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Definition of clinically relevant non-major bleeding 
At least one of the following criteria had to be fulfilled: 
Spontaneous skin hematoma of at least 25 cm2 

Spontaneous nose bleed of more than 5 minutes duration 
Macroscopic hematuria, either spontaneous or, if associated with an intervention, 
lasting more than 24 hours 
Spontaneous rectal bleeding (more than spotting on toilet paper) 
Gingival bleeding for more than 5 minutes 
Bleeding leading to hospitalization and/or requiring surgical treatment 
Bleeding leading to a transfusion of less than 2 units of whole blood or red cells 
Any other bleeding event considered clinically relevant by the investigator 



Figure. Hazard ratio of the primary outcome, according to subgroup

Dabigatran Warfarin Hazard ratio P-value for

N Percentages of patients with event (95% CI) interaction
,

Sex
,,

Male 1484 2.6% 1.9%
, •, p=0.34

Female 1055 2.1% 2.5% .',,Age category
,,

18 - <40 years 487 2.5% 2.0%
, •, p=0.45,

)40 - <50 years 473 4.3% 1.7% i •
• ,

50 - <65 years 789 1.5% 2.5% ,,
65 - <75 years 500 2.2% 2.2% II,

1.5% 1.9%
,

>= 75 years 290 ,,
Race ,
White 2407 2.3% 2.2% --- p=0.96
Black 67 2.8% 0.0%

,,,
)Asian 65 4.0% 2.5% ,,

Weight category
,,

<50 kg 18 0.0% O.Q% '( ,, p=0.76
50 - <100 kg 2015 1.8% 2.0% --->= 100 kg 502 4.4% 3.0% , •,

BMI category (Kg/m2)
,,

<25 kg/m2 643 1.9% 2.1% .:
p=0.89

25 - <30 kg/m2 1047 2.1% 2.3% III
30 - <35 kg/m2 538 2.6% 1.8% •
>= 35 kg/m2 306 3.5% 2.3% • )

Creatinine Clearance category [ml/min]

<30 mLimin 13 0.0% 0.0% x p=0.92
30 - <50 mLimin 120 0.0% 4.9%

50 - <80mLlmin 551 1.8% 2.2% •
>= 80 mLimin 1833 2.7% 2.0% ----:--.--

Previous VTE
,,

No 1890 1.9% 2.3% ~ p=0.09
Yes 649 3.7% 1.6% , • ),

Initial symptomatic PE
,,, •No 1753 2.2% 1.6% ,

p=0.41.'Yes 786 2.8% 3.3% ,,
Active cancer at baseline

,
No 2418 2.3% 2.0% -.- p=0.49
Yes 121 3.1% 5.3%

i I i i i i i

0.0 0.5 1.0 1.5 2.0 2.5 3.0 3.5 4.0 4.5 5.0
Dabigatran better Warfarin better


	4schu_SuppApp.pdf
	Scan_Doc0002

