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Disclaimer and Disclosures

The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the position of any company.



      
1. The OpenStudyBuilder as a Metadata Repository

2. What is the DDF - USDM

3. The USDM in the OpenStudyBuilder

4. Export and import...

5. Integration of the ICH – M11 Template

3



The OpenStudyBuilder as a 
Metadata Repository
How do we create an electronic version of 
the Protocol?
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clinical MDR

What is the OpenStudyBuilder?...

A NEW APPROACH TO STUDY SPECIFICATION

• Compliance with external and internal standards

• Facilitates automation and content reuse

• Ensures a higher degree of end-to-end consistency
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3 ELEMENTS OF OpenStudyBuilder

• Clinical Metadata and Study Definition Repository
(central repository for all study specification data)

• OpenStudyBuilder application / Web UI

• API layer 
(allowing interoperability with other applications)
(DDF API Adaptor – enabling DDF SDR Compatibility)
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Connectivity is key!​
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How to Specify our Electronic Protocol?​

• In the « Studies »:

• Study title

• Registry Identifiers

• Study Properties

• Study Structure

• Study Population

• Study Criteria

• Study Interventions

• Study Purpose

• Study Activities

• Many data are using the metadata
coming from the Library
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For all terminologies we include the 
option to define the sponsor preferred 

name, in UK spelling, in Title and 
sentence case



What is the
DDF - USDM
TransCelerate is specifying the Digital Data 
Flow Unified  Study Definition Model …
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The USDM in the 
OpenStudyBuilder
A dedicated module enables OpenStudyBuilder to 
convert our metadata into the Unified Study Definition 
Model (USDM) and exposes the result through DDF-
compliant API
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USDM
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DDF USDM API Endpoint

The DDF Adaptor enables:

• Downstream structured content management

• For documents: Protocol, SAP…

• Downstream data consumption

• Clinical & Ops Systems

• EDC/CDMS, CTMS, …

• Upload to DDF-compliant SDR for data sharing
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DDF API specification
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2024 Europe CDISC+TMF Interchange | #ClearDataClearImpact



Novo Nordisk®

DDF API specification
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2024 Europe CDISC+TMF Interchange | #ClearDataClearImpact
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Mapping matrix between OSB and DDF
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Digital Data Flow Adaptor (in the OpenStudyBuilder)​17

DDF Study
Definitions
Repository 

(SDR)

OSB with
USDM API 
endpoint



Export and Import ?
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OpenStudyBuilder as a multisource system
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USDM in the Front-end application
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Some challenges...
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USDM to ICH - M11
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Integration of ICH - M11 Template in 
OpenStudyBuilder:
• Leverages USDM JSON metadata
• Generates HTML version of M11 protocol
• Conversion to PDF document
• Aligns with industry standards
• Enhances efficiency, accuracy, and 

compliance
• Empowers researchers and stakeholders
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A graph database to rule
our Metadata via the 
Biomedical Concept
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Conclusion
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Advancements in Metadata Management

• Successful generation of JSON aligned with USDM

• Highlights the efficacy of OpenStudyBuilder's approach

• Neo4j Graph database orchestrates metadata interconnections

• Planned USDM import function to enhance data integration

• Future focus on integrating M11 display for industry-standard

protocols



Thank You!

You can contact us:​

•  Marius CONJEAUD - marius.conjeaud@neo4j.com

•  Nicolas DE SAINT JORRE - ndjz@novonordisk.com

mailto:maurizio.mazzei@neo4j.com
mailto:ndjz@novonordisk.com
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