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EDC as Central Data Repository 

• We have already: 

• Clinical Database or EDC 

• Single (proprietary) interface to data in single system 

• CDISC ® 

 

• We have not yet: 

• Connection to other ‘electronic’ source data 

• Single (open) interface to all data (sites, monitors, reviewers,…) 

• ‘real-time’ data 

• Standard metadata 
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EDC as Central Data Repository 
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• eDiary 

• Diary (home treatment, clinical 

events) 

• ePRO (Questionnaires, QoL,…) 

• Home diagnostic devices 

interface 

• Interactive Voice/Web 

Response (IVR/IWR) 

• Drug supply (RTSM) 

• ECG, … 

• Central Lab 

• … 

• Clinical Trial Management 

System (CTMS) 

• Safety (reviewer, system) 

• Medical monitor 

• SDTM 

• Statistics 

• Pharmacokinetic (PK) 

• Study Review Boards 

• … 
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Back to the future (past) 

• 10 years back 

• Few sources, all on paper 

• Source data copied on paper CRF 

• Data entry from CRF to clinical database 

• Programming creates listings for review 

• Data clean and locked -> generate extracts for 

analysis 
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Back to the future (current) 

• Multiple systems as data source 

• Proprietary data structure 

• No standard interface technology 

• Data entry by the site 

• Merge data after lock 

• Review by listings and/or browsing in the database 

• Nightmare for monitors 

• Multiple systems/paper sources 
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Back to the future (future) 

• Multiple systems interconnected with a standard 

connection technology 

• Cloud based, vendor independent, open user interface 

• Standard metadata 

• Common metadata repository 
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First steps towards the future 

• Standard Metadata (CDASH/SDTM/…) 

• Integration Platform 

• Standard interface language XML 

• CDISC ® ODM 

• Standard Metadata conversion tool (XSLT) 

• EDC as Central Data Repository 

• Single interface to data 
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Standard Metadata 

• CDISC® CDASH/SDTM 

• Standard eCRF forms 

• General medical 

• Therapeutic area (indication) specific 

• Commonly used 

• Common terminology 

• Standardised metadata 
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Standard Metadata: Benefits 

• No multiple interpretations 

• High re-usability 

• Design elements 

• Tools (reports,…) 

• Less study specific training 

• Straightforward SDTM mapping 
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Standard Metadata: Drawbacks 

• Training of standards necessary 

• CDISC standards 

• Multiple interpretable 

• Not always consistent 

• In continuous development 

• Loss of necessary flexibility 

• Study specific items are more labor intensive 
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Integration Platform 

• Integration Technology (XML ODM & XSLT)  

• Type of integration and frequency (Cumulative, Incremental, 

Snapshot, Transactional) 

• Users, Roles and authorizations 

• Blinded / Unblinded 

• Validation / Verification 

• DCF handling (data; process) 

• Error handling 
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Integration Platform 

• Integration Technology (XML ODM & XSLT)  

• Data model (source -> target) transfer specification 

• (Model specification, Mapping, Transform metadata) 

• Transfer technology (Webservices, file upload, …) 

• Frequency and Mode (full, incremental, snapshot, transactional, …) 

• Users, Roles and authorizations 

• Reconciliation and/or Validation 

• Error handling and Correction 

• DCF handling (data; process) 

• Responsibilities (Vendor, CRO, DM, Integration Lead)  

 

 

30-Sep-13 14 



30-Sep-13 15 

Integration Platform: Responsibilities 

EDC 

ClinPhone 
RTSM 

Integration Platform (Mapping, Format Conversion, XSLT) 

Source Data Model 
XML 

System 

Source Data Model 
XML 

System 

Source Data Model 
XML 

Data Model 
CDISC® ODM 

Sponsor/CRO 

Vendor 



Example – Bleeding Event 
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Example – eCRF Bleeding Event 
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Example: Transfer specification 

Question/Label name Data type 

(length) 

Required Format Field Label Field OID Data type Format 

Visit Month Text (7) Yes MMMyyyy Visit Month NS_VISMON Text $30 

(MMMYYYY) 

Bleeding Start Date Date Yes dd-MMM-

yyyy 

Bleeding Start Date XBSTDAT Date dd MMM yyyy 

Bleeding Start Time Time Yes HH:mm:ss Bleeding Start Time XBSTTIM Time HH:nn 

Bleeding End Date Date No dd-MMM-

yyyy 

Bleeding End Date XBENDAT Date dd MMM yyyy 

Bleeding End Time Time No HH:mm:ss Bleeding End Time XBENTIM Time HH:nn 

Bleeding Ongoing Integer (1) No #REQ-BLN-1 Bleeding Ongoing XBONGO Decode Text $3 

Bleeding End Date Time 

Unknown 

Integer (1) No #REQ-BLN-1 Bleeding End Time 

Unknown 

NS_XBENUNK Decode Text $3 

Bleeding Type Integer (1) Yes #REQ-BT-1 Nature of Bleed XBCAT Decode Text $50 

Bleeding Type Location 1 Integer (1) Yes #REQ-BTL-1 Bleeding Location Type1 SUPPXB_XBLOCTYP Decode Text $50 

Bleeding Type Location 2 Integer (1) No #REQ-BTL-1 Bleeding Location Type2 SUPPXB_XBLOCTYP2 Decode Text $50 

Bleeding Type Location 3 Integer (1) No #REQ-BTL-1 Bleeding Location Type3 SUPPXB_XBLOCTYP3 Decode Text $50 

Bleeding Type Location 4 Integer (1) No #REQ-BTL-1 Bleeding Location Type4 SUPPXB_XBLOCTYP4 Decode Text $50 

Bleeding Location 1 Integer (2) Yes #REQ-BL-1 Bleeding Location 1 XBLOC Decode Text $50 

Bleeding Location 2 Integer (2) No #REQ-BL-1 Bleeding Location 2 XBLOC2 Decode Text $50 

Bleeding Location 3 Integer (2) No #REQ-BL-1 Bleeding Location 3 XBLOC3 Decode Text $50 

Bleeding Location 4 Integer (2) No #REQ-BL-1 Bleeding Location 4 XBLOC4 Decode Text $50 

Treatment Efficacy Integer (1) No #REQ-EFC-1 Subject Assessment of 

Hemostatic Efficacy 

SUPPXB_XBTRTEFF Decode Text $50 

Study Medication Taken Integer (1) Yes #REQ-BLN-1 Study Medication Taken SUPPXB_XBTRTNY Decode Text $3 

Pain Medication Taken Integer (1) Yes #REQ-BLN-1 Pain Medication Taken SUPPXB_XBCMPAYN Decode Text $3 

Other Medication Taken Integer (1) Yes #REQ-BLN-1 Other Medication Taken SUPPXB_XBCMOTYN Decode Text $3 

CREATETIME Form Save Time XBDTC DateTime dd MMM yyyy 

hh:nn 

#REQ-BT-1 Bleeding 

Type Code list  

 
Value Text 

1 Spontaneous 

2 Traumatic 

3 Post surgery 

4 Unknown 
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Example: Central Lab Upload Form 



Example: Central Lab Upload Form 
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Example: Central Lab Upload Form 
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Example: Central Lab Upload Form 

Clinical Research Coordinator (view) 

Data Manager (view) 
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Example: Lab specification, analytes 



Integration Platform: Benefits 

• All data in a central location 

• Simplified data management, review, monitoring 

• All data “real time” available in EDC 

• Interactions between datapoints possible 

• Clear responsibility between vendor and EDC-developer 

• Same technology for all integrations 

• Less dependent on vendor/system 

• Simplified documentation 

• UAT Testing is less complex 
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Integration Platform: Drawbacks 

• eCRF Study development is more complex 

• Additional documentation 

• Study setup involves multiple systems/vendors 

• Multiple teams and multiple timelines 

• Negative experience/attitude to new roles (consumers) 

• Error handling is new 

• Bug fixing is more complicated because of multiple 

systems involvement 
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Integration Platform: Future directions 

• All interfaces in CDISC ODM format 

• Standardized XSLT 

• Error notification to “Integrations Lead” 

• Single study setup team for all “data” systems 

• Consistent use of originator of data in EDC 

• Distinguish between data to be entered and to be loaded 

• Patient related outcome data cannot be queried 

• Integrate DCFs in EDC 
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EDC as Central Data Repository: Summary 

• Awareness of importance of the integration platform 

• ‘real-time’ data of all sources 

• The term „source“ need to be redefined 

• Develop tools (reports, consistency checks…) 

• Training of producers/consumers is essential 

• Investigator as EDC user (producer and consumer) 

• Coders, medical reviewers, safety reviewers, data reviewers, 

statisticians, … use EDC 

• Less (critical) programming 

• Standards are a prerequisite 
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EDC as Central Data Repository: Discussion 

• Is EDC capable? 

• Are we capable? 

• or … 
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