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Agenda
1. StudyBuilder and CRF builder vision
2. Present vs. Future
3. CRF Export
4. StudyBuilder live demo
5. Data model
6. Graph DB live demo
7. Exercise
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Novo Nordisk ®

OpenStudyBuilder : What is it?
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Novo Nordisk ®

The OpenStudyBuilder vision - What are we looking for?
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Novo Nordisk ®

CRF concept in the Library
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Novo Nordisk ®

Library Study mock -up Advanced automation

ÅRe-create CRF library in Study 
Builder
ÅReplacing Word -based CRF 

standards
ÅCreation of trial specific CRF

ÅCRF export
ÅSupport creation of CRF 

library in ClinSpark

ÅLink CRF to metadata
ÅLink CRF element to 

assessment data model

ÅEnable study mock -up
ÅLink CRF to flowchart and 

protocol
ÅGeneration of CRF
ÅGenerate smart aCRFthat 

depends on chosen version 
of CT and SDTM

ÅSupport EDC set -up
ÅExport files that can be 

imported in various EDC 
systems to automatically 
generate trial CRFs

ÅAutomate test data generation
ÅUse CRF definition to 

generate test data

CRF in Study Builder - Vision



Novo Nordisk ®

OpenStudyBuilder interfaces: we want you!
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Examples :
Å Module to export to your 

format that can be 
imported to EDC

Å Interfaces to specific 
programs



Novo Nordisk ®

CRF now
ÅAny change is fully manual
ÅThere is no linkage to 

metadata
ÅPossibilities to automate 

mock -up creation are very 
limited

ÅChanges of SDTMIG and 
CT requires manual impact 
assessment and 
corrections

ÅHigh risks of wrong 
annotations

8


