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Competing Forces on timelines

Data Collection Technologies

Data Processing Tools

Standards
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40% increase 
in LPV to

DBL cycle time

Trial complexity

Increasing data sources

Increasing data volumes

2019 Tufts 

Data Strategy

& Transformation Study



Need a governance process that starts at the beginning

“If you fail to plan, you’re planning to fail.”

EFFICIENCY ABILITY TO USE DATA TO 
DRIVE DECISIONS

OVERSIGHT

ABILITY GET NEW THERAPIES 
TO PATIENTS SOONER

BUSINESS BOTTOM LINE EASE OF MEETING 
REGULATORY EXPECTATIONS

A Data Strategy is the 1st Step in Improving:

Which yields Improved:
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Vision of platform combining 
CDR, ODR, MDR, &
Data Strategy Governance

Data Strategy 
Governance

MDR

ODRCDR

CDR = Clinical Data Repository

ODR = Operational Data Repository

MDR = Metadata Repository



SOURCE DATA INGESTION STORAGE GOVERNANCE TRANSFORMATION INSIGHTS

AUTOMATION ENGINE

EDC
CTMS

eCOA

IWR/IRT

Safety

EMR
Real World Data

Labs

Clinical Systems

Data Formats
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Staging Areas

SDTM
Reporting
Exception Listings
Reconciliation Listings

Data Marts

Notifications

OUTBOUND APISDATA EXTRACTION SAS INTEGRATION
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Direct File 
Upload

Incremental Review 
Change Tracking 
Issue Management 
Patient Profiles 
Query Management

Data Review

Clinical Analytics 
Trial Operations 
Cross-Study Analytics

Reporting

KRIs
Analytics
QTLs

RBQM

Direct Web 
APIs

XLSX

XML CSV ZIP

Trial Operations
Forecasting
Resource Planning 

ODR
Data 

Validation

Version History

All source files

Shared files

Images

Stat Computing 
Environment
SAS / R / Python
Prog. Management

Mapping Tool

Rules EngineMappings
Exception Listings
Ed   C       …

Specification Mgt

AI/ML Insights



Ecosystem Web
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