
What	
  type	
  of	
  research	
  
is	
  considered	
  human	
  
subjects	
  research	
  and	
  
requires	
  consent?	
  

Primary	
  
considera8on	
  

behind	
  proposal	
  
Scope	
  

Can	
  non-­‐iden8fied	
  
informa8on	
  be	
  used	
  
without	
  consent?	
  

Primary	
  
proposal	
  

Storage,	
  maintenance,	
  
and	
  secondary	
  research	
  
use	
  of	
  biospecimens	
  
and	
  iden8fiable	
  private	
  
informa8on	
  

Respect	
  for	
  
persons	
   Most	
  broad	
  

Yes,	
  but	
  any	
  use	
  of	
  
biospecimens	
  for	
  research	
  
would	
  require	
  consent,	
  
regardless	
  of	
  iden8fiability.	
  
However,	
  seq	
  data	
  
collected	
  for	
  clinical	
  use	
  
could	
  be	
  non-­‐IDed	
  and	
  
used	
  without	
  consent	
  (if	
  
not	
  originally	
  an8cipated	
  
for	
  research	
  use).	
  

Alterna8ve	
  A	
  
Whole	
  genome	
  
sequence	
  data	
  

Poten8al	
  
iden8fiability	
   Most	
  narrow	
  

Yes,	
  unless	
  it	
  is	
  part	
  of	
  the	
  
data	
  generated	
  as	
  a	
  
consequence	
  of	
  whole	
  
genome	
  sequencing.	
  

Alterna8ve	
  B	
  

“Bio-­‐unique”	
  
informa8on;	
  includes	
  
even	
  small	
  sec8ons	
  of	
  
genome	
  

Poten8al	
  
iden8fiability	
  

Narrower	
  
than	
  primary,	
  
broader	
  than	
  
Alterna8ve	
  A	
  

Yes,	
  unless	
  it	
  is	
  informa8on	
  
that	
  would	
  qualify	
  as	
  bio-­‐
unique.	
  

Proposals	
  for	
  changing	
  the	
  defini8on	
  of	
  human	
  subject	
  


