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Typical experiences trying to 

obtain data from medical trials 

ÅNeeded data from the control arm of a 

trial to help design a study 

ÅNIH researcher, NIH funded trial 

ÅñI am not prepared to release the data at 

this pointò 



Anecdote 2 

ÅConducting a meta-analysis 

ÅNeeded proportions from a published 

trial that reported means and SDs 

ÅñI would love to provide you with these 

data but my biostatistician wonôt allow itò 



Anecdote 3 

ÅWanted data from a large cancer trial to 

illustrate a novel statistical technique 

 

 

ÅInvestigators were suspicious 
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I implore you, oh great king, pity 

me, poor, little worm that I am 

ÅWe promised: 

ïThe data would only be used for a statistical 

methodology study 

ïWe would expressly state in the paper that 

no clinical conclusions should be drawn 

ïWe would slightly corrupt the data 

ïWe would send a draft to the investigators 

and they would have veto power 



This isnôt sour grapesé. 

ÅI am PI of 

ïProstate biopsy collaborative group 

(n=25,000) 

ïAcupuncture trialistsô collaboration 

(n=18,000) 

ïCollaborations for learning curve studies in 

radical prostatectomy (n=15,000) 







Arguments against data sharing 



Arguments against data sharing 1 

ÅCost and trouble of putting data set 

together 

ïñI would love to help you, but it would take 

too much timeò 



It would take too long to put 

together a data set suitable for 

statistical analysis 

ÅErrré. doesnôt this have to be done 

anyway? 

 



 



 



 



 

A cut and paste 

from the stats 

software 



 

A cut and paste 

from the stats 

software 



CODE AND PROGRAMMING 

PAPER HERE 



Arguments against data sharing 2 

ÅIt might violate patient privacy 

ïñI would love to, but it is against HIPAA 

regulationsò 











Arguments against data sharing 3 

ÅOther researchers might conduct invalid 

analyses 



Comment on a recent study of 

mine 

ÅñWhy é. RCTs of 100 subjects é ? The 

whole thing looks like a number the 

authors pulled out of their nether 

regions and then plugged into their 

meta-analysis software in order to see if 

it would affect anythingò. 



FROM PROTOCOL 



What do you prefer? 

ÅAs a test of publication bias, we 

considered the é effect é if we had 

failed to include high-quality, 

unpublished studies. Only if there were 

47 unpublished trials with n=100 

showing an advantage to sham of 0.25 

standard deviations would the difference 

between acupuncture and sham lose 

significance.  

We looked at publication 

bias and we donôt think it 

is a problem. 



Arguments against data sharing 4 

ÅSomeone might delve through our data 

and find out that our drug doesnôt work 

or that it has too many side-effects 



Headlines about merck 

etc. 


