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CDISC ODM at Ferring

CDISC ODM:

Item: HEIGHT having a unit attribute set to ”cm”

Ferring ODM:

Item: VSTESTCD set to ”HEIGHT”

Item: VSORRES set to whatever sites enter

Item: VSORRESU set to ”cm”

…and we don’t do XML….yet



Blank CRF



Annotated CRF



Define file - Domains



Define file - Variables



Define file - Computations



Define file – Value Level Metadata



Hurdles

 Learn CDISC SDTM + Tool

 Backlog in setup

 Versioning / amendments

 User friendliness vs. flexibility

 System Validation

 Working methods into SOPs



Future

 FSDTM  -> FSDTM+  -> SDTMNow -> SDTM@Submission   

 More police:

– Between study police

– Police on specifications before they are sent out

– Police on data returned

– Check against standards

 HTML+SAS7bdat  -> XML, PDF, XPT

 SDTM Trial Metadata + Protocol Metadata

 Standard CRFs in Tool and align more with CDASH



Future

 Integrate more with vendors (e.g. ODM XML)

 Data validation plan partly build into tool

 Early and realistic test data for testing and stat. prog.

 Better metadata entry interface

 More DTC functions

 BUGS

 Better metadata change control




