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Similar content handled in isolated IT solutions….

…. leads to re-creation of content resulting in 
double work, heavy need for QC and lack of 

alignment

Why OpenStudyBuilder? 

*SoA = Schedule of Activities
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What is OpenStudyBuilder?

• A new and digital approach to study specifications

• An OpenSource project

• Aligned with TransCelerate’s Digital Data Flow initiative

• Based on the CDISC standards 

• Allowing for governance of internal and external standards

• Facilitating automation

Link: Visit the OpenStudyBuilder GitHub Repository for more info

+

OpenSource project

https://gitlab.com/Novo-Nordisk/nn-public/openstudybuilder/project-description
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Where would you use metadata in 
clinical trials?

Please download and install the Slido 
app on all computers you use

ⓘ Start presenting to display the poll results on this slide.
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How OpenStudyBuilder enables a Digital Data Flow.....

Schedule 
of Activites 

(SoA)

Study 

Criteria

One source of truth !!!!

Study 

Interventions

Study

Outcome
Study 

Design
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OpenStudyBuilder Components

STUDIES

TITLE CRITERIA

REGISTRY IDENTIFERS INTERVENTIONS

STRUCTURE PURPOSE

POPULATION ACTVITIES

LIBRARY

CONTROLLED TERMINOLOGY MEDICAL DICTIONARIES (e.g., 
MedDRA)

CONCEPTS (ACTIVITIES, UNITS, 
CRFs, COMPOUNDS)

SYNTAX TEMPLATES

DATA EXCHANGE STANDARDS

REPORTS

DASHBOARDS OF 
ACTIVITIES/ASSESSMENTS

STUDY COMPARE REPORT

OVERVIEW OF STUDY CRITERIA, ENDPOINTS & OBJECTIVES
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OpenStudyBuilder             Protocol  

• One-way connection (from OpenStudyBuilder 
to Word)*

• Styles ensure proper formatting in Word

The integration from OpenStudyBuilder to protocol…

* Any updates to the study specification should ALWAYS be done in OpenStudyBuilder, to ensure it served as the source of truth
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OpenStudyBuilder – Schedule of Activities (SoA)
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Schedule of Activities (SoA) at multiple levels

Protocol SoA

• For the high level SoA in 
protocol

• Main purpose is for the 
investigator and site staff to 
get an overview

Detailed SoA

• Specifying the semantic data 
observations to be collected 
in the study – but not specific 
to representation in ADaM, 
SDTM or data collection

• This information will be 
included in different parts of 
the protocol

Operational SoA

• The data specification to 
support external data 
transfers

• Correspond to NN existing 
legacy BCs 

• Will also relate to specific 
ADaM PARAM/PARAMCD

Data Capture / Collection 
Specification

• How data is to be collected in 
the study and when

• What is pre-set, what is 
collected and how
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The detailed SoA describe 
scheduling of the specific 

Activities and their grouping 
for the study

Each level in the Activity 
hierarchy can be selected for 
display in the “Protocol SoA”
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Structured content including SoA will be transferred to the 
content controls Word based Protocol Template



Novo Nordisk®13

Selection is made to specific 
Activity Instance level

With reference to our legacy BC 
identifier and ADaM Param Code
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Operational SoA supporting laboratory data specification

”Traditional” Excel based data transfer 
specifications

Digitalized data transfer specifications 
automatically created from 
OpenStudyBuilder SoA L3
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Are you working on something 
similar in your company?

Please download and install the Slido 
app on all computers you use

ⓘ Start presenting to display the poll results on this slide.
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L4 SoA (work in progress) - Concept: CRFs

Annotated CRF 
following MSG 2.0 

standard

Templates used to 
defined multiple CRF 

version

ODM.xml with
vendor extensions (or 

CSV)

PDF format
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Biomedical Concepts drive Digital Data Flow

Connect to Flow - define once & use many

• Protocol definition

• CRF utilization

• EDC specification

• SDTM definition

• ADAM definition
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Transitioning from a sequential to a parallel work flow

•  Digitized Processes Over Manual Processes

Protocol SoA CRFs EDC SDTM/SCE TLF/CTR

Protocol

Study Definitions

Sponsor Standards

Industry Standards

Open
Study

Builder CRFs

EDC

SDTM/SCE

TLF/CTR

Time FPFV

Work in Progress, draft available

Work in Progress

Production (protocol parts)
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Enable Parallelization

• Project Homepage: https://openstudybuilder.com/ 

• Newsletter: https://www.linkedin.com/newsletters/openstudybuilder-
6990328054849916928/ 

• YouTube Demonstration (30’): https://youtu.be/dL5CY0BwfEs 

• GitLab (Solution, Description): https://gitlab.com/Novo-Nordisk/nn-
public/openstudybuilder 

• Slack: https://join.slack.com/t/openstudybuilder/shared_invite/zt-
19mtauzic-Jvrhtmy7hGstgyiIvB1Wsw 

• E-Mail: openstudybuilder@gmail.com 

Sandbox:

• Mail openstudybuilder@neotechnology.com – Subject “Request Sandbox 
access”

• Note: when add/modify/delete, you mail might be exposed in the version 
history

https://openstudybuilder.com/
https://www.linkedin.com/newsletters/openstudybuilder-6990328054849916928/
https://www.linkedin.com/newsletters/openstudybuilder-6990328054849916928/
https://youtu.be/dL5CY0BwfEs
https://gitlab.com/Novo-Nordisk/nn-public/openstudybuilder
https://gitlab.com/Novo-Nordisk/nn-public/openstudybuilder
https://join.slack.com/t/openstudybuilder/shared_invite/zt-19mtauzic-Jvrhtmy7hGstgyiIvB1Wsw
https://join.slack.com/t/openstudybuilder/shared_invite/zt-19mtauzic-Jvrhtmy7hGstgyiIvB1Wsw
mailto:openstudybuilder@gmail.com
mailto:openstudybuilder@neotechnology.com

	Slide 1:   Digitalizing the study setup process from Protocol to Data Collection Specifications using   OpenStudyBuilder          
	Slide 2: ONE study journey
	Slide 3: Why OpenStudyBuilder? 
	Slide 4: What is OpenStudyBuilder?
	Slide 5
	Slide 6: How OpenStudyBuilder enables a Digital Data Flow.....
	Slide 7: OpenStudyBuilder Components
	Slide 8
	Slide 9
	Slide 10: Schedule of Activities (SoA) at multiple levels
	Slide 11
	Slide 12
	Slide 13
	Slide 14: Operational SoA supporting laboratory data specification
	Slide 15
	Slide 16: L4 SoA (work in progress) - Concept: CRFs
	Slide 17: Biomedical Concepts drive Digital Data Flow
	Slide 18: Transitioning from a sequential to a parallel work flow
	Slide 19: Enable Parallelization

