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« Dans la vie, rien n’est à craindre, 
tout est à comprendre »            

Marie Curie 



Residual risk of stroke and death in anticaogulant-treated 
patients with atrial fibrillation.  
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PIONEER AF-PCI: overview 
PCI study 

Rivaroxaban 15 mg od#‡ + clopidogrel* 

Objective: safety of two rivaroxaban regimens vs VKA after PCI (with stent placement) 
in non-valvular AF 

End of  
treatment  

(12 months) 

Rivaroxaban 2.5 mg bid‡ 
+ DAPT** 

VKA (INR 2.0–3.0)§  
+ DAPT* 

Rivaroxaban 15 mg od#  
+ low-dose ASA 

VKA + low-dose 
ASA 

N=2100 

1:1:1 Intended DAPT duration  
of 1, 6 or 12 months 

Population:  
Paroxysmal, persistent 
or permanent AF, 
undergoing PCI  
(with stent placement) 

R 

Start: Q2-13 
End: ~Q3-15 

* alternative use of prasugrel or ticagrelor allowed, but capped at 15% 
** ASA (75–100 mg daily) + clopidogrel (75 mg daily) (alternative use of prasugrel or ticagrelor allowed, but capped at 15%); #CrCl 
30–49 ml/min: 10 mg od; ‡First dose 72–96 hours after sheath removal; §First dose 12–72 hours after sheath removal 
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Time to first recurrent hospitalization caused by cardiovascular or bleeding event.  

C. Michael Gibson et al. Circulation. 2017;135:323-333 
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Stroke prevention in atrial fibrillation 
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Ischaemic and haemorrhagic stroke associated with non-vitamin K 
antagonist oral anticoagulants and warfarin use in patients with atrial 

fibrillation: a nationwide cohort study 

Staerk L, et al. Eur Heart J. 2017;38(12):907-915.  

43 299 AF patients 
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A nationwide registry study to compare bleeding rates in patients with 
atrial fibrillation being prescribed oral anticoagulants 

Halvorsen S, et al. Eur Heart J - Cardiovascular Pharmacotherapy. 2017;3: 28–36 
 

32 675 AF patients  



A Comparison of the Rate of Gastrointestinal Bleeding in Patients 
Taking Non-Vitamin K Antagonist Oral Anticoagulants or Warfarin 

Cangemi DJ, et al. Am J Gastroenterol. 2017. 112:734-739. 



Is There an Obesity Paradox for Outcomes in Atrial Fibrillation? 
A Systematic Review and Meta-Analysis of Non–Vitamin K Antagonist 

Oral Anticoagulant Trials 

Proietti M, el al. Stroke. 2017; 48(4):857-866. 
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Major bleeding Stroke/systemic embolic event 



Relation of Stroke and Major Bleeding to Creatinine Clearance in 
Patients With Atrial Fibrillation (from the Fushimi AF Registry)  

Abe M, et al. Am J Cardiol. 2017 ;119(8):1229-1237 
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Dabigatran versus VKA Rivaroxaban versus VKA 



Effectiveness: D versus VKA 
Dabigatran

(n)
VKA
(n)

Events
(n) HR     [95% CI]

0.30 0.50 1 2

Composite criterion

Crude analysis        27060        44653        7513      0.44   [0.41 - 0.46]

Adjusted analysis        27060        44653        7513      0.71   [0.67 - 0.75]

Matched analysis        20489        20489        3310      0.71   [0.66 - 0.76]

Arterial thrombotic events

Crude analysis        27060        44653        1102      0.55   [0.48 - 0.63]

Adjusted analysis        27060        44653        1102      0.75   [0.64 - 0.88]

Matched analysis        20489        20489         547      0.75   [0.63 - 0.88]

Acute coronary syndrome

Crude analysis        27060        44653         798      0.67   [0.58 - 0.79]

Adjusted analysis        27060        44653         798      0.81   [0.68 - 0.97]

Matched analysis        20489        20489         414      0.79   [0.65 - 0.95]

All-cause death

Crude analysis        27060        44653        4334      0.36   [0.34 - 0.39]

Adjusted analysis        27060        44653        4334      0.74   [0.68 - 0.80]

Matched analysis        20489        20489        1669      0.74   [0.67 - 0.82]

 .



Safety: R versus VKA 
Rivaroxaban

(n)
VKA

(n)
Events

(n) HR     [95% CI]

0.30 0.50 1 2

Clinically relevant bleeding
Crude analysis        31388        44653         2461      0.68   [0.63 - 0.74]
Adjusted Analysis        31388        44653         2461      0.86   [0.78 - 0.94]
Matched analysis        23053        23053         1402      0.83   [0.75 - 0.92]

Major bleeding
Crude analysis        31388        44653         1281      0.53   [0.47 - 0.60]
Adjusted Analysis        31388        44653         1281      0.73   [0.64 - 0.84]
Matched analysis        23053        23053          697      0.68   [0.58 - 0.79]

Haemorragic stroke
Crude analysis        31388        44653          312      0.63   [0.49 - 0.80]
Adjusted Analysis        31388        44653          312      0.71   [0.55 - 0.93]
Matched analysis        23053        23053          191      0.65   [0.49 - 0.87]

Other critical organ or site bleeding
Crude analysis        31388        44653          316      0.41   [0.31 - 0.53]
Adjusted Analysis        31388        44653          316      0.52   [0.38 - 0.69]
Matched analysis        23053        23053          169      0.50   [0.36 - 0.69]

Gastro-intestinal bleeding
Crude analysis        31388        44653          807      0.82   [0.71 - 0.95]
Adjusted Analysis        31388        44653          807      1.09   [0.93 - 1.28]
Matched analysis        23053        23053          455      1.08   [0.90 - 1.30]

 Urogenital bleeding
Crude analysis        31388        44653          385      1.02   [0.83 - 1.25]
Adjusted Analysis        31388        44653          385      1.08   [0.86 - 1.35]
Matched analysis        23053        23053          243      1.00   [0.78 - 1.28]

Other bleeding subtype
Crude analysis        31388        44653          741      0.52   [0.44 - 0.61]
Adjusted Analysis        31388        44653          741      0.71   [0.59 - 0.85]
Matched analysis        23053        23053          394      0.70   [0.57 - 0.85]

 .




