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Drivers for change

E.g Increase in Study Volume & Program Complexity

Focus on Core Activities: Increase Outsourcing

Fit for Purpose Data Processing for research partners,
early clinical & late phase development
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Comprehensive Operational Data Strategy to promote
Data Quality, Efficiency, and Integrity

Regulatory Environment: Increased regulatory scrutiny
driving greater emphasis on data quality, integrity and
transparency
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Industry Trends: Partnerships and outsourcing
enables peer organizations to focus on core

External Drivers capabilities, such as data analytics and re-use

Five Key Principles

A Strategic Focus on Clinical Data

"  Proactive planning of clinical data assets to promote and apply industry best
practices, and maximize the value through appropriate sharing of data for re-use

Efficient Data & Results Flow

Improving the delivery of fit for purpose data and results for decision-making,
decreasing effort, increasing efficiency, and accelerating timelines

W" Effective and Scalable Resourcing

" Focusing internal staff on core activities, and leveraging vendors through effective
and scalable outsourcing models

Quality, Compliant Data & Results

Increasing data quality and compliance through a holistic, proactive and risk based

approach

Continuous Improvement, Innovative Technology

" Creating an organization focused on continuous improvement through process
excellence and the application of innovative technology
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New simplified functional structure

New structure

One function focused on data quality, integrity and

efficient planning and management of data

CLINICAL DATA SCIENCES

DATA PLANNING

DATA TOOLS &
TECHNOLOGY

DATA OPERATIONS

QUALITY & PROCESS

Traditional Structure

Two functions with both core and overlapping
activities/skills

TRAINING

The Data Strategy Concept

Therapeutic Area specific consideration
and strategies

Optimize SDTM mapping

Ability to integrate with MDR, other
technology platforms

Versioning Strategy (SDTM, ADaM, CT)
Impact of database changes
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ADaM modelling and traceability
Integration and data pooling strategy

enabling quick response for ad hoc or
regulatory requests

Enable secondary research for scientific
collaborations

Automated trial design domains

Benefits

Benefits

Benefits
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Enhanced clinical development plans

Harmonize across studies

Design of data collection for ease of de-
identification

Business value for “right” data collected

Metadata strategy

Legacy data conversion planning (risk and
timing)

Scientific considerations

Ease of meta-analyses

Better provisioned Electronic Submissions
for evolving global regulatory environment

Patient privacy upheld while furthering
research
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make the
resulting in:

Enhanced cross-

Junctional
collaboration

Data Quality &
Integnrity

Real-Time Risk
Assessment and

Decision Support




