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Special Thanks....

To SAS for hosting this
event



Jason Housley, Shire and E3C Welcome and Context for the day

Philippe Verplancke, XClinical and E3C Overview of CDISC standards and use cases along the E2E data
management process

David Gemzik, Medidata Solutions Structured Protocol writing and Trial design (PRM and TDM)
Mark Wheeldon, Formedix Study Startup: Database and CRF Design using ODM

Study Startup: Dataset Design using Define.xml

Coffee Break

Philippe Verplancke, XClinical and E3C Auto configuration of a CDMS.

Mark Wheeldon, Formedix Loading CRF and Lab Data into CDMS and Sponsor Database
using LAB and ODM.
Moving CRF data from ODM into SDTM datasets (mapping)

Importing CRF data and metadata into SAS

Creation and Validation of SDTM datasets and checking against
the define.xml.

Producing ADaM Datasets from SDTM datasets, Analysis,
Submission and Review

15:00 Coffee Break




The traditional process
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The outseurcing
conundrum

Sponsor | CRO

Interpretation issues further exacerbated



Future opportunities
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Presenter
Presentation Notes
Shows “medadatacentric” driven approach
Concept of a protocol design tool would increase accuracy, consistency and dramatically increase SPECIFICITY.
DM have a huge role in controlling standards as up-stream set-up activities (CRF design, code list maintainence, DB set up structure and export).
Auto genesis of CDMS would pull from the controlled, standard, metadata repository, protocol metadata and data validation specifics as metadata. 



  


How might that look In an
outsourced scenario?
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Future State - summary

o Standards underpin process
Improvement.

 Machine executable metadata Is key to
automation.




High Level Benefits

e CDISC business case (PhRMA-Gartner-CDISC)
report projects:

e ~60% of the non-subject participation time
« ~80% savings in the start-up stage



Making it real.......

Over to:

= Philippe Verplancke — XClinical
= Andrew Newbigging — Medidata
= Douglas Bain — Medidata

= Viark Wheeldon — Formedix

= David Smith — SAS
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