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Data Without Boundaries: 
The Single Source of Data Truth, Data 
Democratization, and Roles Evolution
PHUSE 2026



© 
Da

ss
au

lt S
ys

tèm
es

 | C
on

fid
en

tia
l In

for
ma

tio
n |

 20
25

2

© 
Da

ss
au

lt S
ys

tèm
es

 | C
on

fid
en

tia
l In

for
ma

tio
n |

 20
25

 

2

Olgica Klindworth
VP, Product
Medidata, Dassault Systèmes
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A Trial That 
“Worked”...
Until It Didn’t



© 
Da

ss
au

lt S
ys

tèm
es

 | C
on

fid
en

tia
l In

for
ma

tio
n |

 20
26

 

4

Data Collection Evolution

First 
Controlled Trial

Paper 
Casebooks

eCOA, Images, Sensors, EHR, 
eSource, RWD, …

AI-Assistants, 
Synthetic Data, 

Virtual Twins

1740s

EDC

1990s 2000s 2020s

Paper VirtualDigital

RDC

But What About 
Data Processes?
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5 Vs of Clinical Data Management

SCDM (March 2022)

From Volume 
to Meaning 
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eCOA

Imaging

Sensors

Lab Results
Real-World Data

EDC/eCRF

EMR/EHR
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Metadata as the Intelligence Layer 

Labs

EMR/EHR

RWD

Imaging

EDC

eCOA 

Sensors
Multi-source Clinical 

Data Acquisition

Entered

Changed

Accessed

Deleted…

Metadata

Audit Trail

&
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Risk Manager
Risk Identification and 

Management

Central Monitor
Centralized Monitoring

Data Manager
Data Surveillance / 

Monitoring / Review

Biostatistician
SDTM-like Transformation

Safety / Medical Monitor
Safety Monitoring, 
Safety Reconciliation 

Programmer
Tool Configuration, Data Import, 
Standardization, and Transformation

Project Manager
Holistic Study Health 
and Risk Management 

CRA / Monitor
Site Monitoring 
(onsite/remote)

Data Is No Longer Owned but Shared

Principal Investigator / 
Clinical Research Coordinator 
(Site)
Safety Monitoring and Protocol Adherence 
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Democratization Without Context Is a Risk

Different 
interpretations

Conflicting 
decisions

Alert 
fatigue

Noise vs 
signal
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End of study batch cleaning

Inspection driven fixes 

Quality is not: Quality is:

Quality is embedded, not escalated

Decisions closer to data

Faster course correction

Quality Can’t Live in One Function
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Roles Must Evolve With Data

Data strategists

Risk interpreters

Signal advisors

Quality partners

Informed decision-makers

Data managers

Monitors

Statistician

QA

Leaders

Before After
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Dashboards

Technology is an Accelerator… Not a Strategy 

Decisions Action Explainability Accountability

Alerts ML/AI Tools
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Virtual

AI-Enables 
Trials 
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Design for 
the World 
We’re Entering 
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Olgica Klindworth
VP, Product
Medidata, Dassault Systèmes

Thank You!


