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01- CDISC Open Source Alliance

Slack (invite Link)
« E-Mail: openstudybuilder@gmail.com

« OpenStudyBuilder is an open-source project
for clinical study specifications

 Linkedln Newsletter e Public Sandbox:

* Project |  Mail openstudybuilder@neotechnology.com
Homepage: https.//openstudybuilder.com/ _ Subject "Request Sandbox access’

* |nformation, Guides, References, Events . Note: when add,/mo dify /delete, you mail

* Demonstration Video (YouTube) might be exposed in the version history
- GitlLab Source Code



https://www.linkedin.com/newsletters/openstudybuilder-6990328054849916928/
https://openstudybuilder.com/
https://youtu.be/dL5CY0BwfEs
https://gitlab.com/Novo-Nordisk/nn-public/openstudybuilder/OpenStudyBuilder-Solution/-/tree/main/data-import
https://join.slack.com/t/openstudybuilder/shared_invite/zt-19mtauzic-Jvrhtmy7hGstgyiIvB1Wsw
mailto:openstudybuilder@gmail.com
mailto:openstudybuilder@neotechnology.com
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Metadata Repository... As MDR

Sponsor Industry Standards
Study Sponsor Standards
MDR Study Definitions

3 L

. Select
Design Concept Based
Study Standards

Define

Study

" Protocol
YA Specify:
‘.‘& Outline - [dentifiers

- Title
- Standard Versions

Specify Select & Configure:
- Study Arms - Objectives

- Epochs - Endpoints

- Elements - Activities

- Interventions - Assessments
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MDR and the Library
with external tools!

Any DDF
Compatible
System
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Welcome to the StudyBuilder application

Study Specification made easy

ST

UILDER

Build Comply Reuse Get insights Integrate
your study in a with standards specification elements via user-defined with other systems

consistent way including CDISC across studies dashboards via open API

LICENSE
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More after this presentation! See Slide #4

- How to get the “software”?
« Local / Server installation from the source code
« Inthe Sandbox environment
 Via a dedicated hosted instance managed by Neo4j ($%)

 WhatdoI get?
« Application + API + Neo4j database + NeoDash dashboards + Documentation portal
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