)

6.3.3 Canada Al Clinical Trial Design Software Market Size and Forecast (2021-2032)

6.3.4 Mexico Al Clinical Trial Design Software Market Size and Forecast (2021-2032)

7 EUROPE

7.1 Europe Al Clinical Trial Design Software Consumption Value by Type (2021-2032)
7.2 Europe Al Clinical Trial Design Software Consumption Value by Application
(2021-2032)
7.3 Europe Al Clinical Trial Design Software Market Size by Country

7.3.1 Europe Al Clinical Trial Design Software Consumption Value by Country
(2021-2032)

7.3.2 Germany Al Clinical Trial Design Software Market Size and Forecast
(2021-2032)

7.3.3 France Al Clinical Trial Design Software Market Size and Forecast (2021-2032)

7.3.4 United Kingdom Al Clinical Trial Design Software Market Size and Forecast
(2021-2032)

7.3.5 Russia Al Clinical Trial Design Software Market Size and Forecast (2021-2032)

7.3.6 Italy Al Clinical Trial Design Software Market Size and Forecast (2021-2032)

8 ASIA-PACIFIC
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8.1 Asia-Pacific Al Clinical Trial Design Software Consumption Value by Type
(2021-2032)
8.2 Asia-Pacific Al Clinical Trial Design Software Consumption Value by Application
(2021-2032)
8.3 Asia-Pacific Al Clinical Trial Design Software Market Size by Region
8.3.1 Asia-Pacific Al Clinical Trial Design Software Consumption Value by Region
(2021-2032)
8.3.2 China Al Clinical Trial Design Software Market Size and Forecast (2021-2032)
8.3.3 Japan Al Clinical Trial Design Software Market Size and Forecast (2021-2032)
8.3.4 South Korea Al Clinical Trial Design Software Market Size and Forecast
(2021-2032)
8.3.5 India Al Clinical Trial Design Software Market Size and Forecast (2021-2032)
8.3.6 Southeast Asia Al Clinical Trial Design Software Market Size and Forecast
(2021-2032)
8.3.7 Australia Al Clinical Trial Design Software Market Size and Forecast (2021-2032)

9 SOUTH AMERICA

9.1 South America Al Clinical Trial Design Software Consumption Value by Type
(2021-2032)
9.2 South America Al Clinical Trial Design Software Consumption Value by Application
(2021-2032)
9.3 South America Al Clinical Trial Design Software Market Size by Country
9.3.1 South America Al Clinical Trial Design Software Consumption Value by Country
(2021-2032)
9.3.2 Brazil Al Clinical Trial Design Software Market Size and Forecast (2021-2032)
9.3.3 Argentina Al Clinical Trial Design Software Market Size and Forecast
(2021-2032)

10 MIDDLE EAST & AFRICA

10.1 Middle East & Africa Al Clinical Trial Design Software Consumption Value by Type

(2021-2032)

10.2 Middle East & Africa Al Clinical Trial Design Software Consumption Value by

Application (2021-2032)

10.3 Middle East & Africa Al Clinical Trial Design Software Market Size by Country
10.3.1 Middle East & Africa Al Clinical Trial Design Software Consumption Value by

Country (2021-2032)
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