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All models are wrong – but some are useful 
- G. E. P. Box 
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‘De-confounded’ pattern 



Alopecia with fluoxetine 
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’But one’ pattern 

Hopstadius & 
Norén, 2012. 



Rhabdomyolysis with venlafaxine 
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Statins and rhabdomyolysis 

Caster et al. 
2009. 



Statins and rhabdomyolysis 

Caster et al. 
2009. 



• Highlighted by the first PT in 2nd quarter 2008 

Hill et al. 
2009. 

Acute renal failure with 
Hydrochlorothiazide/Telmisartan  



• Highlighted by the HLT in 2nd quarter 2006 

Acute renal failure with 
Hydrochlorothiazide/Telmisartan  



• Highlighted by two PTs in 4th quarter 2008 

Peripheral neuropathy with efalizumab  



• Not highlighted by the HLT at all 

Peripheral neuropathy with efalizumab  



• High expected count for HLT due to another PT 

Peripheral neuropathy with efalizumab  



Face pain with epinephrine 

vs 
4 0.3 



Face pain with epinephrine 

vs 
4 0.3 



Extreme duplication 

”The cases were 
all duplicates” 

”For the year 2005, there were 66 
cases in total reporting aortic 
dissection, of which 20 were 
reported with the drug of interest.” 

Hauben et al. 
Drug Safety, 2007. 



Drug interactions 

1+1=3 ? 



Interaction compared to what? 



Disproportionality analysis is  

a good servant  

but a terrible master! 

Watch your step! 
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