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New standards project focusing on the following objectives :

Maximize re usability and increase efficiency of our data management processes

Disconnect standard definitions from technical implementation through a common
metadata layer

Achieve customization towards Therapeutic Area requirements

Build a foundation facilitating future efficiencies
(i.e. e Protocol, EDC Setup via ODM + vendor extensions, �…)

Partnering for Innovation :
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3. Data Standards Library �– Standard CRF Templates
(Data Collection Modules Ancillary Data)
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4. Study MetaData Repository
(example study level �‘define.xml �’parameters )
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5. Generating Study MetaData Specifications & Reports
(example report)
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6. Verifying Study Data & MetaData
(Comparison against Study MetaData Library)

Compared against Study Definitions (Study MetaData Repository)
and Trial Design Domains
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6. Verifying Study Data & MetaData
(Validation against Data Standards Library)

Structure Checks based on Industry Standards
Business Rules and Data Checks
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