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Dabigatran on the eve of a new era 
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The impressive results of the RE-LY study have boosted the approval by FDA in the last October of 

dabigatran, a competitive thrombin inhibitor, at the dosage of 150 mg twice daily for the prevention of 

stroke and systemic embolism in patients with atrial fibrillation (AF). In the RE-LY study, dabigatran, at 

the dosages of 110 mg or 150 mg, reduced the occurrence of stroke and haemorrhage compared to 

warfarin treatment in patients with AF. Are the results of the RE-LY study also consistent for AF patients 

with a previous stroke or TIA who are at increased risk of stroke recurrence and bleeding complications? A 

subgroup analysis on 3,623 patients with previous stroke or TIA confirm the results, with a reduction of 

25% in the 150 mg dabigatran group in rates of stroke or systemic embolism and of 74% in intracranial 

haemorrhages respect to warfarin, although with more gastrointestinal bleedings; as in the previous 

study, the 110 mg dabigatran group showed similar rates of stroke and embolic events and reduced 

bleeding complications compared to warfarin. For patients with severe renal impairment the drug is also 

available at 75 mg twice daily dose. The better quality of life associated with the dabigatran, which doesn’t 

require a constant dose adjustment, together with the reduced embolic events compared to warfarin, 

make it a breakthrough in the treatment of AF patients. However a better and systematic bleeding risk 

assessment, using the HAS-BLED score, togheter with the development of a ready-to-use antidote of 

dabigatran, is recommended.  
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