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From	
  paradigm	
  shiIs	
  for	
  	
  
clinical	
  evidence	
  generaKon	
  ...	
  

AACR	
  Cancer	
  Progress	
  Report	
  2014	
  

“Basket	
  Trials”	
   “Umbrella	
  Trials”	
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Reference:	
  Healthcare	
  IT	
  News,	
  Wireless	
  Technology	
  in	
  Healthcare	
  Survey,	
  November	
  2010	
  

	
  ....to	
  a	
  new	
  era	
  of	
  data	
  generaKon	
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Medicines	
  AdapKve	
  Pathways	
  to	
  PaKents	
  
MAPPs	
  

•  Magic	
  moment	
  
•  PredicFon	
  
•  RCT	
  only	
  
•  Big	
  populaFons	
  
•  Focus	
  on	
  licensing	
  
•  Regulators/	
  industry	
  

	
  	
  
•  Open	
  uFlisaFon	
  

•  Life-­‐span	
  management	
  
•  Monitoring	
  
•  Toolkit	
  for	
  evidence	
  generaFon	
  
•  Small	
  populaFons	
  
•  Focus	
  on	
  paFent	
  access	
  
•  Regulators,	
  paFents,	
  industry,	
  HTA	
  

bodies,	
  payers	
  
•  Managed	
  uFlisaFon	
  

-­‐  prospecFvely	
  planned,	
  adapFve	
  approach	
  to	
  bringing	
  drugs	
  to	
  market	
  
-­‐  starFng	
  from	
  an	
  authorised	
  (eventually	
  “niche”)	
  indicaFon	
  
-­‐  iteraFve	
  phases	
  of	
  evidence	
  gathering	
  and	
  progressive	
  licensing	
  adaptaFons	
  	
  
-­‐  balancing	
  Fmely	
  access	
  for	
  paFents	
  with	
  the	
  need	
  to	
  provide	
  adequate	
  evolving	
  

informaFon	
  on	
  benefits	
  and	
  harms.	
  	
  

TransiFon	
  from… 	
  	
   To…	
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MAPPs	
  –	
  ConnecKng	
  Tools	
  and	
  Stakeholders	
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MAPPs	
  –	
  ConnecKng	
  the	
  Dots	
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EU Comission 

In-kind 
contribution 

FTEs + cash 

In kind translated into € EU Comission matches the 
industry contribution 

Total project budget 

Industry 
consortium 

Value	
  of	
  companies'	
  
contribuKon	
  

EU	
  funding	
  available	
  for	
  
public	
  partners	
  = 

IMI	
  office	
  =	
  Neutral	
  broker	
  	
  
Process	
  owner	
  	
  

Public	
  Private	
  Partnership	
  –	
  IMI	
  
Address	
  BoDlenecks	
  of	
  InnovaFon	
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