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5	
  personal	
  datasets	
  
raw	
  &	
  derived	
  data	
  :	
  IP	
  &	
  Accessibility	
  
•  Biobanks	
  :	
   	
  	
  

Fssue	
  storage	
  (IP)	
  /	
  derived	
  data	
  (access)	
  

•  EHR	
  :	
   	
   	
  	
  
Primary/secondary/terFary	
  care	
  :	
  raw	
  data	
  (IP)	
  +	
  derived	
  (access)	
  

•  PHR	
  :	
   	
   	
  	
  
Personal	
  physiological	
  measurements	
  :	
  raw	
  data	
  (IP)	
  +	
  derived	
  (%IP)	
  	
  

•  Personal	
  IoT	
  :	
  	
  
Smart	
  living	
  :	
  raw	
  data	
  (IP)	
  +	
  derived	
  (%IP)	
  	
  

•  Personal	
  Burden	
  of	
  Disease	
  Assessment	
  	
  
raw	
  data	
  (IP	
  =	
  quesFons	
  +	
  answers)	
  +	
  derived	
  data(%IP)	
  

	
  
(+	
  	
  	
  Public	
  IoT	
  data)	
  

	
  AggregaFon	
  =>	
  Personal	
  Environmental	
  Context	
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Methodology	
  of	
  Clinical	
  Inves/ga/ons	
  across	
  Products	
  Lifecycle	
  

The	
  paFent	
  perspecFve	
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Clinical	
  evalua/on	
  &	
  inves/ga/on:	
  	
  
Parallels	
  from	
  a	
  paFent	
  perspecFve	
  

•  Product	
  :	
  lifecycle	
  stages	
  /	
  study	
  design	
  
–  Medtech	
  :	
  DiagnosFc	
  /	
  TherapeuFc	
  	
  
–  Drugs	
  	
  
–  IV-­‐DiagnosFc	
  
–  Biotech	
  
–  CombinaFons	
  

•  Closed	
  Loop	
  delivery	
  
•  Companion	
  diagnosFcs	
  
•  …	
  
	
  
	
  

Pa/ent	
  involvement	
  opportuni/es	
  at	
  all	
  stages	
  
•  Real	
  world	
  24/7	
  quality	
  paFent	
  generated	
  health	
  data	
  
•  Digital	
  peer	
  paFent	
  recruitment	
  
•  …	
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  &	
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  &	
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  evaluaFon	
  
-­‐  Clinical	
  invesFgaFon	
  
-­‐  CerFficaFon	
  
-­‐  …	
  

-­‐  Usability	
  
-­‐  Desirability	
  
-­‐  Intended	
  use	
  
-­‐  …	
  

-­‐  evidence	
  
-­‐  Appraisal	
  
-­‐  HTA	
  
-­‐  HIA	
  
-­‐  …	
  

-­‐  Funding	
  triage	
  
-­‐  ExpectaFons	
  
-­‐  Claims	
  
-­‐  …	
  

€	
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