OpenStudyBuilder - A USDM compatible SDR solution
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A dedicated module enables OpenStudyBuilder to convert our metadata into the Unified
Study Definition Model (USDM) and exposes the result through compliant API endpoint

OpenStudyBuilder Solution

+ A Clinical Metadata Repository the Neo4j graph database
« An API layer with full Audit Trail features and USDM compatibility
« The OpenStudyBuilder Application (web application)
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» Protocol harmonization through standards

* Full connectivity to any kind of systems through APIs - including
USDM compatibility
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+ Single metadata source for key
deliverables in digital protocol
linked to USDM

+ Standardization through controlled
terminology, dictionaries,
templates

+ Metadata driven creation of
structured protocol content
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Digital Data Flow Adaptor in OpenStudyBuilder \
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Open Source O
« OpenStudyBuilder is shared as open source under COSA by Novo Nordisk
+ Collaborate with TransCelerate as a Digital Data Flow (DDF) compatible solution ik
+  Collaborate with CDISC, e.g. for Biomedical Concept Development & Enhancements novo nordisk

https://www.cdisc.org/ddf | https://openstudybuilder.com | https://transcelerate.github.io/ddf-home/



