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What is the OpenStudyBuilder … 

The OpenStudyBuilder is the new approach to study 
specification that will:
• Ensure a higher degree of end-to-end consistency 
• Have built-in compliance with external 

and internal standards
• Facilitate more automation and content reuse
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The OpenStudyBuilder comprises three elements:

• Clinical Metadata Repository (clinical MDR)
(central repository for all study specification data)

• OpenStudyBuilder application
(web-based user interface)

• API layer 
(allowing interoperability with other applications)
(DDF API Adaptor – enabling DDF SDR Compatibility)
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The StudyBuilder includes:
• A Studies part for specification of studies 

(incl. disease area and study type, objectives and 
endpoints, population and eligibility criteria, study 
compounds and other interventions, study design, arms 
and visits, schedule of activities and associated procedure 
and assessment instructions)

• A Library part for maintenance of terminology standards 
(incl. CDISC controlled terminology, relevant parts of 
external dictionaries for medical terms, pharmacological 
classes, units, a detailed compound library, a granulated 
library of activity terms) as well as syntax templates for 
cross-study and cross-project harmonisation)

• An underlying knowledge database
(enabling complex queries and visualisations for 
aggregation of information and showing how things are 
connected end-to-end)

15 Sep 2022 Introduction to StudyBuilder3



Novo Nordisk®

Demo Library Part
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Demo SDTM Study Design datasets
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Novo Nordisk®Demo of the Word add-in - design

StudyBuilder ribbon
(Word add-in)

Protocol

✓ One-way 
connection

✓ Code recognizes the 
document type

✓ User-friendly ribbon 
and ‘fly-out’ in Word

✓ Styles ensure proper 
formatting in Word
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✓ Managing industry and sponsor standards
✓ Supporting down-stream usage

Watch also the other videos:
• OpenStudyBuilder as a DDF compatible SDR solution
• OpenStudyBuilder and EDC Integrations

Visit our GitLab site for more information:
https://novo-nordisk.gitlab.io/nn-public/openstudybuilder/project-description/
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