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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
authors and do not necessarily reflect the official policy or position of 
CDISC/Novo Nordisk A/S.
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• The authors have no real or apparent conflicts of interest to report.



Agenda

1. Past, Present and Future

2. Adopting CDISC CORE

3. Adapting and Extending CDISC CORE

4. Reflections



Past, Present and Future



SDTM Validation 

62024 Europe CDISC+TMF Interchange | #ClearDataClearImpact

20242017 2021



The Complete Automation Flow
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The Optimal Validation Engine
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Adopting CDISC CORE



Plans for Using CORE
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• Automated validation
• Use during conduct of clinical studies

• Use to detect issues in studies faster

• Manually initiated validation
• Use to check submission data

• Use for ad hoc checks



Automated Validation
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• Non-programmers should be able to execute CORE using a simple 
interface:
• Selection of study and execution settings

• Independent of commercial software

Manually Initiated Validation
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Adapting CDISC CORE



Applying a Trifecta of Validation Rules
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• Import CORE JSON files to a document database:
• Stores data in JSON-like format

• Designed with built-in flexibility

• With tools for querying and aggregating data

• Vision:
• See issue occurrence in a study over time

• Detect trends across studies 

• Detect trends across datasets

• Optimise standard programs in SDTM Generation Framework

Collecting CORE Output Across Studies
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Visualisation 
of Issues



Issue Trends Within a Study
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Issue Trends Across Studies

182024 Europe CDISC+TMF Interchange | #ClearDataClearImpact



Reflections



Data Validation as an Integral Part of Study Conduct
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• Expand guidance for CLI:
• More execution examples

• Overview of implemented features and features pending implementation

• Make guidance friendly to non-programmers

• Focus on user-friendliness of CLI:
• Meaningful error messages in commonly occurring scenarios, e.g. missing input parameter

• Add option of tailoring output

• Make it clear that CLI can be used "as is" - no need for sponsors to 
develop their own validation software

• Uptake and alignment across authorities

Increase CORE Adoption Among Sponsors
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• CORE maintenance
• Various IG versions

• Keep up with rules from various authorities

• Manage releases

• Rely on volunteers

• Technical concerns
• IT security

• Open source and GxP compliance

• Risk of evolving into another vendor-dependent 
solution

• Conflicts with P21 findings

Concerns and Considerations
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Thank You!
Addie Nina Olsen aieo@novonordisk.com

Vicky Poulsen vicp@novonordisk.com

Thank you to Tobias Kröpelin (Novo Nordisk A/S), Héctor Ricardo Murrieta Bello (Novo Nordisk A/S) and 
Johannes Brännström (MongoDB) for help with document database experiments
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