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Agenda

´ Biometrics Data Flow

´ Metadata Applications (BRaMA and its uses)

´ Standardized Data use cases

§ Representation in Clinical Trials

§  Data Management
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BRaMA (Biogen Raw Metadata Access)

Metadata Applications

* DIY: Building a Raw Metadata Library with Integrated SDTM Annotations. PHUSE 2023
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BRaMA (Biogen Raw Metadata Access)

Metadata Applications

Ø SDTM Development & SDTM SME

• SDTM Annotations
• Reduces need for ad-hoc requests to SDTM SMEs
• Empowers SMEs by providing relevant information

Ø Data Management

• Streamlines database design by referencing prior assessments
• Integrates with EDC specification process for seamless workflow



BRaMA (Biogen Raw Metadata Access)

Metadata Applications

Supporting IVDR Implementation

• Biomarker team in EU faced challenges addressing gaps in new In Vitro Diagnostic Medical Devices 
Regulation (IVDR)

• Needed to identify measurements on EU patients requiring CE marking

• CE stands for Conformité Européenne (European conformity) and indicates device meets IVDR 
safety and performance requirements

• Ensures product safety and quality for European market



BRaMA (Biogen Raw Metadata Access)

Metadata Applications

Supporting IVDR Implementation

• Programmatically identified relevant measurements for EU patients
• Simplified process for determining CE marking requirements



Standardized Data Use Cases



Become more representative in our clinical trials
Standardized Data Use Cases



Our Task

Understand and 
benchmark 

Biogen’s past 
clinical trials’ 
participant 

demographic 
distribution.

View and measure 
the diversity and 
representation of 

participants in 
Biogen’s CTs 

throughout the 
enrollment period as 

compared to 
prevalence targets.

A Collaborative Effort between Biometrics and Clinical Operations



Actions Taken

Developed a dashboard to compare the prevalence of high priority 
disease areas by demographics (race, ethnicity, age, and sex) to the 
participant distribution in clinical trials.

Visualized patient enrollment across therapeutic areas, indication, 
program, and study, and epidemiologic targets in those disease 
areas for past and ongoing studies.

Collaborated with GCO to obtain lists of all completed and ongoing 
studies that have not locked.

Generated a process to extract relevant demographic data and 
move it into an approved and consistent format for data ingestion.



Data Flow Process
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Underrepresented 
Population
 Dashboard



Current Status
• Incorporate live feed of ongoing trials• Epidemiologic targets are published 

internally by Epidemiology
• Dashboard is live and refreshed 

weekly on Fridays
• Dashboard is accessible to R&D with 

information distributed to Study and 
Program teams



Data Management

Overall objective to reduce Database Lock Timelines

• Standardized Data is the foundation of Data Visualization and 
Analytics (DV&A)

• Refreshed daily for real-time insights

• Cross-functional collaboration for seamless data movement 



Data Management

Anomaly Detection



Data Management

Anomaly Detection
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