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Transforming	
  health	
  through	
  geneBcs	
  

10,000	
  organizaBons	
  in	
  network	
  

1,000	
  are	
  disease	
  advocacy	
  orgs	
  



What	
  Ma'ers?	
  

• Access	
  to	
  safe	
  and	
  effecBve	
  
treatments	
  

• AcceleraBon	
  of	
  soluBons	
  for	
  
thousands	
  of	
  diseases	
  

• Policies	
  and	
  systems	
  that	
  support	
  
all	
  of	
  the	
  above	
  



What	
  about	
  LDTs?	
  

• DiagnosBcs	
  are	
  revoluBonary	
  if	
  
used	
  effecBvely	
  

• Medicine	
  can	
  be	
  transformed	
  
through	
  diagnosBcs	
  



In	
  vitro	
  diagnos3cs	
  different	
  
than	
  devices	
  

Current	
  system	
  ill-­‐suited	
  to	
  enable	
  efficient	
  
approval	
  or	
  clearance	
  of	
  advanced	
  diagnosBcs	
  
tests,	
  with	
  meaningful	
  claims	
  that	
  reflect	
  how	
  
the	
  test	
  result	
  will	
  be	
  used	
  in	
  paBent	
  
management.	
  	
  



Classifica3on	
  framework	
  

RelaBve	
  risk	
  of	
  informaBon	
  
provided	
  by	
  diagnosBcs	
  

	
  	
   	
  Severity	
  of	
  disease	
  
	
  	
   	
  Context	
  of	
  the	
  use	
  



Standard	
  is	
  flexible	
  and	
  dynamic	
  	
  

•  Supported	
  by	
  evidence	
  that	
  has	
  been	
  deemed	
  
"competent	
  and	
  reliable"	
  to	
  make	
  the	
  
intended	
  us	
  claim	
  

•  Level	
  of	
  evidence	
  that	
  is	
  consistent	
  with	
  what	
  
experts	
  in	
  the	
  relevant	
  field	
  have	
  determined	
  
to	
  be	
  sufficient	
  for	
  decision	
  making	
  at	
  the	
  Bme	
  
the	
  test	
  is	
  under	
  development	
  	
  



Create	
  a	
  Flexible	
  System	
  

•  Black	
  and	
  white	
  about	
  safety	
  and	
  efficiency	
  
does	
  not	
  work	
  

•  Determine	
  methods	
  to	
  communicate	
  what	
  is	
  
known	
  and	
  not	
  known	
  

•  Pay	
  aWenBon	
  to	
  rare	
  diseases	
  
•  Do	
  not	
  disrupt	
  paBent	
  care,	
  which	
  includes	
  
acceptance	
  of	
  currently	
  marketed	
  tests	
  by	
  
payers	
  



BoWom	
  Line	
  

•  Mandatory	
  diagnosBc	
  test	
  registry	
  
•  Risk-­‐based	
  classificaBon	
  
•  Context	
  criBcal	
  
•  SensiBve	
  to	
  rare	
  disease/personalized	
  
medicine	
  


