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Moving to a Standard and Beyond

Paul Carter, CEO, Montrium Inc., 
Chair CDISC TMF Standard Model

TMF Standard Model V1 as the foundation for a connected, evidence-driven future
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BEYOND V1: A MUCH RICHER
METADATA STANDARD
From “what is this record?” to “what does it 
mean in the study context?”
Record management metadata

Organisational and responsibility metadata

Protocol, activity and milestone context

Quality, risk and control relationships

Common concepts aligned with USDM 
and other standards
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GLOBAL STANDARD.
REGIONAL INTELLIGENCE.
Regionalisation without fragmentation

Governed regional subsets

Regional regulatory and language context

Local implementation guidance

Two-way feedback into the global core

Principle: specialise the view, not the 
underlying truth.
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FROM RECORD TYPES
TO PROCESS + EVIDENCE
If a process should produce evidence, 
the standard should help us define:

Which activity produces it

Who is accountable

When it is expected

Where the authoritative evidence lives

How gaps and exceptions are detected

What quality signal it creates
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AI CAN EMPOWER COMPLIANCE
WHEN THE STANDARD SUPPLIES 
TRUST

Find Retrieve the right evidence across 
systems

Explain Assemble the evidence chain and 
context

Detect Surface gaps, inconsistencies and 
emerging signals

Guide Bring applicable requirements into the 
flow of work

Learn Use outcomes to improve controls and 
future execution

Human-governed • risk-proportionate • traceable • 
validated for intended use
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THANK YOU

What should the TMF Standard 
Model make possible next?

Paul Carter
Chair, CDISC TMF Standard Model

pcarter@montrium.com


