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2013	
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2004:	
  THE	
  DEMISE	
  OF	
  THE	
  BLOCKBUSTER	
  DRUGS?	
  

Frantz	
  S.	
  Nat	
  Rev	
  Drug	
  Discov	
  2004	
  4:93-­‐4	
  

Farmaco	
  Blockbuster	
  à	
  Vendite	
  Annuali	
  >1	
  Miliardo	
  

One	
  Size	
  Fits	
  All	
  



1.	
  “ONE	
  SIZE	
  FITS	
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Frantz	
  S.	
  Nat	
  Rev	
  Drug	
  Discov	
  2004	
  4:93-­‐4	
  

•  Sta9ne	
  à	
  Ipercolesterolemia	
  

•  Sartani	
  à	
  Ipertensione	
  Arteriosa	
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  Mesilato	
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  USD	
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  incremento	
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  anni	
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CML	
  Experts.	
  Blood	
  2013	
  121:4439-­‐42	
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  J	
  Med	
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  Mesilato	
  (GLIVEC)	
  2001	
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  à	
  incremento	
  OS	
  1	
  anno	
  

•  5	
  anni	
  rientro	
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  à	
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•  prezzo	
  aMuale	
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  /	
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CML	
  Experts.	
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  2013	
  121:4439-­‐42	
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Ca.	
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  Terapia	
  Ormonale	
  Adiuvante 
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Ca.	
  Colon-­‐Re,o	
  MetastaHco	
  à	
  2	
  linea	
  

Principio	
  
APvo	
  

PFS	
  
(mesi)	
  

OS	
  
(mesi)	
  

Durata	
  
Terapia	
   Mese	
   Totale	
  

Aflibercept	
   +2.2	
   +1.4	
   18	
  seBmane	
   4.939	
   20.471	
  

DaU	
  Clinici	
   Costo	
  (USD)	
  

New	
  York	
  Magazine	
  à	
  20.10.2013	
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1.	
  RETI	
  CON	
  BERSAGLI	
  BIOLOGICI	
  VALIDATI	
  

Hopkins	
  AL.	
  Nat	
  Chem	
  Biol	
  2008	
  4:682-­‐90	
  

•  Genoma	
   •  Trascriioma	
   •  Proteoma	
   •  Metaboloma	
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Zheng	
  M	
  et	
  al.	
  Trends	
  Pharmacol	
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  2013	
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Ellis	
  LM	
  et	
  al.	
  J	
  Clin	
  Oncol	
  2014	
  [E-­‐Pub	
  ahead	
  of	
  print]	
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Casali	
  PG.	
  Lancet	
  Oncol	
  2013	
  14:276-­‐7	
  

FLESSIBILITA’	
  E’	
  NECESSARIA	
  (cum	
  iudicio)	
  

•  Approccio	
  Bayesiano	
  per	
  calcolare	
  probabilità	
  effeMo	
  

•  Studi	
  Adaia9vi	
  à	
  <prevalenza	
  =	
  >rischio	
  	
  

•  Differenza	
  Assoluta	
  >importante	
  Differenza	
  RelaUva	
  

•  Dis9nguere	
  beneficio	
  staUsUco	
  -­‐	
  beneficio	
  clinico	
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   Scadenza	
  BreveMo	
  USA	
   Scadenza	
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Abiraterone	
   2016	
   2021	
  
Bevacizumab	
   2019	
   2019	
  
Capecitabina	
   scaduto	
   scaduto	
  
Cetuximab	
   2016	
   2016	
  
Denosumab	
   2017	
   2017	
  
Lenalidomide	
   2019	
   2022	
  
Pegfilgras9m	
   2016	
   2016	
  
Rituximab	
   2018	
   scaduto	
  
Trastuzumab	
   2019	
   2014	
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RESPONSABILITA’,	
  MORALITA’,	
  DIALOGO	
  

•  Aziende,	
  En9	
  Regolatori,	
  Oncologi,	
  Ass.	
  Pazien9	
  

•  ReU	
  Regionali	
  à	
  Centri	
  di	
  Riferimento	
  per	
  Patologia	
  

•  Dialogo	
  tra	
  Realtà	
  Diverse	
  e	
  con	
  i	
  PazienU	
  

•  Vincoli	
  ma:	
  Flessibilità	
  e	
  Controlli	
  

•  Uniformità,	
  Rapidità,	
  ConUnuità	
  Legisla9va	
  

•  Semplificazione	
  Procedure	
  Registra9ve	
  


