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Metadata experience

Data Metadata Algorithm (AI/ML)
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Metadata experience

Profiles

Card Catalog
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Metadata evolution in clinical trial

ML
AI

ü Database Metadata

ü Standardized database 

structure

ü Corporate unique

ü No adequate standards

Corporate 

ü Data pooling unrealistic

ü Data clarity is deficit

ü Collection, transformation

ü No transparency

Non-Standard

ü Database Metadata 

standards (CDISC)

ü Define.xml

ü Description of data

Industry 



Purpose

Standard Agnostic Transformation
(any standard to any standard)

Source Target

RAW CDASH

RAW SDTM

CDASH SDTM

SDTM ADAM

ADAM ARM

3rd Party Data Corporate Standards 

Legacy Data Corporate Standards 



Metadata design principles

Unified Implementation

Explicit attributes

Flexibility & Re-usability

Traceability & Quality 
Checks

Linked capabilities

METADATA



Benefits

Automation

Lineage
Consistency

Efficiency

Validation

Transparency

Seamless 
transformation

Metadata guarantees that data are FAIR: findable, accessible, interoperable, and reusable



Mapping04

MetaFication mindset

Reimagine the metadata structure in four-dimensional way

Tables01 Columns02

Row-Level03

Algorithm



1D-Tables



2D-Columns



3D – Values Level / Row Level



4D – Map



Data flow in clinical trials

CDASH 
Datasets

SDTM
Mapping

SDTM
Datasets

ADaM
Mapping

ADaM
Datasets

Analysis
Spec TLFs

One Data State Metadata Design 

One Data Map Metadata Design 



Automation in clinical trials 
Prescriptive

Context in metadata 

Flexibility

Scalability

Transparent 

Regulatory Compliance

1

23



Promulgation

Source Target

X Y

A B

Any Any

Source Target

RAW CDASH

RAW SDTM

CDASH SDTM

SDTM ADAM

ADAM ARM

3rd Party Data Corporate Standards 

Legacy Data Corporate Standards 



10-25 Studies Algorithm (AI/ML)

Study-1010

Input Data Mapping

Transformed Data

Define

26th Study

Role of AI in data standards
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