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Overview of Early Phase Clinical Trials & Data Challenges

Importance of
Early Phase Trials

Establishes drug safety and
efficacy, providing
essential data for clinical
development and
regulatory submissions.

Data Management Regulatory Compliance
Complexity Necessity

Requires advanced strategies to

manage large volumes of data Adherence to strict standards
for accurate analysis and timely  ensures data integrity, reporting
decision-making. accuracy, and successful drug
approval.
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Limitations of Traditional Reporting Methods

<Static Reports

CI‘ime-Consuming Processes

Q_imited Customization

@ata Handling Challenges

@gulatory Compliance Complexity
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Kraken — At a Glance

Primary Stakeholder: Clinicians, Statisticians

Why: To efficiently address ad-hoc data requests by enabling seamless
data exploration and on-demand customizable data visualization.

What does it do:
1.Enables real-time exploration of SDTM data through interactive

dashboards and dynamic filtering.

2.Generates customizable visualizations and summary tables on
demand, tailored to specific clinical study needs.

3.Facilitates efficient data analysis and reporting with exportable
outputs in multiple formats (RTF, Excel, PNG, PDF).
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Kraken in Action

© -/R/Kraken-Demo - Shiny - Work - Microsoft Edge i o X

Y] hn rsw.axe.prod.df.servier.com

https://rsw.axe_prod df servier com/s/e8e) 3743efel dd7d4N 23 /p/fdd31b33/ Open in Browser “, Republish .
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Study Selection and Data Visualisation Options -
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Kraken in Actlon

Open in Browser

w.axe. prod. df servier.com/s/e8e) 3048705bfbc7bIS86/p/8dacche
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raken in Action
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https://rsw.axe prod.df servier com/s/e8e13cfc78a31¢cdc27bfb/p/7ec21198/

https://rsw.axe.prod.df.servier.com/s/eSe13cfc/

Best Change from Baseline (%)

8a31cdc27bfb/?launcher=18&view=shiny_foreground

Open in Browser

Waterfall Plot for Best Percent Change SOD from Baseline in Tumor Size

“5, Republish «

Select Filters:

Cohort
Best Overall Response

Dose Levels (mg)

Cohort
Part 1a
Part 1b

Dose Level (mg)

Part 1a- Monotherapy with A (mg). Part 15: Combmnation therapy with A (mg)+ B (mg)
Study Code: Study 1
Data Extract Date: 19AUG2024
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Data Workflow

Data Processing

Output
Visualisation

SDTM data DSL dataset

Combines DSL with additional
SDTM domains (e.g., RS, DS, TR)
to generate tailored datasets for
deeper insights.
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Overall Workflow

@ Study

E Category

_ Generate .
Ul Selection » Data Processing

SDTM data
source Type

Extraction Date

[ Output
KRAKEN Visualisation
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Modular Architecture

— app-.R

— ui.R

—  global.R

k ’ { main.R J ) .

KRAKEN Study3.R {  DsLR ]
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— Disposition.R ]

.

— Data Manipulation Scripts —
= =

Swimmer.R ]
RTF Function. ] )
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Challenges Encountered & Solutions Implement

Interactive Visualization

RTF Output Formatting

Complexity
Custom RTF generation using Switched from Plotly to for
SAUBIEICEIS L E AL CICILAUE R interactive, compliant visualizations.

Reticulate.
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Future Enhancements

More Visualization options for individual patient analysis.

Automating data mapping and reducing manual processing.
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Conclusion - Impact of Kraken
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Thank You!
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