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“DDF in Action”: Sponsor Presentations

• Eli Lilly:

The Digital Schedule of Activities

• Roche:

How can we unlock the power of data and technology to 

transform study design and protocol generation? 

• Novo Nordisk:

Adoption of Digital Data Flow



“DDF in Action” Posters
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Novo Nordisk: Copenhagen J&J: New Jersey

• EZ Research Solutions:
The power of seamless innovation (USDM, AI, 

Automation and Collaboration)

• NNIT: 
FHIR and USDM in action

• Novo Nordisk: 
OpenStudyBuilder: A USDM compatible SDR solution

• Nurocor:
Nurocor Clinical Platform: Making DDF a reality today

• Tata Consultancy Services (TCS): 
AI Enabled Trial Design Dataset Automation

• Sycamore Informatics: 
Sycamore Clinical Trials Data Platform

• PFMD and CTDN: 
Applying USDM resources to Protocol Eligibility Criteria 
also supports clinical trial matching, patient and site 

enrollment and inclusiveness use cases​

• Contentrules and Futurpositif: 
USDM enables content reuse from the study protocol

• TransCelerate: 
Study Definitions Repository (SDR)

• data4knowledge: 
One model USDM at the Center

• EQTY Lifesciences and ClinLine: 
Utilizing USDM to unlock real world data potential

• Novo Nordisk: 
OpenStudyBuilder: A USDM compatible SDR solution

• Nurocor: 
Nurocor Clinical Platform: Making DDF a reality today

• Sycamore Informatics: 
Sycamore Clinical Trials Data Platform

• TransCelerate: 
Study Definitions Repository (SDR)
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Sponsor

• M11 ‘.docx’ → USDM → FHIR
• Try and make it easy, “a few clicks”
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PRISM M11 Use Case
(PrecisionFDA Regulatory Information Service Module)

FHIR M11 Message / Profile

Business Layer
M11 Pro to col Template and Techn ical Specification

Syste m / Da tabase Layer
Unified Study Definitions Model 

Communication Layer
FHIR M11 message / pro fi le (JSON or XML)

FHIR M11 Message / Profile

M11 Templat e

Unified Study  Definitions Model

FHIR  M11 Mes sage / Pr ofile

Das hboards

M11 Prot ocol

Unified Study  Definitions Model

FHIR  M11 Mes sage / Pr ofile

Das hboardsM11 Prot ocol

Unified Study  Definitions Model

FHIR  M11 Mes sage / Pr ofile

Das hboards

Sponsors

M11 Protocols

FDA

• FHIR → USDM → M11 Presentation
• Dashboards, what is possible?



Removing Silos
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Raw Data

SDTM Data

Data Capture

aCRF

define.xml

data
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Thank You

dih@data4knowledge.dk

Dave Iberson-Hurst

mailto:dih@data4knowledge.dk
https://www.linkedin.com/in/daveibersonhurst/
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