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IDDI : Expert Data Center

IDDI : Biostatistical services provider for phase I-IV 
clinical trials since 1991 
Expertise: oncology, ophthalmology & cardiovascular diseases
300+ Phase I-IV trials  &  involvement in 14 approvals
Locations: Belgium & US 
Services: 

Innovative trial design (sequential, adaptive...)
Randomization (IWRS) and Drug supply management
Efficient data management (paper and EDC)
Expert statistical analysis using SAS®, S-plus, EaST
Validation of biomarkers
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(Old) Study Set-up Process
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documents

Inefficiencies
Inconsistencies

Delays

Medical Affairs 
/ Clinicians

EDC Developer

Database 
Programmer

Data Manager

PDFPDF

Annotated 
CRF

XLS

Data Validation 
Plan

EDC Library

XLS
DOC

PDFPDF

Study Team



Advantages of ODM 
for EDC-CDM
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Mapping between ODM and CRFs is trivial (1:1)
ODM contains audit trail, signatures, 
internationalization
ODM is extremely flexible to adapt to any kind of 
CRFs
ODM contains XML-based value-level metadata that 
can be shared with SDTM
ODM can integrate the SDTM controlled terminology

Advantages

1:1
EDC-CDM
application

1:1
EDC‐CDM
application



ODM Metadata-driven
approach
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Make use of ODM metadata wherever possible
(Compliant) ODM vendor extensions to cover additional information (e.g. 
to formalize queries / edit checks / DCFs)
Style sheets / XML schemas (XSLT) to extract data in appropriate formats
ODM compliant tools for further data processing

Manage ALL relevant information in one document (XML ODM-based)
Extract ALL necessary documents out of this single document 
(Annotated CRF, DVP, etc.) 
Use the ODM file directly to configure your EDC system

Vendor and application independent (CDISC ODM Certification)
CRF structure and CRF metadata in one place; ideal basis for a CDISC 
based library
Reduction of the number of involved applications (editors, design 
software…)
Consistency of all involved documents by default
Fast, efficient implementation of change requests and review cycles
Reduction of validation / SOP effort thru automated procedures

Basic idea

Requirements

Advantages



Configuration of ODM 
metadata
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ODM based document generation (1)

Use the ODM structure 
to… … describe your Study 

Structure
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ODM based document generation (2)

… generate Annotated CRFs
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ODM based document generation (3)

… define a Data Validation Plan



10

eCRF setup with ODM metadata

Fast and efficient Review Cycles
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EDC xyzEDC xyz

Fully Integrated, CDISC based Workflow
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IDDI experience with ODM

> 1year of experience
9 DDE trials & 10 EDC trials
Starting to see efficiency of ODM
Still discovering new possibilities
Technical specialization needed
Easy to view structure, quick and flexible to 
implement new pages/queries
Easy to implement amendment
EDC = Longer study set up but complete
Need to refrain creativity from sponsors
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EDC made easy 
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