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BRAIN from Saama: Key capabilities for transforming biometrics and submissions
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5D Configurable Security 
Artifacts, Users / User Groups, Task,  Purpose, Context
Blinded and unblinded access privileges

Multiple Programming 
languages enabled

Use your favorite Programming language- SAS, 
R, Python… we got it covered. .

Discovery
The Quickest way to navigate and find an artifact 
of interest- Programs, datasets, specifications ...

Integrated programming 
workflow and  Issue Tracking

Report and Resolve issues, manage code 
and specs, notifications based workflow

Traceability and Lineage
Traceability, Dependency, Lineage
 RAW ->SDTM->ADaM -> Results 

No Code TLF renderer
Self-Service TLF generation for non-programmers
Separate results from template

Digital Specifications
SDTM, ADaM, Results  

BRAIN
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Study design & 
setup

Study 
conduct

Analysis & 
reporting

Regulatory 
Approval

Context and Key Personas

Key Players 

Programming Leadership

Standards Lead

Statistical Programming 
Lead

Statistical Programmer

Biostatistician

Clinical Data Consumer

External Vendor / CRO

Regulatory Authority
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BRAIN - the Platform View
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Statistical 
Computing Env - 

Management

Digital 
Analysis and 

Reporting 
Specifications

Interactive TLF 
Renderer

Foundational Platform
Authentication   Access Management     Search     Workflow
Audit Logging    Job Scheduling     Notifications    Administration

Artifact Repository

Standard 
Code, Macros
Study Code, 

Macros

Raw, SDTM, 
ADaM data

Results, Other 
data

Documents TLFs

Knowledge Graph

Linked Programs, 
Data, Logs

Metadata 
Repository

Results 
Graph
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Legacy Programs, 
Macros

Data Repository

Code Repository

Document 
Repository

Metadata Mgmt.

Systems

Pinnacle 21

External 
Data Sharing

Analytics / 
Reporting 
Systems

Document 
Repository

B R A I N

Raw Data

SDTM Datasets

Programming IDEs and Tools Workbench (e.g. SAS, R, Python interfaces)

CTMS

Identity Mgmt.
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Software 
Demonstration
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Showcasing Saama’s next generation 
biometrics, programming and 
submissions platform:

BRAIN 
Biometrics Research 
and Analysis 
Information Network
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