Modernizing Clinical Data Capture &
Management for Today’'s and Tomorrow's Trials

The Clinical Data Landscape Has Changed

Clinical trial data volume eCRF
has increased seven-fold
in the last 20 years' to =|3-

3.6 million
data points

in a typical Phase Ill study.’

Only approximately 30% of
clinical trial data is entered
through eCRFs in EDC

systems.?

More data is being captured
directly from patients and
from outside the clinical trial
site, driven by the growth in
decentralized trials.
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...But Clinical Data Management
Technologies and Processes

Have Not Kept Pace

Aggregating and reconciling data from
multiple sources takes huge effort

Exhaustive data point by data point review
doesn't scale up

Integrating different data capture systems
and their data is hard

Query-based data cleaning doesn’t
contribute proportionally to improving

data quality?

Database lock and data transformation
into submission-ready output are too
manual and take too long

3 Risk-based Quality Management in CDM: An inquiry
into the value of generalized query-based data
cleaning, Journal of SCDM. Available at:
https://www.jscdm.org/article/id/20/

Transforming Clinical Data Management
Technology to Tackle the Evolving Data Landscape

So how do we modernize clinical data management technologies to
manage the new and rapidly evolving data landscape?
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360° view of all patient data in
a unified platform
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Key Risk Indicators

Real-time, automated data review using machine
learning, analytics and visualizations

N

05

Automated, streamed transformation of
data for submission-ready output

Comparing Traditional and
Modern Data Management Approaches

Using new clinical data platform and intelligent data analytics
technologies will transform clinical data management processes.

MODERN DATA MANAGEMENT
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Results Achieved by Medidata Customers
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“With the Medidata Clinical Cloud™, we have a
unified environment for reporting accurate data,
reviewing data, and reporting accurate study
results. It streamlines the study process for

everyone involved—our team, sites, and patients.”

Erin O’Boyle
Head of Clinical Operations,
Rezolute

Medidata, a Dassault Systémes company, is leading the digital transformation of life sciences.

of data reviews
automated?®

Discover more at www.medidata.com and follow us @medidata. Contact us at info@medidata.com | +1 866 515 6044
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