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What is the OpenStudyBuilder?… 

A NEW APPROACH TO STUDY SPECIFICATION
• Compliance with external and internal standards
• Facilitates automation and content reuse
• Ensures a higher degree of end-to-end consistency 
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3 ELEMENTS OF OpenStudyBuilder
• Clinical Metadata Repository (clinical MDR)

(central repository for all study specification data)

• OpenStudyBuilder application / Web UI

• API layer 
(allowing interoperability with other applications)
(DDF API Adaptor – enabling DDF SDR Compatibility)

clinical MDR
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STUDIES
TITLE CRITERIA

REGISTRY IDENTIFERS INTERVENTIONS

STRUCTURE PURPOSE

POPULATION ACTVITIES

LIBRARY
CONTROLLED 

TERMINOLOGY
MEDICAL DICTIONARIES 

(e.g., MedDRA)

CONCEPTS (ACTIVITIES, 
UNITS, CRFs, COMPOUNDS)

TEMPLATES

DATA EXCHANGE STANDARDS
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CDASH
CDASHIG

SDTM
SDTMIG

ADaM
ADaMIG

Controlled
Terminology

ODM Define.xml

COSMoS

CDISC

Sponsor 
Library

Dictionaries
SNOMED
MeDDRA
MED-RT

UNII
LOINC
UCUM
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Upstream Study 

Builders

Objectives

Endpoints

Schedule of 

Activities

Documents

Protocol CSR SAP

Downstream Clinical & 

Ops Systems

EDC/CDMS

eTMF

CTMS

IRT

Other…

Study Definitions 

Repository (SDR)

…deployed using CDISC-developed standards:

Unified Study Definitions 

Model (USDM)

API 

Specs

Controlled 

Terminology

Reference Implementation of a novel central 

component to manage data flow (SDR)

Minimum Viable Product (MVP) development underway
April 2022 Anticipated Release Date 

* Solution Providers above have volunteered to participate in MVP development in anticipation of making use of DDF solutions in the future. Additional 

Solution Providers may volunteer in coming weeks/months. TransCelerate does not endorse nor recommend specific vendors or commercial products.

Participating Solution Providers* Participating Solution Providers*

Protocol & Content 

Authoring Tools

The MVP release will focus on enabling flow of study definitions data from study builders 

to Study Definitions Repositories (SDR) to Electronic Data Capture (EDC)/CDMS 

System or Tool 

of Focus for MVP

Potential Future 

System of Focus
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Enable DDF compliant API endpoints 

for down stream data consumption
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3
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Enable upload to 

DDF compliant SDR 

for data sharing

Enable import into 

other DDF compliant 

study builder for data
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Enable import 

from DDF 

compliant SDR 

Enable import from 

DDF compliant 

study builders 

OpenStudyBuilder is 

also a SDR compliant 

system as well as a 

Study Builder app

Enable DDF compliant API 

endpoints for down stream 

structured content management

1
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What is StudyBuilder in Digital Data Flow Context
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DDF := Foundation for cross company digitalisation tools 
for clinical study data handling

OpenStudyBuilder  :=  StudyBuilder@NN  :=  DDF @NN

NN cannot implement tools supporting digitalisation in 
clinical study data handling alone!
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SDTM: study data tabulation model, 
ADAM: analysis data model, 

TFL: tables, figures and listings, 
EDC: electronic data capturing 

Vision

Design centrally for
multiple purposes

Other Industry 
Standards

(SNOMED, MedDRA, etc)

DDF
API

Adaptor
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OpenStudyBuilder in DDF Context
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DDF Context - OpenStudyBuilder (novo-nordisk.gitlab.io)

https://novo-nordisk.gitlab.io/nn-public/openstudybuilder/project-description/info_ddf/
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Reflections on Change Management:

• Think Change Management in EARLY!!  Creative CM 
solutions required in our situation moved to Agile 
methodology during development.  CM framework still 
not fully landed. 

• Communication:  What DDF/StudyBuilder does and the 
benefits it brings communicated in layman terminology 
can be challenging.  Recommend to make 5 -7 one liners 
and use consistently

• We’re noticing impact of Transcelerate DDF – more 
vendors/CRO’s are talking about DDF and are eager to 
collaborate
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