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N4
e

®
-

-

.eDC/

External
data

U
Paper CRF (labs, ECG

Clinical
DB

etc,)

U

Expanding
data sources

(eDC, eCOA, DCT,
imaging,

biomarker, genetic,

sensor)

Adoption of
Al/ML

éReal time

€

" N

data
ingestion

Advanced
Al/ML

Further
expansion
of data
sources



s Data Standards

~" _Current Reality -
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sue Strong Standards & Governance
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-Toward Next Phase-
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- For Clinical Trials-

______________ [ Clinical Study
\ Anal sus Plan Report
A

eD

ETE D EL T

Controlled Terminology



s Linked Metadata for Clinical Trials

~~" _Enable Automation & Use/Re-Use For Clinical Trials-

Clinical Study
Report

T Other Data For Data Insights
(Legacy Data Format) (e.g. RWD for control, methodology studies,
‘ gacy JI\ exploratory end-point raw data




p@e Automation — Current Reality

Protocol

f Reporting
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Study build

* Multiple translation to study spec
* Build database use standards

*  Programming, code build and

QC/validation steps

* Increased focus on data
insights

* Respond to evolving needs

*  Quick delivery

Study execution

* Check/review all

* Many end points/
analysis results

Asset level integration




shuse  Metadata Driven Automation

Clinical Study

Reporting Submission
Analysis Plan Documents

Clinical Analysis
Database Results

Efficient study build * Increased focus on data Efficient study execution
* Fit for purpose and easy to adopt insights * Quality by design
* Proactive impact analysis * Respond to evolving needs * Reusable analysis results

* Increased consistency * Quick delivery * Simpler integration
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DATA CLEANUP AND REVIEW

* Standardized data collection ® CN
* Improved trial experience through

! : * Significant time and effort reduction »
better quality of study design - Automated Quality checks » . L
° Lesser data quality issues * Significant increase in data quality .:. ¥ i‘
* Increased scope for digitization > ﬁ ‘
., o
STUDY R MEDICAL
PROTOCOL DESIGN AND CONDUCT WRITING &
APPROVAL SUBMISSION
AN
Efficient study reporting
* Improved quality &
STUDY SETUP compliance
* Reusable protocols * Improved employee
* Data-driven protocol design oo . experience
* Efficient and better designs for A simmeleizifion (CLG, BEY
other Therapeutic areas and - VEEEr SR
indications ° Lesser time and effort DATA ANALYSIS AND
* Consistency in form design @ REPORTING

M
* Automation enabled
* Near real-time insight generation .
° Higher standardization of analysis -4 ]

programs -} % -

Highly streamlined data points G\
* Improved trustability of data
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