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Agenda

1. Digital Data Flow Overview and How AI Can Accelerate the 
Work

2. Summary of the AI Protocol Challenge and Lessons Learned

3. Faro demonstration

4. Zifo Presentation

5. Q&A
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You will remain on mute
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Submit questions at any time via the 
Q&A section on your Teams app



Housekeeping
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Audio Issues?

First, close and restart your Teams App
Second, check your local internet connection strength
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Webinar Recording

A recording of this webinar and a PDF of the slides will 
be available in the Public Webinar Archive on the CDISC 

website. 
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Digital Data Flow Overview
How AI and Standards Can Partner to Enable 
Study Design 

William Illis

Novartis &  TransCelerate
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Clinical Study Protocols
Broken...



Why Digital Data Flow? – The Vision
Break the Document Paradigm

From document-first To data-first
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Logical Model
The UML logical model (a class diagram) 
that provides the basis for the USDM 
standard.

CDISC Controlled Terminology
Provides further semantics, complementing the UML model. 
Includes the definition of classes, attributes, and value sets

API Specification
Provides the means to exchange a 

single study between machines 
using a JSON API Implementation Guide

Guidance on using the USDM 
model and ensuring 

conformance with the standard

Examples

CORE Rules
Specification of the 
rules that define 
USDM compliance

Example protocols implemented in the USDM 
with associated JSON files and visualisations

The USDM
Standard
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Introduce mechanisms for 
Industry adoption
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Enablement Adoption Realization

Digital Data Flow Progress and Plans

Introduce clinical trial 
protocol standards

2025

2026

Introduce reference 
implementations for end-to-

end digitization

Setup a long-term 
sustainable governance 
model for USDM & DDF

USDM 4.0
Use Case Library

Solution Collaboration 
Forum and Showcase 

Webinar Series & Challenge 
Events

Study Definition Repository

USDM Extensions Registry

”

Design, Goals & Capabilities

USDM Governance Group
DDF Advisory Board 

Executable Conformance Rules

Model Updates USDM 4.1

Use Case Handbooks

More Adoption
Stories

Adoption Stories



Better Data, Better AI
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Unstructured, free text
Inconsistent naming

One-off interpretations
Missing information

 Plausible Inferences
 AI Assistants
 Helpful, sometimes 

impressive
 Limited, sometimes wrong
 Incremental gains

Structured objects
Defined relationships

Controlled terminology
Machine readable

 Trusted outcomes that 
can be explained and 
defended

 Improved performance, 
accuracy and reliability

 Transformational gains



Using AI to Produce USDM Protocol Outputs
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+

{
"protocolDefinition": {
"id": "PROT-123",
"studyTitle": "A Phase 2 Study of X in 

Patients with Y",
"epochs": [
{
"id": "Screening",
"type": "Screening"

},
{
"id": "Treatment",
"type": "Treatment"

}
],
"scheduleOfActivities": {
"timepoints": [
{ "id": "V1", "description": "Day 1" },
{ "id": "V2", "description": "Week 4" }

],
"activities": [
{ "id": "ACT1", "name": "Vital Signs" },
{ "id": "ACT2", "name": "Blood Draw" }

],
"scheduledActivityInstances": [
{ "timepoint": "V1", "activity": "ACT1" 

},
{ "timepoint": "V1", "activity": "ACT2" }

]
}

}
}

{
"protocolDefinition": {
"id": "PROT-123",
"studyTitle": "A Phase 2 Study of X in 

Patients with Y",
"epochs": [
{
"id": "Screening",
"type": "Screening"

},
{
"id": "Treatment",
"type": "Treatment"

}
],
"scheduleOfActivities": {
"timepoints": [
{ "id": "V1", "description": "Day 1" },
{ "id": "V2", "description": "Week 4" }

],
"activities": [
{ "id": "ACT1", "name": "Vital Signs" },
{ "id": "ACT2", "name": "Blood Draw" }

],
"scheduledActivityInstances": [
{ "timepoint": "V1", "activity": "ACT1" 

},
{ "timepoint": "V1", "activity": "ACT2" }

]
}

}
}



USDM + AI:  Study Design and Execution Examples
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SoA
Optimization

SoA
Optimization

Amendment ImpactAmendment Impact

Downstream
Config

Downstream
Config

+

 Analyze activity density per visit
 Flag high-burden visits
 Make visit consolidation 

recommendations

 Analyze activity density per visit
 Flag high-burden visits
 Make visit consolidation 

recommendations

 Identify affected activities 
changed visits, impacted cohorts

 Generate site-specific change 
lists, updated ICF language

 Identify affected activities 
changed visits, impacted cohorts

 Generate site-specific change 
lists, updated ICF language

 Translate USDM activities 
→ EDC forms, eCOA screens

 Map USDM visits → EDC visit 
structure

 Alignment, Auto-configuration
 Self-assembling SDTM, ADaM, 

TFL’s

 Translate USDM activities 
→ EDC forms, eCOA screens

 Map USDM visits → EDC visit 
structure

 Alignment, Auto-configuration
 Self-assembling SDTM, ADaM, 

TFL’s



CDISC Standards Provide Data That Is AI Ready
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Without USDM AI guesses

With USDM AI understands
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• Global call to apply AI/ML + CDISC standards

• Focused on implementation, not theory

• Designed to test how AI can accelerate a digital data 
flow, starting with USDM

Why the CDISC AI Innovation 
Challenge?



• Three targeted use cases:
• Digital Protocols (USDM)
• Biomedical Concepts
• Semantic Traceability

• 22 submissions from 40+ organizations

• Mix of commercial, hybrid, and open approaches

Challenge Scope & Focus



We didn’t ask for these 
themes — they 
surfaced independently 
across solutions.• Solutions were closer to production than expected

• Standards worked best when they were structured 
and executable

• AI helped with scale, linkage, and interpretation

• Trust, validation, and explainability mattered more 
than novelty

What emerged across solutions?



Winners:
• Faro Health
• Zifo RnD Solutions

PROBLEM
Study design is manual, error 
prone, and time consuming 
and creates limited access to 
legacy study information

SOLUTION
USDM-centric digital library 
of legacy study definitions

CHALLENGE
Demonstrate AI extraction of 
legacy study information in 
USDM and interface for 
searching and downloading 
content

• Most popular use

• AI used to:
• Extract legacy protocols into USDM
• Enable search, reuse, comparison
• Support downstream automation

• Demonstrated value beyond a digital document

Use Case 1: 
Key Results



• Standards are no longer passive – They are AI 
enablers 

• Digital protocols are the natural starting point for AI 

• AI + standards enable end-to-end traceability (not just 
speed) 

• Open and standards-aligned approaches drive trust 
and adoption 

• AI can accelerate standards development (not just use 
them) 

• The challenge validated 360i as an execution strategy

What We Learned



AI doesn’t replace 
standards — it 
amplifies them. 
And standards 
don’t limit 
innovation — they 
make it scalable.”



When study design 
is structured, 
everything 
downstream 
becomes possible.



• Next: live demonstrations from Use Case 1 winners

• Focus on:
• How AI works with USDM
• What’s production-ready today
• Where value shows up in real workflows

From Insight to Implementation



Upcoming Events
FormatDate / Time2026 Events

In-Person Event22-26 March 2026PHUSE US Connect 2026

Learn more: PHUSE US Connect 2026 - Austin, Texas

Webinar23 April 2026
9:00 – 10:00 AM ET

Webinar: TransCelerate DDF Solution Showcase
Learn more: View past solution showcases 

In-Person Event5 – 8 May 2026European Medical Writers Association

Learn more: EMWA 2026 Conference – Barcelona, Spain

In-Person Event13 May 2026Digital Data Flow Mission Possible – India
Registration link coming soon…

In-Person Event20 -21 May 20262026 CDISC Europe Interchange

Learn more: 2026 Europe Interchange – Milan, Italy 

In-Person Event14 – 18 June 2026DIA – 2026 Global Annual Meeting

Learn more: DIA Global 2026 - Philadelphia, PA

In-Person EventFall 2026Digital Data Flow In-Person Event – United States & Europe 
Registration link coming soon… 
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Audience Questions



CDISC Resources



Information available at: 
https://www.cdisc.org/education

CDISC Education 
Training Courses



Free CDISC Courses

http://learnstore.cdisc.org
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CDISC MEMBERSHIP

Already a Member?

Thank you! It is our members’ 
support which enables us to 
develop standards, keeping it 
free and accessible to all.

Become a Member!

Join nearly 500 member 
organizations that contribute 
to bringing clarity to data.

cdisc.org/contact



Why Become a Member?

o To ensure the CDISC standards remain open and 
free

o To support CDISC in the development and 
maintenance of global standards

o To work with the CDISC community and be a voice 
in the development of clinical research standards

o To impact the development of regulatory 
requirements for submissions

o To access members only resources and benefits

o To gain visibility in the marketplace
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Thank You!


