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Mission	
  of	
  CSS	
  -­‐	
  To	
  provide	
  an	
  open,	
  transparent	
  and	
  
collabora3ve	
  forum	
  in	
  a	
  non-­‐compe33ve	
  environment	
  in	
  which	
  
Academia,	
  Regulators,	
  Industry	
  and	
  Technology	
  providers,	
  and	
  
others	
  can	
  address	
  computa3onal	
  science	
  needs	
  in	
  support	
  of	
  
health	
  product	
  development	
  and	
  regulatory	
  review,	
  ul3mately	
  
bringing	
  safe	
  and	
  effec3ve	
  medical	
  products	
  to	
  those	
  who	
  need	
  
them.	
  	
  
	
  
	
  
How	
  do	
  we	
  accomplish	
  the	
  mission?	
  	
  	
  
	
  

	
  Volunteers	
  and	
  teamwork!	
  
	
  



“The	
  collabora+on	
  among	
  
sponsor,	
  CRO	
  and	
  the	
  FDA	
  was	
  
a	
  formula	
  for	
  success.	
  	
  
We're	
  all	
  there	
  working	
  
together	
  to	
  solve	
  problems	
  and	
  
explore	
  new	
  concepts.	
  The	
  
amount	
  of	
  progress	
  the	
  small	
  
groups	
  were	
  able	
  to	
  make	
  in	
  a	
  
short	
  +me	
  frame	
  was	
  
impressive”	
  	
  -­‐	
  	
  Feedback	
  from	
  a	
  
sta2s2cian	
  and	
  first-­‐2me	
  
a6endee	
  of	
  CSS	
  2015	
  



 
 

CS Deliverables 
	
  



•  Handling	
  SEND	
  References	
  in	
  Study	
  Documenta3on	
  
•  Metadata	
  Defini3ons	
  Document	
  
•  PhUSE	
  CSS	
  Code	
  Repository	
  
•  Representa3on	
  of	
  CDISC	
  Founda3onal	
  Standards	
  in	
  RDF	
  
•  Reviewers	
  Guides	
  Work	
  Packages:	
  SDRG	
  &	
  ADRG	
  
•  Seman3c	
  Technology	
  Primer	
  
•  SEND	
  Implementa3on	
  Wiki	
  
•  Traceability	
  References	
  
•  White	
  Papers	
  
	
  



PhUSE Successes


Networking	
  

Poster	
  Presenta3ons	
  

Streams	
   Workshops	
  and	
  
Discussion	
  Clubs	
  

#PhUSE15	
  

PhUSE	
  Wiki	
  

Scriptathon	
  



How can I help?

•  Go	
  to	
  	
  hTp://www.phuse.eu/css.aspx	
  to	
  learn	
  more	
  
•  Contact	
  the	
  PhUSE	
  office	
  
•  Come	
  to	
  the	
  conference	
  hTp://www.phuse.eu/CSS-­‐2016-­‐Overview.aspx	
  
•  Contact	
  Chris	
  Decker	
  chris.decker@phuse.eu	
  


