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• Disclosure of financial relationship or conflict of interest relevant to this 
presentation:

• Dave Iberson-Hurst is Product Owner of CDISC USDM



From abstract

To make the USDM vision tangible, we will demonstrate 

1. Create a digital study protocol including the study design and the schedule of assessments (SoA) 

2. Drive data capture artefacts from the SoA

3. Load data: bulk loads, human entered and from EHR sources (FHIR)

4. Demonstrate the automated generation of SDTM

5. Show how submission ready artefacts (aCRFs and define.xml) can be generated

6. Touch upon how data anonymisation to allow for data sharing (FAIR data) can be accommodated



Agenda

1. Introduction to e2e study data automation and demonstration

2. The demonstration  - video

3. Summary



Background

• Input
• Using CDISC Pilot study protocol and data

• Study metadata excel example of that study developed as part of CDISC DDF

• Built upon the prototype tooling Dave has made as part of the CDISC DDF

• Prototype
• Using USDM, BC and extending that model to facilitate automation

• Work in progress
• Due to time limitations, we have not covered all aspects listed in the abstract

• Will extend over the coming months through a set of webinars to show the progress
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Paper protocol into USDM electronic representation*
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Source: CDISC Pilot Study(H2Q-MC-LZZT(c))

Study Design SoA

* Developed as part of 

the CDISC DDF project



USDM behind the scenes*
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Extending USDM with DataContract
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Requesting data from Data Provider
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Please deliver the following data

 - When returning, include the Data Contract 

URI



Adding Data – bulk load of LB and VS data
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Tabulating data in RAW and SDTM – query the data!
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Tabulating data in RAW and SDTM – query the data!
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Relating BCs to domains

Adding metadata from USDM – 

puts context to URI 



Collecting in eCRF – human entered data
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Update data in RAW and SDTM 
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Video

Demonstrating the experiement



Video  
- Demonstrating e2e study data automation using extended USDM model
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Video  
- CRF flow driven by USDM
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Video  
- CRF flow driven by USDM
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Video  
- Experimenting with protocol editing
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Video  
-
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Summary



Summary

✓ Created a digital study protocol including the study design and the 

schedule of assessments (SoA)

✓ Made data contract: Drive data capture artefacts from the SoA 

✓ Loaded DM, VS and LB as bulk load

✓ Showed human entered via small CRF (could also be from EHR sources 

(FHIR)) https://d4k.dk/2022/03/03/into-the-fire-linking-cdisc-fhir/

✓ SDTM query: Demonstrated the automated generation of SDTM
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https://d4k.dk/2022/03/03/into-the-fire-linking-cdisc-fhir/


If we had more time...

• Show how submission ready artefacts (aCRFs and define.xml) can be generated

• Touch upon how data anonymisation to allow for data sharing (FAIR data) can be 

accommodated

• Information on BC/BC Properties

• dataSharing:true/false
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Thank You!

Dave Iberson-Hurst (dih@data4knowledge.dk)

Johannes Ulander (ju@data4knowledge.dk)

Kirsten Walther Langendorf (kwl@data4knowledge.dk)

info@data4knowledge.dk

www.d4k.dk

http://www.d4k.dk/


EPOCH not part of data – from the protocol
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