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n What	
  is	
  metadata	
  driven	
  mean…	
  
n Current	
  World	
  is	
  Flat	
  

–  Challenges	
  with	
  standards	
  
– Mul7dimensionality	
  of	
  clinical	
  data	
  
–  Siloed	
  people	
  and	
  processes	
  

n The	
  World	
  Needs	
  to	
  be	
  Round	
  
– What	
  do	
  other	
  industries	
  do	
  
–  Rela7onships	
  
–  Really	
  building	
  a	
  metadata	
  driven	
  approach	
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n What	
  is	
  not	
  metadata	
  driven…	
  
–  Reading	
  an	
  excel	
  spreadsheet	
  and	
  applying	
  a	
  SAS	
  label	
  
– Wri7ng	
  pseudo	
  code	
  in	
  an	
  algorithm	
  metadata	
  field	
  
–  Crea7ng	
  empty	
  data	
  set	
  shells	
  

n What	
  is	
  metadata	
  driven...	
  	
  
–  Dynamically	
  running	
  different	
  modules	
  of	
  code	
  based	
  on	
  
user	
  input	
  

–  Having	
  metadata	
  and	
  data	
  7ghtly	
  integrated	
  
–  Informa7on	
  that	
  drives	
  process	
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Two-­‐dimensional	
  structure	
  does	
  not	
  support	
  robust	
  rela7onships	
  

Designed	
  for	
  submission;	
  not	
  to	
  support	
  opera7onal	
  pieces	
  

Inability	
  to	
  7e	
  metadata	
  to	
  values	
  (i.e.	
  Keys,	
  groupings)	
  

Significant	
  flexibility	
  and	
  lack	
  of	
  clarity	
  

Standards	
  developed	
  in	
  isola7on	
  with	
  limited	
  connec7vity	
  	
  

Lack	
  of	
  a	
  robust	
  versioning/forward	
  compa7bility	
  process	
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Data	
  point(s)	
  
of	
  interest:	
   Who:	
   What:	
   Where	
  (from	
  DM):	
  

Why:	
  
When:	
  

How:	
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Data	
  point(s)	
  
of	
  interest:	
   Who:	
   What:	
   Where	
  (from	
  DM):	
  

Why:	
  
When:	
  

How:	
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n String	
  theory	
  and	
  M	
  theory	
  are	
  only	
  feasible	
  in	
  11	
  
dimensional	
  physical	
  space	
  

n This	
  is	
  very	
  difficult	
  for	
  humans	
  to	
  comprehend	
  

?	
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Robust	
  metadata	
  model	
  that	
  supports	
  mul7ple	
  
dimensions	
  

Collect	
  the	
  Data	
  in	
  that	
  model	
  

Use	
  robust	
  object	
  oriented	
  languages	
  to	
  
“transform”	
  the	
  data	
  with	
  full	
  traceability	
  

Use	
  the	
  data	
  directly	
  for	
  analysis	
  

“Extract”	
  the	
  data	
  to	
  SDTM	
  and	
  ADaM	
  (views)	
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n The	
  current	
  flat	
  world	
  creates	
  severe	
  limita7ons	
  
n The	
  Standards	
  are	
  not	
  currently	
  robust	
  enough	
  to	
  
support	
  the	
  dimensionality	
  of	
  clinical	
  data	
  

n We	
  should	
  learn	
  from	
  other	
  industries	
  
n Must	
  integrate	
  informa7on	
  and	
  metadata	
  
n  It’s	
  not	
  an	
  academic	
  exercise	
  

Join	
  us	
  in	
  believing	
  the	
  world	
  is	
  round!	
  


