Clinical trials of rivaroxaban
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1 post stroke

Trial Treatments Patients Trials design and methods
rivaroxaban vs aspirin
NAVIGATE ESUS , 2018 rivaroxaban (at a daily dose of 15 mg) patients with recent ischemic stroke that
[NCT02313909] Versus was presumed to be from cerebral
n=3609/3604 aspirin (at a daily dose of 100 mg) embolism but without arterial stenosis,
lacune, or an identified cardioembolic
source

More details and results :

e anticoagulant for post stroke in all type of patients at http://www.trialresultscenter.org/go-Q413
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2 cardiovascular prevention

Trial Treatments Patients Trials design and methods
rivaroxaban vs aspirin

COMPASS (rivaroxaban Rivaroxaban 2.5 mg twice daily alone Patients With Coronary or Peripheral

alone) , 2017 versus Artery Disease

[INCT01776424] aspirin 100 mg once daily

n=27400

follow-up:

rivaroxaban -+ aspirin vs aspirin

continued...


www.trialresultscenter.org
http://www.trialresultscenter.org/NAVIGATE ESUS trial summary-S17028
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Trial Treatments

Patients

Trials design and methods

COMPASS (rivaroxaban +  rivaroxaban (2.5 mg twice daily) plus
aspirin) , 2017 aspirin (100 mg once daily)
[NCT01776424] versus

n=9152/9126 aspirin 100 mg once daily

follow-up: 23 months

Patients With Coronary or Peripheral
Artery Disease

Parallel groups
double-blind

More details and results :

e anticoagulant for cardiovascular prevention in secondary prevention at http://www.trialresultscenter.org/go-Q481

e direct oral anticoagulant (DAQ) for cardiovascular prevention in secondary prevention at http://www.trialresultscenter.org/go-Q706

e direct factor Xa inhibitors for cardiovascular prevention in secondary prevention at http://www.trialresultscenter.org/go-Q707

e anticoagulant for cardiovascular prevention in all type of patients at http://www.trialresultscenter.org/go-Q709
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3 heart failure

Trial Treatments

Patients Trials design and methods

rivaroxaban vs placebo

COMMANDER HF , 2018 rivaroxaban at a dose of 2.5 mg twice

[NCT01877915] daily
n=2507/2515 versus
follow-up: 21.1 months placebo

patients who had chronic heart failure, a
left ventricular ejection fraction of 40% or
less, coronary artery disease, and elevated
plasma concentrations of natriuretic
peptides and who did not have atrial
fibrillation

More details and results :

e antithrombotics for heart failure in all type of patients at http://www.trialresultscenter.org/go-Q73
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e anticoagulant for heart failure in all type of patients at http://www.trialresultscenter.org/go-Q736

e direct oral anticoagulant (DAO) for heart failure in all type of patients at http://www.trialresultscenter.org/go-Q738
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4 atrial fibrillation

Trial Treatments Patients Trials design and methods
rivaroxaban vs warfarin

ROCKET (2nd prevention rivaroxaban patients with a prior stroke or transient Parallel groups

subgroup) , 2011 versus ischemic attack double-blind

n=3892/3875 warfarin INR 2-3

follow-up:

rivaroxaban vs warfarin standard dose

ROCKET-AF , 2010 Rivaroxaban 20mg p.o. once daily Subjects With Non-Valvular Atrial Parallel groups
[NCT00403767] versus Fibrillation double blind
n=7131/7133 Warfarin p.o. once daily titrated to a 45 countries
follow-up: median 1.94 y target INR of 2.5 (range 2.0 to 3.0,

inclusive)
ROCKET J ongoing Rivaroxaban - parallel groups
[NCT00494871] versus double-blind
n=NA warfarin Japan
follow-up:

More details and results :
e antithrombotics for atrial fibrillation in primary prevention of thromboembolic events at http://www.trialresultscenter.org/go-Q57
e direct factor Xa inhibitors for atrial fibrillation in all type of patients at http://www.trialresultscenter.org/go-Q373
e direct oral anticoagulant (DAO) for atrial fibrillation in all type of patients at http://www.trialresultscenter.org/go-(391

e antithrombotics for atrial fibrillation in secondary prevention of thromboembolic events at http://www.trialresultscenter.org/
go—-Q392
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5 acute coronary syndrome

Trial Treatments Patients Trials design and methods
rivaroxaban 2.5mg vs placebo

ATLAS ACS-TIMI 46 rivaroxaban 2.5 mg twice daily recent ACS patients treated with aspirin double blind
(2.5mg) , 2009 versus alone (n=761) or aspirin plus clopidogrel 27 countries
[NCT00402597] placebo (n=2730)

n=152/1160

follow-up: 6 months

ATLAS ACS 2 - TIMI 51 rivaroxaban 2.5 mg twice daily in patients with a recent ACS Parallel groups
(2.5mg) , 2011 addition to standard care double blind
[NCT00809965] versus 44 countries
n=>5174/5176 placebo

follow-up: 13 months

rivaroxaban 5mg vs placebo

ATLAS ACS-TIMI 46 rivaroxaban 5 mg twice daily recent ACS patients treated with aspirin Parallel groups
(5mg) , 2009 versus alone (n=761) or aspirin plus clopidogrel ~ double blind
[NCT00402597] placebo (n=2730) 27 countries
n=>519/1160

follow-up: 6 months

ATLAS ACS 2 - TIMI 51 rivaroxaban 5 mg twice daily in addition patients with a recent ACS double blind
(5mg) , 2011 to standard care 44 countries
[NCT00809965] Versus

n=>5176/5176 placebo

follow-up: 13 months

More details and results :
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antithrombotics for acute coronary syndrome in all type of patients at http://www.trialresultscenter.org/go-Q24

anticoagulant for acute coronary syndrome in All ACS (including AMI) at http://www.trialresultscenter.org/go-Q0167

direct factor Xa inhibitors for acute coronary syndrome in all type of patients at http://www.trialresultscenter.org/go-0345

antithrombotics for acute coronary syndrome in patients with a recent ACS at http://www.trialresultscenter.org/go-Q387

direct oral anticoagulant (DAOQO) for acute coronary syndrome in all type of patients at http://www.trialresultscenter.org/go-0480
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6 thrombosis prevention

Trial Treatments Patients Trials design and methods
rivaroxaban vs placebo
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Trial Treatments Patients Trials design and methods
MARINER , 2018 once-daily rivaroxaban at a dose of 10 mg  high-risk medical patients : medically ill double blind

[NCT02111564] (with the dose adjusted for renal patients who were at increasedrisk for

n=6007/6012 insufficiency) , begun at hospital venous thromboembolism on the basis of

follow-up: discharge and continued for 45 days a modified International Medical

versus
placebo

Prevention Registry on Venous
Thromboembolism (IMPROVE) score of
4 or higher (scores range from 0 to 10,
with higher scores indicating a higher risk
of venous thromboembolism) or a score of
2 or 3 plus a plasma d-dimer level of more
than twice the upper limit of the normal
range (defined according to local
laboratory criteria)

rivaroxaban vs enoxaparin

RECORD 1, 2008
[INCT00329628]
n=2266/2275

follow-up: 36 days (range
30-42)

rivaroxaban 10mg once daily for 35 days
versus

enoxaparin 40mg subcutaneous once daily
for 31-39 days

patients undergoing total hip arthroplasty

Parallel groups
double blind
27 countries worldwide

rivaroxaban vs enoxaparin (europe regimen)

RECORD 3, 2008
[NCT00361894]
n=1254/1277
follow-up: 13-17 days

rivaroxaban 10 mg once daily for 10- 14
days

versus

enoxaparin 40 mg subcutaneous once
daily for 10-14 days

patients undergoing total knee
arthroplasty

Parallel groups
double blind
19 countries worldwide

rivaroxaban vs enoxaparin (short duration)

ODIXa-HIP 10mg , 2006
n=142/157
follow-up: 5-9 days

rivaroxaban 10mg daily for 59 days
versus

once-daily subcutaneous enoxaparin dose
of 40 mg for 59 days

patients undergoing elective total hip
replacement

Parallel groups
double blind
Europe, Israel

rivaroxaban (long duration) vs enoxaparin (short duration)

RECORD 2, 2008
[NCT00332020]
n=1252/1257
follow-up: 30-42 days

extended thromboprophylaxis with
rivaroxaban 10mg once daily for 31-39
days

versus

enoxaparin 40mg subcutaneous once daily
for 10-14 days

patients undergoing elective total hip
replacement

Parallel groups
double blind
21 countries worldwide

rivaroxaban vs enoxaparin (US regimen)

continued...
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Trial Treatments Patients Trials design and methods

ODIXa-KNEE , 2005 BAY 59-7939 5mg b.i.d. for 59 days patients undergoing elective total knee Parallel groups
n=102/105 versus replacement double blind
follow-up: 5-9 days enoxaparin 30 mg b.i.d. for 59 days North America
RECORD 4 , 2009 rivaroxaban 10mg once daily for 10 to 14 patients who had undergone Parallel groups
[INCT00362232] days total-knee-replacement surgery double blind
n=1584/1564 versus 12 countries
follow-up: 40 days enoxaparin 30 mg twice daily by

subcutaneous injection for 10-14 days

More details and results :
e antithrombotics for thrombosis prevention in orthopedic surgery at http://www.trialresultscenter.org/go-Q37
e antithrombotics for thrombosis prevention in elective major knee surgery at http://www.trialresultscenter.org/go-Q38
e antithrombotics for thrombosis prevention in elective hip replacement at http://www.trialresultscenter.org/go-(39
e antithrombotics for thrombosis prevention in medical patients at http://www.trialresultscenter.org/go-Q87
e anticoagulant for thrombosis prevention in orthopedic surgery at http://www.trialresultscenter.org/go-Q184
e direct factor Xa inhibitors for thrombosis prevention in all type of patients at http://www.trialresultscenter.org/go-Q371
e direct oral anticoagulant (DAQO) for thrombosis prevention in all type of patients at http://www.trialresultscenter.org/go-0393

e direct oral anticoagulant (DAO) for thrombosis prevention in elective major knee surgery at http://www.trialresultscenter.org/
g0-Q394

e direct oral anticoagulant (DAO) for thrombosis prevention in elective hip replacement at http://www.trialresultscenter.org/go-Q395
e direct oral anticoagulant (DAO) for thrombosis prevention in orthopaedic surgery at http://www.trialresultscenter.org/go-Q475

e direct oral anticoagulant (DAO) for thrombosis prevention in medical patients at http://www.trialresultscenter.org/go-Q485
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7 venous thrombosis

Trial Treatments Patients Trials design and methods
rivaroxaban 10mg vs aspirin

EINSTEIN CHOICE Rivaroxaban 10 mg once daily for 12 Patients with confirmed symptomatic

(10mg) , 2017 months DVT (Deep Vein Thrombosis) or PE

[NCT02064439] Versus (Pulmonary embolism) who completed 6

n=1127/1131 ASA (Acetylsalicylic Acid) 100 mg once or 12 months of treatment of

follow-up: daily for 12 months anticoagulation

rivaroxaban vs dalteparin
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Trial Treatments

Patients

Trials design and methods

SELECT D , 2018
n=203/203
follow-up:

rivaroxaban (15 mg twice daily for 3
weeks, then 20 mg once daily for a total
of 6 months)

versus

dalteparin (200 IU/kg daily during month
1, then 150 IU/kg daily for months 2-6)

patients with active cancer who had
symptomatic pulmonary embolism (PE),
incidental PE, or symptomatic
lowerextremity proximal deep vein
thrombosis (DVT)

open-design

rivaroxaban vs discontinuation

EINSTEIN-extension , 2009  rivaroxaban 20 mg once-daily for an
additional 6 or 12 months

[INCT00439725] versus
n=602/595 placebo
follow-up:

patients who had completed six to 12 Parallel groups
months of anticoagulant treatment for an  double blind
acute episode of VTE 28 countries

rivaroxaban vs enoxaparin

EINSTEIN (subgroup) , rivaroxaban (15 mg twice daily for 21
2014 days, followed by 20 mg once daily
n=354/301 versus
(enoxaparinl0 mg/kg twice daily and
warfarin or acenocoumarol; international
normalised ratio 2030

subgroup analysis of patients with active
cancer (either at baseline or diagnosed
during the study) who were enrolled in
the EINSTEIN-DVT and EINSTEIN-PE
trials

rivaroxaban 20mg vs placebo

EISNTEIN EXT , 2010 rivaroxaban alone (20 mg once daily)for
n=602/595 an additional 6 or 12 months
follow-up: versus

placebo

patients who had completed 6 to 12
months of treatment for venous
thromboembolism

rivaroxaban vs

CONKO-011 ongoing -
[NCT02583191]
n=NA

CASTA-DIVA ongoing -
[NCT02746185]
n=NA

rivaroxaban 20mg vs aspirin

EINSTEIN CHOICE Rivaroxaban 20 mg once daily for 12

(20mg) , 2017 months
[NCT02064439] Versus
n=1107/1131 ASA (Acetylsalicylic Acid) 100 mg once

follow-up: daily for 12 months

Patients with confirmed symptomatic
DVT (Deep Vein Thrombosis) or PE
(Pulmonary embolism) who completed 6
or 12 months of treatment of
anticoagulation

rivaroxaban (without LMWH) vs LMWH/VKA

continued...
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0T

Trial

Treatments

Patients

Trials design and methods

Einstein-DVT
Dose-Ranging Study , 2008
n=NA

follow-up:

rivaroxaban 20, 30, or 40 mg once daily
versus

low-molecular-weight heparin followed by
vitamin K antagonists

patients with deep vein thrombosis

open

Einstein-DVT Evaluation ,
2010

[NCT00440193]
n=1731/1718

follow-up:

rivaroxaban 15 mg twice daily for 3
weeks, then 20 mg daily

versus

enoxaparin 1 mg/kg twice daily >=5
days, then warfarin with target INR
between 2-3

Patients with Confirmed Acute
Symptomatic Deep-Vein Thrombosis
without Pulmonary Embolism

Parallel groups
open (assessor-blind)

FEinstein-PE Evaluation |,
2012

[INCT00439777]
n=2419/2413

follow-up: 9.8 months

rivaroxaban (15 mg twice daily for 3
weeks, followed by 20 mg once daily) for
3, 6, or 12 months

versus

standard therapy with enoxaparin
followed by an adjusted-dose vitamin K
antagonist

patients who had acute symptomatic
pulmonary embolism with or without
deep-vein thrombosis

Parallel groups
open
38 countries

More details and results :

e antithrombotics for venous thrombosis in all type of patients at http://www.trialresultscenter.org/go-Q101

antithrombotics for venous thrombosis in patients with cancer at http://www.trialresultscenter.org/go-Q103

antithrombotics for venous thrombosis in secondary prevention of VI'E at http://www.trialresultscenter.org/go-Q149

direct oral anticoagulant (DAQO) for venous thrombosis in all types of patients at http://www.trialresultscenter.org/go-0505

antithrombotics for venous thrombosis in secondary prevention - 2 at http://www.trialresultscenter.org/go-0682

direct oral anticoagulant (DAO) for venous thrombosis in patients with cancer at http://www.trialresultscenter.org/go-Q737
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Trial Treatments Patients Trials design and methods
rivaroxaban vs placebo
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More details and results :

e antithrombotics for peripheral vascular diseases in after revascularisation at http://www.trialresultscenter.org/go-Q661

e anticoagulant for peripheral vascular diseases in after revascularisation at http://www.trialresultscenter.org/go-Q662
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9 pulmonary embolism

Trial Treatments Patients Trials design and methods
rivaroxaban (without LMWH) vs LMWH/VKA
Einstein-PE Evaluation |, rivaroxaban (15 mg twice daily for 3 patients who had acute symptomatic Parallel groups
2012 weeks, followed by 20 mg once daily) for pulmonary embolism with or without open
[INCT00439777] 3, 6, or 12 months deep-vein thrombosis 38 countries
n=2419/2413 versus
follow-up: 9.8 months standard therapy with enoxaparin
followed by an adjusted-dose vitamin K
antagonist

More details and results :

e antithrombotics for pulmonary embolism in all type of patients at http://www.trialresultscenter.org/go-Q102
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