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O 1 CONTEXT



CONTEXT

« State of the Art
* Clinical study history is not easily exploitable

« Strong Business Needs to make this information available
= at the right time, to the right people

= Objective 1 — Create a Clinical Metadata Catalogue

« Lack of tools to monitor operational Study activities
= Better insights for quicker decision/reaction

« Improve the Medical, safety and data review
*Adopt a tool to visualize a high variety of subject data

< Objective 2 — Create Clinical Dashboards
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O 2AGILE METHODOLOGY




BASICS WITH USE CASE, USER STORIES

Users Story definition

« Common language to describe what a user does or needs to
complete his job and be the support to define the list of technical
needs for IT and functionalities to be designed by the Data Analyst.
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USER STORIES WORKFLOW
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O 3AGILE APPLICATION




APPLICATION #1 : CLINICAL METADATA CATALOG

KPI, Budget

Clinical Database

Clinical
Study Documents Metadata

Catalog

A Standard already exists!
=

SDTM Trial Design Tables
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APPLICATION #2 : CLINICAL DASHBOARDS
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O 5 ANY QUESTIONS?



THANKS
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