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THE (CLINICAL) TRIALS AND TRIBULATIONS OF DABIGATRAN – 
MANAGEMENT OF SURGICAL AND BLEEDING PATIENTS 
 
Dr Laura Young 

Auckland City Hospital, 
Auckland 
 
 
Dabigatran (Pradaxa) is an oral direct thrombin inhibitor which was fully funded from 1 July 2011 in New Zealand 
for use in atrial fibrillation (AF) and postoperative orthopaedic DVT prophylaxis. The decision to offer dabigatran 
as an alternative to warfarin in AF followed similar FDA approval in the United States and is based on the RE-LY 
study (NEJM 2009; 361: 1139) of 18,000 patients in which dabigatran 150mg twice daily had similar rates of major 
bleeding to warfarin and less cerebrovascular accidents. Dabigatran has a reported half-life of 12 to 14 hours 
(when CrCl > 50ml/min) and is primarily renally excreted. The dose is fixed with no interval monitoring; a dose 
reduction is recommended in patients over 80 years and use is contraindicated when CrCl < 30ml/min. 
 
There is no specific reversal agent with proven efficacy should a bleeding event occur and the management of 
major bleeding episodes in clinical trials has not been specifically reported to date. During the first month of use in 
New Zealand there were several admissions to hospital with bleeding events. These were primarily in patients 
over 80 years; renal dysfunction and errors in transition from warfarin to dabigatran were common. The 
management of bleeding, surgical procedures, and interpretation of coagulation tests will be discussed based on 
this recent clinical experience and the limited published data which is available. 
 
 
Two appendices follow. 
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