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  our	
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linkedin.com/company/pinnacle-­‐21	
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›  At	
  any	
  1me	
  during	
  
the	
  webinar,	
  click	
  the	
  	
  
“Ask	
  a	
  Ques1on”	
  
buPon	
  	
  

›  Ques1ons	
  will	
  be	
  
answered	
  at	
  the	
  end	
  



6/1/08	
   6/1/09	
   6/1/10	
   6/1/11	
   5/31/12	
   5/31/13	
   5/31/14	
  

Alpha	
  1	
  

Alpha	
  2	
  

Beta	
  1	
  

Beta	
  2	
  

v1.0	
  

v1.1	
  

v1.2	
  

v1.3	
  

v1.4	
  

v1.5	
  

SDTMIG	
  3.1.1	
  

OpenCDISC	
  Release	
  History	
  

SDTMIG	
  3.2	
  

Define-­‐XML	
  2.0	
  

Dataset-­‐XML	
  SDTMIG	
  3.1.3	
  

CDER	
  Common	
  	
  

Data	
  Standards	
  Issues	
  SDTMIG	
  3.1.2	
  A1	
  

SEND	
  3.0	
  

MedDRA	
  ADaM	
  1.0	
  

Define-­‐XML	
  1.0	
  

SDTMIG	
  3.1.2	
  

Janus	
  

Performance	
  



Why	
  Community	
  2.0	
  
›  Toolkit	
  of	
  4	
  apps	
  instead	
  of	
  just	
  Validator	
  
›  Validator	
  (CDISC	
  standard	
  +	
  FDA	
  rules)	
  
›  Define.xml	
  Tool	
  (v2.0,	
  Excel	
  based)	
  
›  Data	
  Converter	
  (SAS	
  XPT,	
  Excel,	
  CSV,	
  
Dataset-­‐XML)	
  	
  
›  ClinicalTrials.gov	
  Miner	
  (for	
  Clinical	
  
team)	
  

›  New	
  interface	
  
›  Automa1c	
  updates	
  



OpenCDISC	
  EdiIons	
  
›  Community	
  
›  Free	
  open	
  source	
  desktop	
  toolkit	
  
›  www.opencdisc.org	
  

›  Enterprise	
  
›  Commercial	
  web-­‐based	
  corporate/project	
  
level	
  solu1on	
  

›  Powers	
  FDA	
  DataFit	
  
›  www.pinnacle21.net	
  

›  On-­‐Demand	
  
›  Project	
  level	
  edi1on	
  of	
  Enterprise	
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