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DDF Timeline
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2020-2021

2024 & 2025

2023
Team Building

Conceptual Design
Study Builder Hackathon

Vendor Collaboration

USDM R1
SDR R0.5

Connectathon

USDM R2 
SDR R2.0.1

Implementation 
Guide

2022

Persona Toolkit
Solution Provider 

Collaboration Forum

You are here!
DDF Discovery Day

USDM R3

Collaboration 
Agreement

SDR R3



Digital Data Flow
• Phase 1

• Base model design
• UML
• API
• Controlled Terminology

• Topics
• Objectives and endpoints
• High Level Study Design
• Eligibility criteria
• Activities and assessments
• Basic schedule of activities and assessments
• Basic data collection configuration related to 

activities and assessments

• Phase 2
• Extended model

• UML
• API
• Controlled Terminology 
• USDMIG
• Example Data

• Topics
• Enable greater population of study set-up 

elements
• Represent structured study design 

information for more complex trials
• Handling of complex study timing

• Support electronic data capture (EDC) 
automation

• Expand model to include Biomedical 
Concepts

• Demonstrate population of the 
TransCelerate Common Protocol Template 
(CPT)

• Demonstrate population of SDTM Trial 
Design Domains

https://www.cdisc.org/ddf
2021 2022 2023
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CDISC Study Definition Repository RA Deliverables

Unified Study Definitions Model (USDM) Class Diagram

Application Programming Interface (API) Specification

CDISC Controlled Terminology

USDM Implementation Guide
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DDF 3 USDM Scope

Represent ICH M11 in USDM

SDTM Trial Design Population

Clinical Trial Registry Population

Complex Studies/Cohorts

Model Enhancements
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DDF 3 USDM Scope

• Include breadth of ICH M11 into the USDM
• Narrative Content

• Covers free text parts of the M11 specification (i.e., without data elements)
• Structured content

• Using data elements to build sections of text
• Individual structured elements (e.g., Study acronym, phase)

• SDTM Trial Design Population
• Population of the planning parts of the SDTM trial design information
• Some mapping performed in DDF 2
• Additional mapping to allow population of existing SDTM trail design information (particularly the FDA 

required parameters)
• Identification of new alignments between ICH M11 and SDTM trial design artefacts

• What other trail design elements from the ICH M11 protocol could we represent in SDTM T domains

• Clinical Trial Registry Population
• Expand on existing CTR.xml standard
• POC to show population of structured fields from USDM for registering and updating studies in clinical 

Trial registries  
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DDF 3 USDM Scope

• Complex Studies, Complex Cohorts
• Enhancements to ensure the model can hold complex study designs with complex cohorts
• Allow for more modern protocol designs (e.g., basket trials, adaptive trials)
• Include feedback from users of USDM v2.0

• Model Enhancements
• Create a true logical data model with logical relationships that are visible and understandable 

with a separate document that details the API step to enable serialization to produce the 
required JSON

• Improve element naming for consistency and standardize some elements within each class 
(e.g., name, description fields)

• Improve general readability of the UML model
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DDF 3 USDM Supporting Documentation

• USDMIG
• Improve USDMIG content based on user feedback
• Add additional Guidance for new elements added to the model

• USDM Test Data
• Maintain test data developed during DDF2 to include new elements added to the model
• Develop new test data for more complex study designs
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Shift of Focus

• Phases One & Two
• Focused on the structured elements of 

the protocol, e.g. the Schedule of 
Activities (SoA)

• The protocol document was an external 
entity into which the structured content 
could be exported

• Phase Three
• Now contains structured and unstructured 

elements
• The entire protocol document is held 

within the USDM
• Allows for the protocol document to be 

generated from the model
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ICH M11, CDISC & HL7

• “FHIR-based exchange standard 
for ICH’s Clinical electronic 
Structured Harmonised Protocol 
(CeSHarP), aligned to CDISC 
standards”

• The USDM and CDISC CT will be 
used in the project

• Initial project discussions have 
been underway for a few months
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Controlled terminology, 
code lists, content 
nomenclature. 

Define Content model to 
represent content agnostic 
of exchange standard. 

Determine conformance 
rules for M11 model. 

Collaborate with ICH M2/M11 on 
defining mappings between M11 model 
and CDISC Standards and Artifacts. 

Joint project with Vulcan FHIR 
accelerator to deliver an 
electronic exchange standard 
for the ICH M11.

01

02

03

04

05

CDISC M2/M11 engagement

* CDISC Europe Interchange, 26-27 April, Panagiotis Telonis, EMA



DDF USDM Model Information Graphic
PUBLIC



Insights: translate SoA to timelines
§ Logical representation
§ Account for most footnotes

§ Timing within an encounter
§ Conditional assessments

§ Allowing for 
§ sub-timelines
§ Cycles
§ Unscheduled 

/ provisional visits



Insights: map to SDTM TS

§Variable mapping
§Grouping + 

Sequencing
§Medications
§Objectives/endpoints
§…

§Coding
§ Indications
§ Identifiers
§…



Summary/Conclusions

§DDF and corresponding USDM RA are game-changing especially with 
the introduction of M11

§Although still improving and in development, USDM can already be 
used for covering most of the study design. 

§ Implementation guide and education on how to implement USDM is 
in progress.

§Most importantly: USDM is the basis for end-to-end automation! 



More information

§Contact
§ B.Snoeijer@clinline.eu
§ bsnoeijer@cdisc.org

§WWW.ClinLine.eu

§Presentations / webinars
§ CDISC DDF webinar 14 September
§ PHUSE SDE Copenhagen 10 October
§ CDISC US Interchange 18-19 October
§ PHUSE EU Connect 5-8 November 

§ Hands-on Workshop 05 November
§ Dedicated session 07 November

§ ClinLine 30-minute Break&Learn
webinar
§ 06 December: breaking down the

silos using the digital data flow
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