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  Agenda	
  

•  What	
  is	
  East®	
  Architect?	
  
•  A	
  tour	
  through	
  East	
  Architect	
  with	
  a	
  case	
  
study.	
  Features	
  covered	
  on	
  the	
  way:	
  
– Design	
  
– Simula9on	
  
–  Interim	
  Monitoring	
  

•  Canvas:	
  A	
  convenient	
  repor9ng	
  tool	
  
•  Other	
  interes9ng	
  features	
  
	
  



East:	
  most	
  widely	
  used,	
  validated	
  so/ware	
  of	
  it’s	
  kind,	
  installed	
  at	
  every	
  
major	
  pharma	
  company,	
  scores	
  of	
  specialty	
  biotech	
  and	
  device	
  

developers,	
  and	
  the	
  FDA	
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Architect	
  
Cytel’s	
  plaUorm	
  built	
  
specifically	
  for	
  trial	
  
design	
  &	
  execu9on	
  
-­‐	
  Intui9ve	
  workflow	
  
-­‐	
  Workbook	
  manager	
  
-­‐ 	
  Design	
  library	
  
-­‐ 	
  Batch	
  language	
  
-­‐ 	
  SAS	
  &	
  R	
  connec9on	
  

East	
  Architect	
  

East	
  
Specialized	
  sta9s9cal	
  
methods	
  and	
  the	
  
computa9onal	
  
engines	
  necessary	
  to	
  
design	
  and	
  monitor	
  
more	
  complex	
  group	
  
sequen9al/adap9ve	
  
trials	
  

What	
  is	
  East®	
  Architect?	
  



Case	
  Study	
  	
  
Nega9ve	
  Symptoms	
  Schizophrenia	
  
	
  
•  Primary	
  Endpoint:	
  Change	
  in	
  Nega9ve	
  Symptoms	
  

Assessment	
  (NSA)	
  a/er	
  26	
  weeks	
  
	
  

•  At	
  least	
  a	
  2-­‐point	
  improvement	
  is	
  considered	
  as	
  
significant	
  

	
  
•  Desired	
  Power	
  is	
  90%	
  and	
  level	
  of	
  significance	
  is	
  fixed	
  	
  

to	
  2.5	
  %	
  
	
  
•  Common	
  Standard	
  Devia9on	
  is	
  an9cipated	
  to	
  be	
  7.5	
  

units	
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  Case	
  Study	
  :	
  Schizophrenia	
  Trial	
  



Designing	
  using	
  East	
  Architect	
  

•  Exhaus9ve	
  crea9on	
  and	
  comparison	
  of	
  mul9ple	
  designs	
  

•  Selec9on	
  of	
  designs	
  based	
  on	
  some	
  criteria	
  using	
  Filter	
  

•  Ability	
  to	
  establish	
  stopping	
  rules	
  for	
  efficacy	
  and/or	
  
fu9lity	
  

•  Ability	
  to	
  construct	
  custom	
  combina9ons	
  of	
  Efficacy	
  and	
  
Fu9lity	
  stopping	
  boundaries	
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  Designing	
  using	
  East	
  Architect	
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  Accrual/Dropout	
  Effect	
  in	
  Simula9ons	
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  Final	
  Design	
  for	
  Monitoring	
  



Interim	
  Monitoring	
  –	
  Decision	
  Making	
  

•  Analyzing	
  data	
  at	
  regular	
  9me	
  intervals	
  
•  Boundaries,	
  Repeated	
  CI	
  computed	
  at	
  each	
  
look	
  

•  Final	
  Inference	
  computed	
  at	
  the	
  end	
  
•  Other	
  useful	
  func9onali9es	
  

Ø 	
  Custom	
  charts,	
  tables	
  and	
  graphs	
  
Ø 	
  Condi9onal	
  Power	
  Calculator	
  
Ø 	
  R	
  integra9on	
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Decision	
  Making	
  	
  using	
  Interim	
  Monitoring	
  



Canvas	
  

•  Feature	
  to	
  create	
  customized	
  reports	
  

•  Can	
  extract	
  data	
  from	
  any	
  output	
  window	
  of	
  
East	
  and	
  drag-­‐n-­‐drop	
  to	
  Canvas	
  

•  Consolidated	
  report	
  can	
  be	
  presented	
  in	
  the	
  
PDF	
  or	
  HTML	
  format	
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  Canvas	
  



Other	
  Amrac9ve	
  Features	
  

Design	
  
Ø  Selec9on	
  of	
  rules	
  for	
  establishing	
  efficacy/fu9lity	
  boundaries	
  at	
  selected	
  

interim	
  looks	
  
Ø  Boundary	
  family	
  combina9ons	
  to	
  determine	
  efficacy	
  and	
  fu9lity	
  boundaries	
  
IM	
  &	
  Analysis	
  	
  
Ø  R	
  and	
  SAS	
  integra9on	
  
Ø  Condi9onal	
  Power	
  calcula9ons	
  for	
  adap9ve	
  trials	
  
Ø  Condi9onal	
  simula9ons	
  

Simula9ons	
  
Ø  Stra9fied	
  simula9ons	
  
Ø  Adap9ve	
  simula9ons	
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  Other	
  Interes9ng	
  Features	
  



Thank	
  you!	
  

	
  
Q	
  &	
  A	
  
	
  

hrishikesh.kulkarni@cytel.com	
  
sheetal.solanki@cytel.com 	
  	
  


