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author(s) and do not necessarily reflect the official policy or position of 
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End-to-End (E2E) Data Standards 
Governance

Vision and Example of Governance Model



E2E Data Governance Vision
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Data Standards Governance Example
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Challenge

Current Reality of E2E Data Standards



E2E Data Governance Current Reality ?
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Traditional Metadata for Clinical Trials
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Protocol
Clinical Study 

Report

eCRF

eDT

SDTM ADaM TFLs

Controlled Terminology

Statistical 

Analysis Plan

Trial Design

Reference Data



Automation via E2E Data Standards  - Current Reality
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Protocol

Reporting 

Analysis Plan
Submission 

Documents

Clinical Study 

Report

Clinical 

Database

Analysis 

Results

Study build 

• Multiple translation to study spec

• Build database use standards

• Programming, code build and 

QC/validation steps

Study execution 

• Check/review all

• Many end points/ analysis 

results

• Asset level integration

• Increased focus on data 

insights

• Respond to evolving needs

• Quick delivery

xx-

---
--x

xxx



Metadata Repository/Architecture
(MDR/MDA)

For E2E Data Standards Metadata Driven Automation



E2E Standards Implementation in Systems as 
Standards and In Studies
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Implementation in Study

For an actual study, the Study Specification compiled in the MDR

provides the definition of the objects to be used  and thus the

“pick list” for already available re-usable objects to be selected

for the study.

Prior to deployment of a study, a compliance check verifies that

the correct objects were selected and the study complies with

the specifications
Compliance

Check
Which standard objects were actually used in the study?

Veeva CDM
study

SDTM Study A&R
Study

Which standard object should be used in the study?

Difference Report = Programming Instructions

Other 

systems

“Standards Layer”
The Standards include the definitions of items (maintained in the MDR) and their implementation as re -usable object or component in a system.

MDR Definition Library: 
Contains the system independent standard definitions of 

metadata in all data models, mappings & transformations 

and related information.

Resource competencies: 

e2e metadata data flow, published /industry standards

Component Library:
Contains the standard re-usable objects built in the 

respective system based on the definition provided by the MDR

Resource competencies: 

system expertise, programming, spec implementation

EDC/
CDMS 
Library

SDTM
Standards

A&R
Standards

Other 

systems

CDASH Analysis 
Metadata

SDTM
Study 

Specification

Compliance
Check

Data Standards 

“Metadata”

Standards 

“Component”



An example of MDR/MDA Journey 
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Legacy 
MDR

MDR-
Contingency

Improving 
Contingency 
Solution

Strategic 
MDR or 
MDA



Linked/Connected Standards
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Protocol

Reporting 

Analysis Plan
Submission 

Documents

Clinical Study 

Report

Clinical 

Database

Analysis 

Results

Efficient study build 

• Fit for purpose and easy to adopt

• Proactive impact analysis

• Increased consistency 

Efficient study execution 

• Quality by design

• Reusable analysis results

• Simpler integration

• Increased focus on data 

insights

• Respond to evolving needs

• Quick delivery



Linked/Connected Metadata for Clinical Trials Enable 
Automation & Use/Re-Use
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Historical Studies Data 

(Legacy Data Format)

Other Data For Data Insights 

(e.g. RWD for control, methodology studies, 

exploratory end-point raw data )

Protocol
Clinical Study 

Report

eCRF

eDT

SDTM ADaM TFLs

Controlled Terminology

Biomedical Concept

Statistical 

Analysis Plan

Trial Design

Reference Data

ARD

Analysis metadata



Conclusion



Conclusion

• Top-down data driven governance is required to implement of E2E Data 
Standards efficiently

• Foundational data standards are getting matured, but evolving   

• Connected standards is a game changer for metadata driven automation

• Metadata Repository/Metadata Architecture should be agile and 
interoperable for collaboration and adoption of new technologies  

• Collaboration across the industry with embracing new technologies is key 
for success
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Thank You!
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