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Deliverables  of  the  Study  

• Defined  in  Protocol  and  Contract  
– Interim  Analysis  
– Final  Analysis  
– Data  Monitoring  Committee  Listings  
– Data  Safety  Udate  Reports  

• Ad-­‐hoc  Requests  
– Data  Monitoring  Reports  
– TFLs  supporing  a  publication  
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The  Study  
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• Multiple  AUTOEXEC  
files  

• Naming  is  inconsistent  
  



AUTOEXEC.SAS  
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AUTOEXEC.SAS  
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AUTOEXEC.SAS  
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AUTOEXEC.SAS  
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Root  Folder  Structure  
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• Simple  Structure:  
• Data  
• Listings  
• SAS  Programs  

• Two  additional  
Folders  destinated  to  
specific  analyses  



Interim  Analysis  &  Publications  Subfolder  

8-­‐Nov-­‐13  9  

• Both  folders  follow  
different  
organizational  
patterns  



Data  Folder  
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• Additional  Folders  in  a  sub-­‐folder  
• Again  inconsitencies  in  the  folder  patterns  



Listings  Folder  
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• Medical  Review  
information  are  
hidden  in  the  
Listings  folder  



Problems  

• Consistency  of  Folder  Structure  
– DMC  and  DSUR  sub-­‐folders  in  the  DATA  folder  
– Both  sub-­‐folders  have  different  organization  patterns  
– Medical  Review  sub-­‐folder  is  stored  in  the  listing  
folder  

– Folders  for  publication  TFLs  and  Interim  Analysis  are  
stored  in  the  top  folder  layer  of  the  study  

– There  is  no  separate  folder  structure  for  the  Final  
Analysis  

• Multiple  AUTOEXEC  files  with  inconsistent  
naming  
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The  Solution  

Analyses  and  Batches  



Analysis  

• Covers  different  types  of  deliverables  
– Final  Analysis  
– Interim  Analysis  
– DMC  Reports  
– Medical  Review  Reports  
– DSUR  Reports  
– Publication  
– Client  Request  
– Define  your  own  
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Batch  

• Covers  periodical  updates  
• Batches  are  different  sets  of  output  files  of  a  
specific  deliverable  over  time.  

• Batch  <Analysis>  <consecutive  number  in  Z3.  
style>  
– Batch  Interim  Analysis  001  
– Batch  DMC  Report  002  
– ...  
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Implementation  

• Standard  folder  
structure  remains  
simple  

• For  each  analysis  a  sub-­‐
folder  is  created  in  
every  standard  folder  

• For  each  batch  a  sub-­‐
folder  is  created  in  the  
respective  analysis-­‐
folder  
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Some  Examples  
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AUTOEXEC.SAS  
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Implementation  

Of  the  Solution  in  EXACT  



EXACT  

• IDE  for  SAS  Programming    
• One  SDTM  database  for  each  study  
• One  analysis  for  each  deliverable  type  
– One  ADaM  database  for  every  analysis  
– One  set  of  TFLs  for  every  analysis  
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Analysis  Interface  
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Configure  Conversion  Programs  
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Tables,  Figures,  Listings  
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Configure  Batch  runs  
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Schedule  Batch-­‐Runs  
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Batch  Manager  
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