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Na=onal	  Skills	  Sharing	  Workshop	  

How	  to	  get	  the	  needle	  out	  the	  haystack	  



Poor	  planning	  



Endless	  frustra:on	  



Plan	  



Data	  strategy	  
We	  need	  a	  strategy	  to	  get	  from	  enrolling	  pa=ents	  to	  answering	  ques=ons	  

Source	   CRF	   Database	   Reports	  





Data	  strategy	  

Source	   CRF	   Database	   Reports	  



Reports	  

Reports	  

 What	  do	  we	  
want	  to	  be	  able	  
to	  publish	  at	  the	  
end	  of	  the	  
study?	  
 What	  do	  we	  
have	  to	  report	  
to	  sponsors?	  

answers	  



Database	  

Database	  

Stores	  component	  variables	  

Well-‐structured	  to	  suit	  data	  
needs	  of	  protocol	  

Stores	  like	  data	  
together	  

Accurate,	  secure	  and	  reliable	  

Excel	  is	  not	  a	  database!	  

Don’t	  leave	  un=l	  aTer	  the	  fact	  



Component	  variables	  
Choice	  fields	  
Logical	  flow	  
Follows	  protocol	  

Compound	  variables	  
Too	  many	  ‘free	  text’	  fields	  
	  

CRF	  

CRF	  

Could	  be	  paper-‐based	  or	  electronic	  



Source	  

Source	  

Test	  results	   ECG	  report	  

Medica=on	  diary	  
	   Clinical	  notes	  

Pharmacy	  records	  

Ques=onnaires	  



DM	  Plan	  
Now	  we	  have	  a	  strategy	  to	  get	  from	  enrolling	  pa=ents	  to	  answering	  ques=ons	  

Source	   CRF	   Database	   Reports	  



Quality	  management	  

Need	  a	  detailed	  Data	  Management	  Plan	  
Amendment	  and	  Change	  Procedures	  

Defini=ons	  and	  Acronyms	  

CRF	  sec=on	  

Database	  sec=on	  

Database	  valida=on	  sec=on	  

Data	  transfer	  sec=on	  

Quality	  Assurance/Control	  Processes	  

Archiving	  and	  record	  reten=on	  process	  

Coding	  sec=on	  

NOT	  something	  
the	  ‘data	  person’	  
can	  ‘go	  away	  
and	  write	  on	  
their	  own’!	  



Quality	  management	  

DMP	  includes:	  Quality	  Assurance/Control	  Processes	  	  

Quality	  
management	  

Quality	  
assurance	  

Quality	  
control	  

A	  plan	  for	  preven:ng	  
quality	  lapses:	  
CRF	  checks	  
Data	  entry	  checks	  
Programmed	  checks	  

Measures	  data	  
quality	  in	  terms	  
of	  error	  rates	  to	  
see	  that	  they	  are	  
within	  
acceptable	  limits	  

Expand	  on	  
these	  in	  SOPs	  





Data	  clarifica:on	  



Free	  online	  courses	  

www.globalhealthtrials.org	  

www.coursera.org/course/datamanagement	  

www.lynda.com	  

	  

	  


