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Barriers	  to	  Using	  Real-‐World	  Data	  
§  Pa*ent	  privacy	  and	  data	  security	  
§  Regula*ons	  	  	  

‒  Research	  versus	  public	  health	  surveillance	  
§  Fragmented	  health	  care	  system	  
§  Health	  system	  confiden*ality	  and	  compe**on	  
§  Compe**on	  among	  research	  groups	  
§  Data	  quality,	  characteris*cs,	  interoperability	  
§  Observa*on	  research	  methods	  
§  Appropriate	  use	  

‒  Match	  methods	  and	  data	  to	  the	  ques7on	  and	  purpose	  
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Sen7nel	  History	  
§  2007:	  FDA	  Amendments	  Act	  

•  A	  mandate	  to	  create	  an	  ac*ve	  surveillance	  system	  
•  Access	  data	  from	  100	  million	  individuals	  by	  July	  2012	  

§  2008:	  FDA	  launched	  the	  Sen*nel	  Ini*a*ve	  
§  2009:	  Mini-‐Sen*nel	  funded	  under	  Sen*nel	  Ini*a*ve	  

•  5-‐year	  pilot	  to	  create	  ac*ve	  surveillance	  system	  and	  
develop	  policies,	  infrastructure,	  collabora*on	  

§  2014:	  Funding	  awarded	  for	  Sen*nel	  
§  Today:	  Func*onal	  network	  with	  extensive	  
capabili*es	  
•  Analy*c	  tools	  for	  rapid	  response	  to	  simple	  and	  complex	  

(eg,	  matched	  and	  self-‐controlled	  designs)	  ques*ons	  
•  Ability	  to	  review	  full-‐text	  medical	  records	  
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Ins*tute	  for	  
Health	  

Lead	  –	  HPHC	  Ins*tute	  

Data	  and	  
scien*fic	  	  
partners	  

Scien*fic	  	  
partners	  

Scien7fic	  Partners	  Bring	  Exper7se	  
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Impact	  /	  Dissemina7on	  

§  4	  FDA	  drug	  safety	  communica*ons	  
‒  Tri-‐valent	  inac*vated	  flu	  vaccine	  and	  febrile	  seizures	  	  

(no	  increased	  risk)	  
‒  Rotarix	  and	  intussuscep*on	  (label	  change)	  
‒  Dabigatran	  and	  bleeding	  (no	  increased	  risk)	  
‒  Olmesartan	  and	  sprue-‐like	  enteropathy	  (label	  change)	  

§  70	  peer-‐reviewed	  ar*cles	  
§  48	  methods	  reports	  /	  white	  papers	  
§  Thousands	  of	  unique	  queries	  and	  comparisons	  contribu*ng	  to	  

over	  140	  formal	  assessments	  

www.mini-‐sen*nel.org	  	  
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www.mini-‐sen*nel.org	  	   Southworth, et al., N Engl J Med 2013. DOI: 10.1056/NEJMp1302834 
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Distributed	  Data	  Networks	  
1- User creates and 
submits query for FDA  
(a computer program) 
 
2- Data Partners 
retrieve query  
 
3- Data Partners 
review and run query 
against their local data 
 
4- Data Partners 
review results  
 
5- Data Partners  
return results to SOC 
via secure network  
 
6- Results aggregated 
and sent to FDA Team 

2	   5	  

Sen7nel	  Opera7ons	  Center	  

Sen7nel	  Secure	  Network	  Portal	  
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Common	  Data	  Model	  


