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Tool  for  SDTM  Transformation  
Background  

Required  by  regulatory    
Consistence  among  CRF,  programs,  SDTM  data,  define.xml  
Easy  to  use  

Design  
aCRF     Specification     program     SDTM     define  

Benefits  
Quality    
Reduce  programming  time  and  cost    
No  SAS  programming  skill  required  
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Example  of  SDTM  datasets  folder  

../../../PCYC/demo/m5/datasets/q2-demo/tabulations/sdtm/define.xml


Example  of  SDTM  define.xml  



Example  of  SDTM  Tabulations  Data  



 

Tool  for  Patient  Profile  
Background  

Required  by  CDM  or  ClinOps,  a  M5  deliverable  
CDM  data  review,  safety    and  /  or  efficacy  review  
Easy  to  use  

Design  
Scope     Target  data     Configure  spec     draft    &  final  patient  profile    

Benefits  
Easy  to  generate,  no  SAS  programming  skill  required  
Linked  and  color  coded  patient  profile  
Graph  enabled  ppv    
Reduce  time  and  cost    
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L_Patient_Profile_Q2-DEMO_100-012.pdf


 

Tool  for  Patient  Profile  

L_Patient_Profile_Q2-DEMO_100-012.pdf


 

Tool  for  CDM  Reports    
Monitor  Report  -­‐-­‐-­‐-­‐  CRF  status    

Exception  Report  

Consistency  Reports  

By    
  

Subject  
By  Site  

LB      PE      MH  
/AE              

  
DVP  
  

AE        CM   Module  
1  

Module  
2  

Module  
3  

Module  
4  

Module  
5  

Q2_DEMO_LB_PE_ABN.xls
Q2_DEMO_AE_CM.xls


 

Tool  for  CDM  Reports  
    
   AE  vs  CM  



 

Tool  for  CDM  Reports  
        CRF  Status  by  Site  



Qq2  CcDdMm  TtOoOoLlSs  

 Make  Work    Easier Thank you 

Note 


