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Therapeutic Area Workshops




 Main theme of PhUSE 2013 is , Patient Centricity”

* What does this mean to Statisticians and Statistical Programmers?
 Understanding the Therapeutic Areas you work on
* Regulatory Environment
* Endpoints
e Study Designs
* Knowing the challenges of various Therapeutic Areas
e Data collection
e SDTM and ADaM Data
e Discussion of Analysis Standards of various TAs

e Deliver of knowledge through Workshop/Dlscusmon clubs on selected
Therapeutic Areas created by voluntary PhUSE rnember Start as example

* Oncology p: s |

* Rheumatoid Arthritis el




» prepare Wikis with comprehensive indication specific information

 Alot of information can be found in different places:

* PhUSE Wiki to be 1st place to find comprehensive information
» review and maintain information provided on indication specific Wikis

» facilitate a Discussion Club/Workshop at thj:%;annual PhUSE conferg
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» Workgroup will collaborate through Wiki on various deliveries

» Rheumatoid Arthritis already started (pilot by Sascha Ahrweiler)
http://www.phusewiki.org/wiki/index.php?title=Rheumatoid_Arthritis
* Review needed
* Initial setup and information collection took 2 or 3 days

» Oncology template created

Action Item: Create Wiki account




