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Clinical Development Is Fragmented 

Across the Trial Lifecycle

Indication
Selection

Trial Design

Execution

Monitoring

Analysis

Design, enrollment, execution, and 
analysis operate in silos - limiting speed, 
precision, and adaptability

› Costing Billions and 
Delaying Patient Access 

to New Therapies
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PhaseV
Is the solution

ValidatedVertical Verifiable
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Data Lake
for AI/ML

The PhaseV Platform
A Continuous AI-Powered Intelligence Layer for Clinical Development

Trial Optimizer

What is the optimal design 
for our clinical trial?

ClinOps Optimizer

Which sites will win, and 
how do we track 
performance in real time?

Response Optimizer

Which patients will 
respond best to our 

treatment?

Portfolio Optimizer

Which indications / 
therapeutic combinations 

are most promising?

45+
Customers

8
Big Pharma 

Partners

$65m
Capital Raised

2m+
Patient-Level 

Records
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New Capabilities Launched in 2026
Advancing End-to-End Workflow Automation

AI Conductor

Pre-Trial Documents

Protocol

SAP

During & Post-Trial

SDTM 

TLFs

CRFs

Design & Simulations

CSR

ADaM
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Moving From Correlation to Causation

Standard Predictive 
Analysis
(Correlation)

PhaseV Causal 
Analysis
(Causation)

Black Box Approach Glass Box Approach

« What will 
happen? »

« What could
happen if…? »

› Identifies correlations
› Finds prognostic signals (who will get worse)
› Cannot distinguish treatment effect from 

placebo or natural disease progression

› Infers cause and effect
› Conditional Average Treatment Effect (CATE)
› Determines why an outcome occurs and who 

truly benefits from a specific drug

Responders

Non-Responders
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Transparency at its Core
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Fueling Causal AI with Comprehensive,

Multi-Source Data 

AI-Curated Public Data

Systematically harmonized public data 
(ClinicalTrials.gov; scientific literatures)

Licensed Partner Data

Collaborations with leading data vendors, 
research institutions,  and CROs Proprietary Sponsor Data

Sponsor-owned trial datasets retained 
under explicit use-right agreements.

AI/ML DATA LAKE

http://clinicaltrials.gov
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PhaseV 

Measured Impact

Probability
of Success

Trial 
Duration

Required
Enrollment

Development
Cost

+30% -40% -40% -50%

"Values shown are based on outcomes from collaborations where PhaseV supported biopharma companies in optimizing trial 
design and operations; results are illustrative and outcomes depend on trial-specific context."
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Baseline Enrollment 
Challenge for the NSCLC 
Program

Client 
Enrollment Target

1,000 patients 
in 24 months

However, based on PhaseV 
Baseline Enrollment Predictions

› Risk Detected

› Only 670 patients would be enrolled 

by month 24

› It would take the client 33 months

to enroll all 1000 patients

*Grounded in real client work, with details adapted and anonymized for confidentiality
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STAGE 1
Maximizing Eligible Patient Pool 

› Quantifying the 

impact of I/E 
optimization on 
eligible patient 

pool and enrollment 

potential



Optimizing the Site Network

# of Competing Trials
1

Original Client List
Top 6 Sites

Site Name

Asan Medical Center

Samsung Medical Center

Seoul National University Hosp..

National Cancer Center 

Severance Hospital

Seoul National University Bund..

Emerging Centers
3

Site Performance
5

Site Novelty
2

PL & Site Experience
4

Sites evaluated using a multi-factor framework, 
including but not limited to



Optimizing the Site Network

Sites evaluated using a multi-factor framework, 
including but not limited to

# of Competing Trials
1

PhaseV Optimized List
Top 6 Sites

Site Name

Kangbuk Samsung Hospital

Inha University Hospital

Kosin University Gospel Hospital

Keimyung University Dongsan Hosp…

Chonman And Chosun University …

Gyeongsang National University …

Additional
Outputs

› 15 Sites Added

(New to Client – “Novelty”)

› 3 Sites on Reserve

(“PI on Vacation”)

› 12 Sites Excluded

(“Competition”)

Emerging Centers
3

Site Performance
5

Site Novelty
2

PL & Site Experience
4
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Tracking Real Time 
Performance
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PhaseV Operational Impact 
Delivered

33
Underperforming 

Site Avoided

9
Months 

Time Saved

$30M
Estimated 

Cost Saved

3
Additional 

Countries Added
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Therapeutic Area

Oncology

Metabolic

Immunology

Neurology

Others

Trial Rescue & 
Subgroup ID

Trial Design & Site 
Optimization

Portfolio & Lifecycle 
Management

● Oral Insulin for Diabetes
● Top-5 Pharma, M&A
● Obesity, RWE Estimation
● MASH, ISS

● MASH, Adaptive Design

● Ischemic stroke ● Anti-obesity asset for CHD
● MPS II (rare disease)
● Coronary Heart Disease

● Anti-obesity asset for COPD
● Infectious Disease
● Ischemic stroke

● Parkinson’s, Causal Modeling

● PD-L1, Causal Modeling
● Global NSCLC Phase 3
● HNSCC Phase 3

● PD, ML Surrogate Endpoint
● Alzheimer's, Adaptive Design
● MDD

● Several Solid tumors: 
Breast; Ovarian; Pancreatic; 
Prostate; other

● Seizure Disorder; ALS; 
MS; DPNP; MDD

● Crohn’s Disease; UC
● Osteoarthritis; IgAN; PMN
● COPD

● SLE, ML Surrogate Endpoint
● Osteoarthritis; IgAN; PMN
● COPD

● Top Pharma, Asthma; COPD; 
Allergic Rhinitis

Illustrative and non-exhaustive

3 Years. 80+ Programs and Counting
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