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Whatis the purpose of these pictures? 5
;Global requirements for Clinical Trial Transparency and Disclosure are growing rapidly across the world. This poster is designed to show the numerous Clinical
Trial Transparency and Disclosure events over the life of a single study, and over the course of a product submission. We have included the global view fora
Esingle study and a full submission. The current scope of this poster is Phase 1-4 interventional studies with a single end point and no arms.
§The poster demonstrates how the various clinical documents are re-used over time for different publishing and disclosure events over the documents lifecycle.
§For example, the protocol is used to support registration, will be published with results on the FDA ClinicalTrials.Gov site, and is one of the required documents
to be publicly shared according to EMA Policy 0070 and potentially additional future global requirements. 5
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PRODUCT SUBMISSION CLINICAL TRIAL TRANSPARENCY AND + IPLD - Individual Patient Level Data
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SCOPE: This picture depicts submission based disclosures driven by global requlators for New Medicines
and Line Extensions. We have also included current requirements, future requirements, Best Practices, e  FOIA — Freedom of Information Act
and areas to further explore. (color coded accordingly)
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