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§  Business	
  case	
  requirements	
  

§  Clinical	
  trial	
  design	
  

§  Clinical	
  data	
  standard	
  conversion	
  

§  Advanced	
  data	
  visualizaGon	
  
q  PaGent	
  Profile	
  
q  Trends	
  
q  Timelines	
  
q  LisGngs	
  

PresentaGon	
  outline	
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IntroducGon	
  
§  “It	
  is	
  all	
  about	
  the	
  data”	
  J.	
  Chris	
  Scalet	
  

§  Decision-­‐makers	
  makes	
  sense	
  of	
  the	
  data	
  
with	
  advanced	
  visualizaGon	
  techniques	
  	
  

§  CriGcal	
  in	
  successful	
  $41B	
  merger	
  with	
  
Schering-­‐Plough	
  

§  IdenGfying	
  redundancies	
  &	
  inefficiencies	
  
q  Ex.	
  Expense	
  reports	
  discrepancies	
  

§  80%	
  is	
  consolidaGng	
  and	
  cleaning	
  the	
  data	
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Business	
  case	
  requirements	
  
§  Early	
  phase	
  oncology	
  clinical	
  trial	
  with	
  10	
  paGents	
  and	
  six	
  

follow-­‐up	
  visits	
  

§  Total	
  study	
  length	
  1	
  year	
  

§  Small	
  budget	
  

§  Demographics,	
  Inclusion/Exclusion,	
  Medical	
  History,	
  Vital	
  
Signs,	
  ECG,	
  Physical	
  Exam,	
  Labs,	
  Adverse	
  Events,	
  Concomitant	
  
MedicaGons	
  

§  Clinical	
  data	
  standard	
  (CDISC)	
  

§  Advanced	
  data	
  visualizaGon	
  



5	
  
©	
  2013	
  Clinovo.	
  All	
  Rights	
  Reserved. 	
  
The	
  contents	
  of	
  this	
  document	
  are	
  confidenGal	
  and	
  proprietary	
  to	
  Clinovo	
  

EDC	
  SoluGon	
  

§  SelecGon	
  of	
  Open	
  Source	
  Cloud-­‐based	
  EDC	
  

§  Use	
  CDASH	
  standard	
  to	
  minimize	
  data	
  
standardizaGon	
  and	
  later	
  conversion	
  to	
  SDTM	
  

§  Use	
  drag-­‐and-­‐drop	
  Forms	
  Studio	
  to	
  build	
  CRFs	
  

§  Deploy	
  in	
  12	
  seconds	
  to	
  the	
  Cloud	
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InteracGve	
  Dashboard	
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EDC	
  build	
  process	
  

§  30	
  unique	
  CRF	
  

§  287	
  Edit	
  Checks	
  

§  Data	
  entry	
  from	
  sites	
  

§  Query	
  resoluGon	
  

§  Create	
  SAS	
  datasets	
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Conversion	
  to	
  CDISC	
  SDTM	
  

Features	
  :	
  	
  
§  Create	
  and	
  customize	
  mapping	
  files	
  
§  Generate	
  the	
  SDTM	
  domains	
  	
  
§  Generate	
  the	
  Define.xml	
  
§  Validate	
  	
  the	
  SDTM	
  domains	
  

A	
  SAS-­‐based	
  Excel	
  framework	
  that	
  automaGcally	
  converts	
  data	
  to	
  CDISC	
  SDTM	
  

Challenges:	
  	
  
§  Data	
  cleaning	
  
§  Incomplete	
  data	
  
§  Non	
  standard	
  domains	
  
§  Suppqual	
  variables	
  

Open	
  source	
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Mapping	
  to	
  SDTM	
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PaGent	
  Profiles	
  IntegraGon	
  	
  

§  ClinCapture	
  template	
  based	
  on	
  SDTM	
  
q  DM,	
  IE,	
  MH,	
  PE,	
  VS,	
  EG,	
  LB,	
  AE,	
  CM,	
  DS	
  

§ Works	
  for	
  any	
  EDC	
  study	
  with	
  the	
  
domains	
  above	
  defined	
  

§  Batch	
  or	
  real-­‐Gme	
  integraGon	
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Challenges	
  

§  IteraGons	
  to	
  address	
  for	
  incomplete	
  or	
  
inaccurate	
  data	
  

§  Building	
  a	
  template	
  for	
  all	
  (missing	
  PC,	
  EX)	
  

§  IntegraGon	
  issues.	
  	
  

§  AutomaGon	
  may	
  break	
  due	
  to	
  data	
  
unpredictability	
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Profiles	
  

§  View	
  paGent	
  data	
  in	
  a	
  visual	
  “paGent	
  chart”	
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Profiles	
  

§  Color-­‐code	
  tables	
  to	
  indicate	
  high	
  and	
  low	
  
values	
  

§  View	
  tables	
  alongside	
  graphs	
  and	
  Gmeline	
  

These	
  AEs	
  occurred	
  
just	
  aner	
  the	
  spike	
  
in	
  the	
  lab	
  value.	
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Portal	
  –	
  Trends	
  
View	
  all	
  paGents’	
  ALT	
  
graphs	
  together	
  on	
  one	
  
page	
  to	
  see	
  if	
  this	
  
paGent’s	
  spike	
  is	
  unusual	
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Portal	
  –	
  InteracGve	
  Summary	
  AE	
  Plot	
  

§  Overall	
  Incidence	
  and	
  Incidence	
  By	
  Site	
  of	
  Each	
  Event	
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Portal	
  –	
  InteracGve	
  Summary	
  AE	
  Plot	
  

§  VomiGng	
  at	
  1	
  site	
  is	
  staGsGcally	
  significantly	
  greater	
  than	
  at	
  all	
  the	
  
other	
  sites.	
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Portal	
  –	
  InteracGve	
  Summary	
  AE	
  Plot	
  

§  Hover	
  over	
  the	
  point	
  and	
  see	
  the	
  incidence	
  for	
  vomiGng	
  at	
  that	
  
site,	
  plus	
  the	
  	
  paGent	
  IDs.	
  	
  Click	
  on	
  a	
  paGent	
  ID	
  to	
  be	
  brought	
  to	
  
that	
  paGent’s	
  profile	
  to	
  view	
  the	
  AE	
  in	
  the	
  context	
  of	
  the	
  whole	
  
paGent.	
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The	
  shin	
  in	
  data	
  visualizaGon	
  

§  Need	
  to	
  do	
  data	
  exploraGon	
  w/o	
  programming	
  

§  Access	
  outliers	
  w/o	
  exploraGon	
  

§  Looking	
  for	
  interacGve	
  dashboard	
  and	
  lisGngs	
  

§  SophisGcated	
  users:	
  Click-­‐through,	
  web	
  2.0,	
  
exportable,	
  color-­‐rich,	
  drag-­‐and-­‐drop	
  

“Everything	
  should	
  be	
  made	
  as	
  simple	
  as	
  
possible,	
  but	
  no	
  simpler.”	
  -­‐	
  Albert	
  Einstein	
  

	
  


