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Agenda
08:45 ȿ09:00 Coffee and welcome
09:00 ȿ11:00 Shared Introduction
11:00 ȿ12:00 Break -out part 1
12:00 ȿ13:00 Lunch
13:00 ȿ14:00 Break -out part 2
14:00 ȿ16:00 Sharing and discussion in plenum
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Agenda

ü Introduction 

ü OSB status with CRF & SoA for EDC & plans

ü EvidentIQ ODM.xml integration (Marvin EDC)

ü Oracle ClinicalOne API integration & EvidentIQ 
ePRO API integration

ü Veeva EDC integration via SDS files, future API 
integration

ü CDISC, The potential future of API standards
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Introduction
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What is the OpenStudyBuilder?ɍ 

A NEW APPROACH TO STUDY SPECIFICATION
ÅCompliance with external and internal standards
ÅFacilitates automation and content reuse
ÅEnsures a higher degree of end -to -end consistency 
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3 ELEMENTS OF OpenStudyBuilder
ÅClinical Metadata and Study Definition Repository

(central repository for all study specification data)

ÅOpenStudyBuilder application / Web UI

ÅAPI layer 
(allowing interoperability with other applications)
(DDF API Adaptor ȿ enabling DDF SDR Compatibility)

clinical MDR
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OpenStudyBuilder Components
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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)

SYNTAX TEMPLATES

DATA EXCHANGE STANDARDS
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Goal of OpenStudyBuilder

Metadata driven 
End-2-End Automation!
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Protocol SoA CRFs EDC SDTM/SCE TLF/CTR
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Connectivity is key!
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Connectivity is key!
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API

& 

DDF 
API

Standards &
Study Definitions

Protocol
Case Report Forms

Controlled Terminology
Dictionaries

Schedule of Activities
Χ

OpenStudyBuilder Application

Electronic Data Capture

Protocol (Word Add -In coming as open -source)

Scripts, CTMS, other MDR, SCE, TLF Builder  ɍ

ṉ

(ṉ)
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Protocol Generation
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Structured content including SoA will be transferred to 
the content controls Word based Protocol Template
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CRF Standards & Metadata
Manage 

Standard & Study CRF

EDC Setup, Test, 
Execution

Including rules, checks
Support vendor extensions Finetuning, Layout

ɍ


