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What is OpenStudyBuilder?

OpenStudyBuilder* is a next generation end-to-end clinical data
standards and study specification solution, enabling clinical study data
solutions to use linked metadata for higher degree of automation,
limiting manual document driven work processes, enabling a Digital
Data Flow approach.

Core Components of OpenStudyBuilder:

❖ The OpenStudyBuilder application (web-based user interface)

❖ The clinical Metadata Repository and Study Definition Repository
- MDR & SDR (central storage)

❖ The API layer (enabling interoperability with other systems)

*CDISC 360i core component
Implement TransCelerate DDF

Today
OpenStudyBuilder is used to ...

... manage structured study protocol 
elements, enabling downstream 
support 

(Word Protocol, ICH M11, USDM, 
Trial Registration, pre-define.xml)

OpenStudyBuilder will additionally be 
used to ...

... manage industry standards with 
extensions and enrichments, including 
protocol standards

... manage CRF library, enabling EDC 
automation

Tomorrow

The Future

OpenStudyBuilder will furthermore evolve to ...

... manage CRF library to drive EDC automation

... manage mapping specification, enabling automated data transformation

... a plug-and-play ecosystem where modular functionalities integrate seamlessly with 
other solutions through standards-driven data flows
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OpenStudyBuilder Components
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STUDIES
TITLE CRITERIA

REGISTRY IDENTIFERS INTERVENTIONS

STRUCTURE PURPOSE

POPULATION ACTVITIES

LIBRARY
CONTROLLED TERMINOLOGY MEDICAL DICTIONARIES (e.g., 

SNOMED, UCUM, MED-RT)

CONCEPTS (ACTIVITIES, 
UNITS, CRFs, COMPOUNDS)

SYNTAX TEMPLATES

DATA EXCHANGE STANDARDS
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Connectivity is key!
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Project Homepage

https://openstudybuilder.com/

https://openstudybuilder.com/


OpenStudyBuilder Links

https://openstudybuilder.com/status/

https://openstudybuilder.com/status/
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Getting along
• Support
• Documentation
• OpenStudyBuilder Q&A sessions
• Slack & Mail
• Commercial support options of vendors

• Share
• Documentation, Feedback, Ideas
• Enhancements, connected tools
• Biomedical Concepts discussions & additions
• Remark: no direct contribution in repository
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OpenStudyBuilder – What‘s in?
What do I get?

APIApplication

Documentation
- Project Homepage
- Tool documentation
- GitLab documentation

- Database design
- Architecture design
- Instructions

DB Browser Neo4j dashboards

Scripts

Neo4j database
- Including example data
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Sandbox

• OpenStudyBuilder App
https://openstudybuilder.northeurope.cloudapp.azure.com/  

• Documentation 
https://openstudybuilder.northeurope.cloudapp.azure.com/doc/  

• API
https://openstudybuilder.northeurope.cloudapp.azure.com/api/docs/  

• NeoDash
https://openstudybuilder.northeurope.cloudapp.azure.com/neodash/  

• (DB Browser)
https://openstudybuilder.northeurope.cloudapp.azure.com/browser/  

• (Bloom)
https://openstudybuilder.northeurope.cloudapp.azure.com/bloom/  
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Questions!


