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Agenda
1. DDF and USDM: a primer and where are we today
2. Visualizing USDM – some concrete examples
3. Q&A – what could USDM mean for TMF



A Primer on DDF and USDM



DDF, USDM, M11, Vulcan …

2019 2021

July:
Start USDM Phase 1

2023

February: 
ICH M11 Comment Period Closed

2020

March & April:
TransCelerate DDF Hackathon

2022

October:
Start USDM Phase 2

2024 2025 2026

Acronyms
DDF: Digital Data Flow
USDM: Unified Study Definitions Model
ICH: International Council for Harmonisation
M11: Clinical electronic Structured Harmonised Protocol (CeSHarP)

Phase 1 Phase 2 Phase 3 Phase 4

November:
TransCelerate DDF Webinar

July:
Start USDM Phase 3

June:
USDM v2

ReviewInitial Development Further Development

July:
USDM v1

September:
ICH M11 Released

USDM

M11

April:
USDM v3 &

Phase 4 Scoping

Q4:
Updated ICH M11 

Specifications

Q2:
USDM v4

Q4:
ICH M11 

Specifications
Q2:

FHIR 
Specification 

Released

Phase 5

HL7 VULCAN Connectathons

June 2018

Today



USDM

11#ClearDataClearImpact

QR Code for Image



USDM & 
TMF
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QR Code for Image



ICH M11 Updated Draft Released
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QR Code for ICH WG



Structured v Unstructured
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Structured Unstructured



ICH M11 & 
USDM
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QR Code for Image



Visualizing the USDM
Some examples
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Use of structured USDM data to 
compare M11 protocol content
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Use of structured USDM data to 
render M11 protocol document



19PHUSE EU Connect 2024. Strasbourg

M11 views in precisionFDA
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SoA displayed from USDM ready to be 
transmitted as FHIR message
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SoA displayed from Received FHIR SoA message



Q&A
What could USDM mean for TMF practices



Thank You!


