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Potential harm caused by poor data quality 

•  Lack	
  of	
  understanding	
  of	
  clinical	
  study	
  assets	
  
can	
  lead	
  to	
  studies	
  being	
  omitted	
  from	
  
summaries,	
  which	
  can	
  lead	
  to	
  FDA	
  Warning	
  
Letters	
  

Warning	
  
letters	
  

•  Time	
  taken	
  to	
  prepare	
  integrated	
  summaries	
  
will	
  increase	
  when	
  attempts	
  are	
  made	
  to	
  
combine	
  data	
  that	
  does	
  not	
  match	
  

Time	
  to	
  
Integrated	
  
Summary	
  

•  Trust	
  in	
  data	
  is	
  reduced,	
  leading	
  to	
  status	
  
reports	
  being	
  devalued	
  and	
  ultimately	
  
ignored	
  

Trust	
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Scope of the problem 

• Data	
  quality	
  is	
  a	
  problem	
  because	
  non-­‐
standardised	
  	
  items	
  can	
  disguise	
  the	
  true	
  
contents	
  of	
  systems	
  

Data	
  

• Metadata	
  quality	
  is	
  important	
  because	
  it	
  can	
  
lead	
  to	
  failures	
  to	
  match	
  and	
  therefore	
  
incomplete	
  or	
  misleading	
  information	
  	
  

Metadata	
  	
  

•  The	
  problem	
  is	
  not	
  confined	
  to	
  clinical	
  
databases,	
  but	
  to	
  all	
  clinical	
  systems	
  	
  such	
  as	
  
CTMS,	
  safety,	
  portfolio	
  management,	
  project	
  
management	
  and	
  financial	
  systems	
  

Multiple	
  
systems	
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Example 

Hedex	
  Extra	
  Tablets	
  2	
  x	
  8	
  Blister	
  Pack	
  

Hedex	
  Extra	
   Tablets	
   2	
  x	
  8	
  Blister	
  Pack	
  

500mg	
  
Paracetamol	
   65mg	
  Caffeine	
  



Copyright © 04/12/2012, SAS Institute Inc. All rights reserved. 

www.sas.com/uk 

Solution Components 

Data	
  Governance	
  

Technology	
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Data Governance 
A	
  business	
  framework	
  to	
  ensure	
  data	
  assets	
  are	
  
managed	
  and	
  controlled	
  

Requires	
  People,	
  Processes	
  and	
  Technology	
  

Only	
  effective	
  with	
  high-­‐level	
  sponsorship	
  

Usually	
  involves	
  Data	
  Stewards	
  to	
  manage	
  data	
  
assets	
  and	
  develop	
  and	
  enforce	
  procedures	
  

• Master	
  Quality	
  Management	
  
• Data	
  Quality	
  Monitoring	
  
• Data	
  Quality	
  Business	
  Rules	
  

Various	
  Technology	
  Components	
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DataFlux Technology Components  

Profiling	
  

Standardisation	
  

Parsing	
  

Match	
  coding	
  

Monitoring	
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Profiling 

Assess	
  the	
  structure	
  and	
  content	
  of	
  data	
  

• Missing	
  data	
  
•  Non-­‐unique	
  data	
  
•  Failure	
  to	
  meet	
  required	
  patterns	
  

Quickly	
  identify	
  issues	
  

Key	
  analysis	
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Standardisation 

Create	
  a	
  scheme	
  to	
  map	
  raw	
  data	
  to	
  
standard	
  terms	
  and	
  spellings	
  

Can	
  be	
  manual,	
  can	
  use	
  grammars	
  and	
  
dictionaries	
  

Can	
  generate	
  SQL	
  code	
  to	
  apply	
  the	
  
scheme	
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Parsing 

Break	
  a	
  string	
  of	
  text	
  into	
  its	
  constituent	
  parts	
  

Need	
  to	
  understand	
  the	
  data	
  being	
  analysed	
  

Create	
  a	
  vocabulary	
  of	
  known	
  words	
  (can	
  be	
  
imported)	
  

Create	
  a	
  grammar	
  of	
  structures	
  

Manage	
  delimiters,	
  Stop	
  words	
  

Probabilistic	
  approach	
  –	
  may	
  be	
  more	
  than	
  one	
  
solution	
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Parsing: Grammar 
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Parsing: Vocabulary 
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Parsing: Test 
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Parsing: Test 
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Parsing: Test 
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Match coding 

Create	
  an	
  intelligent	
  code	
  to	
  contain	
  the	
  
essence	
  of	
  a	
  text	
  string	
  

Use	
  a	
  sensitivity	
  to	
  determine	
  how	
  much	
  
information	
  is	
  passed	
  to	
  the	
  match	
  code	
  

Enables	
  fuzzy	
  matching	
  of	
  data	
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Monitoring 

Track	
  data	
  quality	
  indicators	
  over	
  time	
  

Apply	
  business	
  rules	
  to	
  create	
  alerts	
  if	
  
data	
  quality	
  drops	
  below	
  certain	
  levels	
  

Create	
  data	
  quality	
  scorecards	
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Benefits of good data quality 

Lower	
  risk	
  of	
  an	
  FDA	
  Warning	
  Letter	
  

Faster	
  reporting	
  process,	
  especially	
  in	
  ISS/
ISE	
  and	
  SAE	
  reconciliation	
  

Better	
  ability	
  to	
  answer	
  regulatory	
  
questions	
  

Better	
  overview	
  of	
  project	
  portfolio	
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Conclusions 

Data	
  quality	
  is	
  an	
  imperative	
  

• Warning	
  Letters	
  
•  Legal	
  Action	
  

Direct	
  costs	
  

•  Failure	
  to	
  identify	
  safety	
  issues	
  early	
  enough	
  
•  Failure	
  to	
  identify	
  resource	
  issues	
  early	
  enough	
  

Opportunity	
  costs	
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http://www.datagovernance.com/	
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