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_ Scan QR Code for sample app _Have you ever asked the question: ‘How are study programming tasks progressing?’

Background:

As part of our submissions activities to Health Authorities (i.e. FDA), we had to evolve our approach in order to be better prepared to create and delivery
CDISC compliant eSub data packages. Our aim was to be submission ready by the time we reached the Database Lock Date. Given the greater use of the
study data beyond CSR reporting and Filings in the future, we want to use this approach for all reporting events in order to allow for the FAIR principles
(Findable Accessible Interoperable Re-usable).

As you will see in this poster, we changed our programming activities to be more front loading instead of being retrospective, tools and guidances were
created (& are still evolving) to reduce manual work, a checklist guidance is provided to guide teams when certain activities should be done in order to
achieve eSub readiness by DBL, and also a Quality Assurance aid was created in order to ensure the deliverables were of high quality.

With all these tools and guidances provided, we wanted to extend this to help team track how they are progressing, hence the creation of the Filing & FAIR
(F?) Dashboard . The aim was to create visuals to easily show if their progress was ‘Off Track’ [red] ‘Needs more attention’ [yellow] or ‘On Track’ [green]
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progress. Repeat regularly in order to see the trend in progress as you
approach DBL.
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