PP28 DIY: Building a Raw Metadata Library with Integrated SDTM Annotations
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The Biogen Raw Metadata Access(BRaMA) Library is a collection of metadata consisting of select fields from several legacy and
ongoing study database specifications integrated with information from Program/Clinical Trial Metadata equipped with a robust

search functionality.
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Purpose

A Raw Metadata Library is a useful resource for multiple stakeholders in Biometrics at various stages of the clinical trial process; from assisting Data Management with the design of the database to
referencing prior assessments and SDTM mappings, to helping Biostatisticians and ADaM teams determine what forms of analysis methods were carried out on similar assessments. The alternative
involves relying on individuals past experience/asking colleagues which is unreliable and inefficient. A Library reflecting a collection of metadata consisting of select fields from several legacy and ongoing
study database specifications integrated with study operational information equipped with a robust search functionality has been successfully implemented at the company wide level with minimal cost.
The Library called BRaMA (Biogen’s Raw Metadata Access) is now integrated with the EDC specification process and it is referenced by the SDTM team leading to fewer governance

requests. Methodology used to create such a library has been discussed.
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** Includes target SDTM Domain and annotations
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