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OpenStudyBuilder?
What's that?
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OpenStudyBuilder

3 Elements of OpenStudyBuilder

e Clinical Metadata and Study Definition Repository
(central repository)

e OpenStudyBuilder application
(User Interface)
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OpenStudyBuilder
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OpenStudyBuilder

- Open Source tool developed and maintained by Novo Nordisk

- Highly linked to standards & initiatives
- CDISC Standards

- Member of CDISC Open Source Alliance (COSA)
- TransCelerate DDF implementation

- Looking for collaborators
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A graph ? Why ?
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Study Activities (CDISC DEV-0) ®

Study Activities Detailed SoA SoA footnotes Protocol SoA Activity Instructions

 comson 0-0000

Epoch Screening Treatment Follow-up

V1|:| VZD VBD V4D VSD VGD V7D VQD V10D V11D VSD

Visit

Study week -2 1 2 3 4 5 6 7 9 27 6

Activities Window -13/+0 +0 +1 +1 +1 +1 +1 1 1 +1 +0/+35

v SUBJECT RELATED INFORMATION ®
> Randomisation @®
> End of Study D
v Body Measurements N
v LD Body Measurements @®

O weight [\ © © O © © O & O © © ©

O Heighe ® ¢ O O € O O ©® o0 o o0 ©
> Eligibility Criteria ®
> EFFICACY ®

> SAFETY N



Congrats ! It's a graph | @
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Next, add a pinch
of versioning...
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Objects actually cover multiple nodes -
CDISC Term

Value 1

simplexvirus

Value 2 These change

. Herpes .
This never changes C112419 simplo virus over time

Value 3

Simplex virus



Game : pick the right version
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Game : pick the right version
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Where do | go from here



OpenStudyBuilder - Get Started

Project homepage (OpenStudyBuilder.com)
- Info= Resources

- Demonstration video

- Newsletter available in LinkedIn

- Slack & E-Mail

- Source available in GitLab
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http://openstudybuilder.com

OpenStudyBuilder - Get Started

Access Public

Sandbox
Dedicated Hosted

Environment

Local/Server
Installation




OpenStudyBuilder - Get Started

/I| Documentation
- Project Homepage
- Tool documentation
- GitLab documentation
- Database design

- Architecture design
- Instructions

Neo4j database
- Including example data

DB Browser Neo4j dashboard
Scripts e = P ad
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S ai °o® PRI
o ShE




OpenStudyBuilder is customizable...
and Neo4j can help you

Library data:
» Controlled Terminology - Sponsor extensions to CDISC standards;
« Other library data imported from CSVs : Activities, Units, ...

Custom mappers:
» Library data - Plug-in your own source of CT or Data Models;
* Map study format - e.g. OSB can output Studies in USDM compliant format;

Extensions:
» The project is open source, so extending functionality is possible.

27 Neo4jInc. All rights reserved 2024



Thank youl!

katja.glass@glacon.eu
marius.conjeaud@neo4j.com



