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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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OpenStudyBuilder: What is it?
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The OpenStudyBuilder vision - What are we looking for?
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CRF concept in the Library
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Library Study mock-up Advanced automation

• Re-create CRF library in Study 
Builder

• Replacing Word-based CRF 
standards

• Creation of trial specific CRF

• CRF export
• Support creation of CRF 

library in ClinSpark

• Link CRF to metadata
• Link CRF element to 

assessment data model

• Enable study mock-up
• Link CRF to flowchart and 

protocol
• Generation of CRF
• Generate smart aCRF that 

depends on chosen version 
of CT and SDTM

• Support EDC set-up
• Export files that can be 

imported in various EDC 
systems to automatically 
generate trial CRFs

• Automate test data generation
• Use CRF definition to 

generate test data

CRF in Study Builder - Vision
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OpenStudyBuilder interfaces: we want you!
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Examples:
• Module to export to your 

format that can be 
imported to EDC

• Interfaces to specific 
programs
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CRF now
• Any change is fully manual
• There is no linkage to 

metadata
• Possibilities to automate 

mock-up creation are very 
limited

• Changes of SDTMIG and 
CT requires manual impact 
assessment and 
corrections

• High risks of wrong 
annotations
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CRF future
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ODM-XML
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Demo OpenStudyBuilder
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Data model

• The engine to ensure 
compatibility to 
future releases

• Requires vision since 
features will be 
added for years
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The CRF part...
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Graph database

• Using graph 
database 
(Neo4j)

• Efficient 
representation

• Graphical 
linkage 
displayed

• Live demo
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Break
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Demo Graph DB
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Beyond the CRF…

Linkage to clinical metadata
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CRF Library to metadata
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Linking to different versions of standard models
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The SDTM Tree page
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Linking to study metadata – Protocol to CRFs
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Example:
To demonstrate the 
superiority of Drug A 
relative to Drug B on 
Blood Pressure (BP)

StudyAvB

Inclusion

Treatment

Follow-up

End-of-study

Blood Pressure

Vital Signs Group

Systolic BP

Diastolic BP
Unit mmHg

Location

Laterality

Position

CT Anatomical 
Location

CT Laterality

CT Position

Example VS

VSORRES

VSORRESU

VSLOC

VSLAT

VSPOS
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Exercise

• CRF annotations
• FORM
• ITEMGROUP
• ITEM

• SDTM linkage
• Topic variables
• Qualifiers variables

• Exercise
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Discussion about exercise and 
what to bring to plenum
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Comments taken during the Workshop

• Challenge: How can we have ODM as the default EDC format?
• Visit matrix can be defined differently between Vendors... How can we address that?
• A setup for Vendor Extension in the ODM format is needed
• Amendments need to be considered at the level of the CRFs with link with the Protocol
• The ODM definition should allow very specific display options (like using bold in clinical 

questions...) -> This should work with html
• The ODM version 2.0 should be managed by the OpenStudyBuilder – This will allow the 

creation of more complexes Study Definition
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Considerations for MDR-CRFs next steps
12-Jan-2021 New MDR Project26

Strengths
Project
• Integration between Protocol and CRFs makes a lot of sense
• Link between CRF and assessment model enabling for example the 

generation of define.xml was considered very promising

System
• Amendments need to be considered at the level of the CRFs with link 

to the Protocol

Weaknesses
Project
• Formal Biomedical Concept is not established fully

System
• The ODM definition should allow very specific display options 

(like using bold in clinical questions...)

Opportunities
Project
• The ODM version 2.0 should be managed by the StudyBuilder – This 

will allow the creation of more complex Study Definition

System
• A setup for Vendor Extension in the ODM format is needed
• Add Edit Checks rule in the ODM

Threats
Project
• How can we make ODM the default CRF format

System
• Visit matrix can be defined differently between Vendors... How can 

we address that?
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Questions
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