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Disclaimer	
  
The	
  views	
  and	
  opinions	
  presented	
  here	
  
represent	
  those	
  of	
  the	
  speaker	
  and	
  should	
  
not	
  be	
  considered	
  to	
  represent	
  advice	
  or	
  
guidance	
  on	
  behalf	
  of	
  the	
  Food	
  and	
  Drug	
  
AdministraJon.	
  	
  
	
  



21st	
  Century	
  Review	
  Ini<a<ve	
  
A	
  set	
  of	
  performance	
  standards	
  to	
  follow	
  during	
  drug	
  review	
  
with	
  the	
  goal	
  of	
  making	
  the	
  process	
  more	
  organized,	
  
integrated,	
  efficient	
  and	
  effecJve.	
  



Dr.	
  Woodcock’s	
  Vision	
  for	
  
Modernizing	
  Product	
  Review	
  

›  Easier	
  access	
  to	
  important	
  resources	
  
›  Less	
  Jme	
  spent	
  trying	
  to	
  analyze	
  data	
  
›  More	
  “think”	
  Jme	
  
›  Increase	
  ability	
  to	
  explore	
  study	
  data	
  
›  BeTer	
  data	
  visualizaJon	
  

Source:	
  Dr.	
  Chuck	
  Cooper,	
  CDISC	
  EU	
  Interchange,	
  2013	
  



CDER	
  Computa<onal	
  Science	
  Center	
  
Established	
  to	
  develop	
  the	
  core	
  infrastructure	
  and	
  services	
  to	
  
provide	
  high-­‐quality	
  quanJtaJve	
  analysis	
  of	
  informaJon	
  on	
  
product	
  safety,	
  effecJveness,	
  and	
  quality.	
  



Intersec<on	
  of	
  data,	
  tools	
  and	
  technology	
  

Source:	
  Lilliam	
  Rosario,	
  Ph.D.,	
  PhUSE	
  ComputaJonal	
  Science	
  Symposium,	
  2014	
  



CSC	
  Reviewer	
  Services	
  

Source:	
  Lilliam	
  Rosario,	
  Ph.D.,	
  PhUSE	
  ComputaJonal	
  Science	
  Symposium,	
  2014	
  



What	
  is	
  the	
  key	
  ingredient	
  for	
  
FDA	
  to	
  meet	
  their	
  goals?	
  



What	
  is	
  the	
  key	
  ingredient	
  for	
  
FDA	
  to	
  meet	
  their	
  goals?	
  

	
  

Requiring	
  High	
  Quality	
  
Standardized	
  (CDISC)	
  Data	
  



High	
  quality	
  data	
  is	
  	
  
the	
  key	
  to	
  enabling	
  
regulatory	
  reviewers	
  	
  

to	
  fully	
  uJlize	
  
the	
  ComputaJonal	
  

Science	
  Center’s	
  tools	
  
and	
  services	
  

to	
  support	
  decision	
  
making	
  

Analy<c	
  	
  
Tools	
  

Customer	
  Support	
  

High	
  Quality	
  
Data	
  

Training	
  

Analy<c	
  	
  
Services	
  

Source:	
  Lilliam	
  Rosario,	
  Ph.D.,	
  PhUSE	
  ComputaJonal	
  Science	
  Symposium,	
  2014	
  



FDA’s	
  Defini<on	
  of	
  Data	
  Quality	
  
›  High	
  Quality	
  Data	
  is	
  both	
  Compliant	
  and	
  Useful	
  

›  Compliant	
  means	
  the	
  data	
  confirms	
  to	
  applicable	
  
data	
  standards	
  

›  Useful	
  means	
  the	
  ability	
  of	
  data	
  to	
  support	
  the	
  
intended	
  use	
  



Is	
  Study	
  Data	
  Useful?	
  
›  Is	
  data	
  structure	
  and	
  content	
  well	
  documented?	
  
›  Does	
  data	
  support	
  the	
  use	
  of	
  standard-­‐based	
  
review	
  tools?	
  (e.g.,	
  JReview,	
  MAED)	
  

›  Can	
  reviewers	
  reuse	
  common	
  analysis?	
  (e.g.,	
  Liver	
  
funcJon,	
  Hy’s	
  Law	
  plot)	
  

›  Are	
  there	
  data	
  quality	
  issues	
  that	
  could	
  impact	
  the	
  
review	
  process	
  and	
  results?	
  



FDA	
  DataFit	
  Project	
  
A	
  project	
  to	
  improve	
  the	
  quality	
  of	
  submissions	
  by	
  assessing	
  
and	
  enforcing	
  CDISC	
  compliance	
  and	
  data	
  fitness	
  (usefulness).	
  



DataFit	
  Objec<ves	
  
›  Implement	
  OpenCDISC	
  Enterprise	
  
›  Develop	
  addiJonal	
  validaJon	
  rules	
  to	
  assess	
  if	
  
data	
  is	
  “fit	
  for	
  use”	
  in	
  modern	
  review	
  process	
  

›  Improve	
  the	
  quality	
  of	
  submissions	
  by	
  
›  RequesJng	
  sponsors	
  to	
  validate	
  data	
  against	
  FDA	
  rules	
  

prior	
  to	
  submission	
  
›  Explain	
  issues	
  that	
  could	
  not	
  be	
  resolved	
  in	
  Study	
  Data	
  

Reviewer's	
  Guide	
  



DataFit	
  Value	
  
›  Automates	
  CDISC	
  compliance	
  and	
  data	
  fitness	
  
assessment	
  process	
  	
  

›  Provides	
  results	
  to	
  reviewers	
  well	
  in	
  advance	
  of	
  
filing	
  	
  

›  Reduces	
  uncertainty	
  for	
  sponsors	
  on	
  how	
  to	
  
submit	
  data	
  and	
  to	
  avoid	
  post-­‐submission	
  
requests	
  



FDA	
  JumpStart	
  Services	
  
A	
  consolidated	
  process	
  that	
  takes	
  various	
  CSC	
  tools	
  and	
  
technologies	
  and	
  applies	
  them	
  against	
  submissions	
  to	
  “jump	
  
start”	
  the	
  review	
  process.	
  



JumpStart	
  Objec<ves	
  
›  Accesses	
  and	
  reports	
  on	
  whether	
  data	
  is	
  fit	
  for	
  use	
  
›  Automates	
  analysis	
  that	
  are	
  universal	
  or	
  common	
  
›  Highlights	
  areas	
  that	
  may	
  need	
  focus	
  for	
  review	
  
›  Provides	
  support	
  to	
  reviewers	
  



FDA	
  JumpStart	
  wins	
  HHS	
  Innovates	
  Award	
  
The	
  FDA’s	
  “JumpStart	
  Drug	
  Review”	
  was	
  selected	
  for	
  a	
  2014	
  HHS	
  
Innovates	
  Award!	
  This	
  groundbreaking	
  program	
  was	
  recognized	
  as	
  a	
  
“Secretary’s	
  Pick”	
  by	
  Secretary	
  Sylvia	
  MaThews	
  Burwell	
  and	
  Deputy	
  
Secretary	
  Bill	
  Corr.	
  	
  



Ques<ons	
  
	
  
Max	
  Kanevsky	
  
CEO	
  of	
  Pinnacle	
  21,	
  Founder	
  of	
  OpenCDISC	
  
mkanevsky@pinnacle21.net	
  


