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EEEE Tablel Baseline characteristics of patients in the GENERAL study
(IE’E%%’E% - R— Overall Male Feniale
37;;:—;;g 'g)o kTR Pationts 3704648%)  2013(35.2%)
Age, years 73.9£95 723297 76.9:84
Age <64 836(14.6%) 691(18.7%) 145(7.2%)
65-74 1971(345%)  1402379%)  569(28.3%)
>75 2010(509%)  1611(43.5%)  1299(64.5%)
Body weight, kg 6274133 67.5512.1 54.0+108
Cr 09202 0.9:02 0.802
CrCL ml /min 6674273 7185276 5772244
Comorbidities
Hypertension 4149(728%)  2644(715%)  1505(75.0%)
Diabetes 131023.0%)  911(24.6%) 399(19.9%)
Prior stroke Ischemic 631(11.2%) 402(11.0%) 229(11.5%)
Hemomhagic  59(1.2%) 37(1.1%) 22(1.29%)
TIA 104(1.8%) 68(1.8%) 36(1.8%)
S, 22(0.4%) 12(0.3%) 10(0.5%)
embolism
TERE— 218Q14%)  717(19.4%) 501(25.0%)
failure
S 553(9.7%) 398(10.8%) 155(7.7%)
disease
Myocardial 200(36.2%) 170(42.8%) 30(19.4%)
infarction
. Type of AF Paroxysmal 2311(405%)  1385(37.4%)  926(46.1%)
Non-paroxysmal
(persistent, 3308(59.5%)  2315(62.6%)  1083(53.9%)
permanent)
Dementia 338(5.9%) 159(4.3%) 179(8.9%)
Being need for
fong-term care or 623(12.1%) 285(8.5%) 338(18.8%)
support
CHADS? 21210 21210 2309
CHA2DS2-VASc 31214 27513 4.0<12
HAS-BLED' 2110 21210 22:09
A UL 837(23.7%) 346(18.2%)
medicine
R 23E35%)  154844.7%)  T74(41.3%)
antithrombotic
Prlorhistory of | \3s051%)  964(26.0%) 471(23.4%)
warfarin
Data are presented as n (%) or mean = standard deviation.
AF. atrial fibrillation: CrCl. creatinine clearance; TIA. transient ischemic attack
* ©Maximum score is 7 becanse of the exclusion of the factors "Labile intemational normalized ratio”
and "Drug/ alcohol" from the HAS-BLED score
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Table2 Efficacy and safety endpoint
No. of 95%CI
e 100person-year r— Toper
Primary endpoint ‘
Stroke (ischemic or hemorrhagic) and
systemic emboism 136 1.23 104 145
Secondary efficacy endpoints
All-cause death 219 1.96 172 224
Cardiovascular death 100 09 0.74 1.09
Stroke, systemic embolism, acute
myocardial infarction / vnstable angina 243 22 194 249
and cardiovascular death
Stroke 126 1.14 096 135
Ischemic 99 0.89 0.73 1.09
Hemorrhagic 26 0.23 0.16 0.34
TIA 17 0.15 0.09 025
Systemic embolism 13 0.12 0.07 02
R e 0.02 0 0.07
thromboembolism
AMI / unstable angina 23 021 0.14 031
PCI 15 0.13 0.08 0.22
CABG - 0.08 0.22
Secondary safety endpoints
Major bleeding 70 0.63 05 08
Non-major bleeding 250 229 201 2.58

AMI, acute myocardial infarction; CABG, coronary artery bypass grafting; CI. confidence interval;
PCI; percutaneous coronary intervention; TIA, transient ischemic attack

Mean Observation Period: 1.95 years

Stroke (ischemic or hemorrhagic) and systemic embolism

3 Major Bleeding
~=—— All-cause death
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Fig.1 Cumulative rates for primary effectiveness outcome (stroke/systemic embolismy).
all-cause death. major bleeding events

5 E

This GENERAL study showed effectiveness and safety of rivaroxaban in Japanese NVAF
patients in the general practitioners
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