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The Life Science Industry is Transforming

 Global sales growth is slowing down

 Slow growth in mature markets

 Shift in growth from developed 
countries to emerging ones

 ‘Low-hanging’ blockbuster 
compounds have been brought to 
market

 Significant lapse in pharmaceutical 
industry R&D productivity

 Personalized medicine

 ‘One size does not fit all’

Pressures on R&D…

Sources: IMS Health Top-line Global Industry Data (www.imshealth.com)
Standard & Poors Pharmaceutical Industry Survey, 4. June 2009

http://www.imshealth.com/
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Governance of Data Standards

 Requires governance of:

 Data standards (models)

 Standard validation checks

 Customized validation checks

 Controlled terminology
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Standardization Enables Connectivity
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Standardization Enables Connectivity
End-2-end standards-driven information flow
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Standardization Enables Connectivity
Adaptor between RAVE and SAS® Clinical Data Integration – Importing Rave Table Def.
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Standardization and Repositioning of Roles
Repositioning of roles in clinical data integration

 Role 1: Data analyst

SAS programmer who transforms  
raw data into SDTM/ADaM data by 
coding or using technology such as 
SAS® Clinical Data Integration.       
Validates CDISC data.

 Role 2: Clinical data 
manager

Assures that clinical data is of good 
quality and ready for analysis

 Role 3: Data modeler & 
administrator

Data model programming.       
Validation check customization.       
Administrates the clinical standards, 
versions and studies and monitors 
the quality of submission data
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Standardization Enables ‘Increased’ Outsourcing
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Anders Helmø Larsen

Mobile: +45 51 38 78 63

anders.helmoe.larsen@sdk.sas.com

Thanks for your attention…

? ? ? 
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