Clinical trials of dabigatran
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1 post myocardial infarction

Trial Treatments Patients Trials design and methods
dabigatran vs placebo

REDEEM , 2009 dabigatran 4 dosages (50mg twice daily, patients with recent acute coronary Parallel groups

unpublished 75mg twice daily, 110mg twice daily, syndromes (ST- or non-ST-elevation double blind

[NCT00621855] 150mg twice daily) myocardical infarction)

n=1501/373 Versus

follow-up: 6 months placebo

More details and results :

e antithrombotics for post myocardial infarction in all type of patients at http://www.trialresultscenter.org/go-(364
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2 atrial fibrillation

Trial Treatments Patients Trials design and methods
dabigatran 100mg vs warfarin
RE-LY 110mg (2nd dabigatran 110mg daily patients with a prior stroke or transient Parallel groups
prevention subgroup) , 2010  versus ischemic attack open
warfarin
n=NA

follow-up: 2y

dabigatran 150mg vs warfarin

continued...


www.trialresultscenter.org
http://www.trialresultscenter.org/REDEEM trial summary-S10062
http://www.trialresultscenter.org/go-Q364
http://www.ncbi.nlm.nih.gov/pubmed?term=21551462
http://www.trialresultscenter.org/ RE-LY 110mg (2nd prevention subgroup) trial summary-S10371
http://www.trialresultscenter.org/ RE-LY 110mg (2nd prevention subgroup) trial summary-S10371
http://www.trialresultscenter.org/ RE-LY 110mg (2nd prevention subgroup) trial summary-S10371

Patients

Trials design and methods

Trial Treatments

RE-LY 150mg (2nd dabigatran 150mg daily
prevention subgroup) versus

n=NA warfarin

follow-up: 2y

patients with a prior stroke or transient
ischemic attack

Parallel groups
open

dabigatran vs warfarin standard dose

phase 2 dabigatran Dabigatran 110, 220, 300 mg twice daily

unpublished versus
[NCT01136408] warfarin
n=NA

follow-up:

patients with non-valvular atrial
fibrillation (paroxysmal, persistent or
permanent)

Parallel groups
open
Japan

dabigatran 110mg vs warfarin standard dose

RE-LY (110mg) , 2009
[NCT00262600]
n=6015/6022
follow-up: 2 y (median)

dabigatran 110 mg twice a day
Versus
warfarin adjusted dose to a 2-3 INR

Patients With Non-Valvular Atrial
Fibrillation

Parallel groups
open (blind assessment)
44 countries

dabigatran 150mg vs warfarin standard dose

PETRO (150mg) , 2007
n=166/70
follow-up: 12 weeks

dabigatran 150 mg twice daily (alone or
combined with 81- or 325-mg aspirin)
versus

warfarin administered to achieve an

international normalized ratio of 2 to 3 for

patients with AF at high risk for
thromboembolic events

Factorial plan
double blind
Denmark, The netehrlands, Sweden, US

RE-LY (150mg) , 2009
[NCT00262600]
n=6076/6022
follow-up: 2 y (median)

dabigatran 150 mg twice a day
versus

warfarin adjusted-dose to a 2.0 to 3.0 INR

Patients With Non-Valvular Atrial
Fibrillation

Parallel groups
open (blind assessment)
44 countries

More details and results :

g0-Q392
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RE-LY 110mg (2nd prevention subgroup) , 2010:

antithrombotics for atrial fibrillation in primary prevention of thromboembolic events at http://www.trialresultscenter.org/go-Q57
direct antithrombins for atrial fibrillation in all type of patients at http://www.trialresultscenter.org/go-Q368
direct oral anticoagulant (DAO) for atrial fibrillation in all type of patients at http://www.trialresultscenter.org/go-Q391

antithrombotics for atrial fibrillation in secondary prevention of thromboembolic events at http://www.trialresultscenter.org/
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3 acute coronary syndrome

Trial Treatments Patients Trials design and methods
dabigatran vs placebo

REDEEM , 2009 dabigatran 4 dosages (50mg twice daily, patients with recent acute coronary Parallel groups

unpublished 75mg twice daily, 110mg twice daily, syndromes (ST- or non-ST-elevation double blind

[NCT00621855] 150mg twice daily) myocardical infarction)

n=1501/373 versus

follow-up: 6 months placebo

More details and results :
e anticoagulant for acute coronary syndrome in All ACS (including AMI) at http://www.trialresultscenter.org/go-Q167

e direct factor Xa inhibitors for acute coronary syndrome in all type of patients at http://www.trialresultscenter.org/go-(345
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e direct oral anticoagulant (DAO) for acute coronary syndrome in all type of patients at http://www.trialresultscenter.org/go-Q480
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4 thrombosis prevention

Trial Treatments

Patients

Trials design and methods

dabigatran 150mg vs enoxaparin

RE-NOVATE (150mg) , dabigatran etexilate 150 mg q.d. 28-35
2007 days

[NCT00168818] versus

n=1174/1162 Enoxaparin 40 mg q.d. for 28-25 days
follow-up: 28-35 days,

Total hip replacement

double blind
Europe, Australia, South Africa

median 33d

dabigatran 220mg vs enoxaparin

RE-NOVATE 2 dabigatran 220mg once daily for 28-35 patients undergoing total hip-replacement  Parallel groups
unpublished Days surgery double-blind
[INCT00657150] versus

n=1010/1003
follow-up: 28-35 days

enoxaparin 40mg subcutaneous once daily
for 28-35 Days

(mean 32d)

RE-NOVATE (220mg) , dabigatran etexilate 220 mg q.d. for 28-35 Total hip replacement Parallel groups

2007 days double blind

[NCT00168818] versus Europe, Australia, South Africa

n=1157/1162
follow-up: 28-35 days,
median 33d

Enoxaparin 40 mg q.d. for 23-35 days

dabigatran 150mg vs enoxaparin (europe regimen)

RE-MODEL (150mg) , dabigatran etexilate 150 mg q.d. for 6-10

2007 days

n="708/699 versus

follow-up: 6-10 days, mean Enoxaparin 40 mg q.d. for 6-10 days
8 days

Total knee replacement

Parallel groups
double blind
Europe, Australia, South Africa
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Trial

Treatments

Patients

Trials design and methods

dabigatran 220mg vs enoxaparin (europe regimen)

RE-MODEL (220mg) ,
2007

n=694/699

follow-up: 6-10 days, mean
8 days

dabigatran etexilate 220 mg q.d. 6-10
days

versus

Enoxaparin 40 mg q.d. for 6-10 days

patients undergoing total knee
replacement

double blind
Europe, Australia, South Africa

dabigatran 150mg vs enoxaparin (US regimen)

RE-MOBILIZE (150mg) ,
2008

n=877/876

follow-up: 12-15 days,
median 14d

dabigatran etexilate 150 mg q.d. for 12-15
days

Versus

enoxaparin 30 mg SC BID after surgery
for 12-15 days

Total knee replacement

double blind
US, Canada, Mexico, UK

dabigatran 220mg vs enoxaparin (US regimen)

RE-MOBILIZE (220mg) ,
2008

n=862/876

follow-up: 12-15 days,
median 14d

dabigatran etexilate 220 mg for 12-15
days

versus

Enoxaparin 30mg SC BID after surgery
for 12-15 days

Total knee replacement

Parallel groups
double blind
US, Canada, Mexico, UK

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 anticoagulant for thrombosis prevention in orthopedic surgery at http://www.trialresultscenter.org/go-Q184

e direct antithrombins for thrombosis prevention in all type of patients at http://www.trialresultscenter.org/go-(369

e direct oral anticoagulant (DAO) for thrombosis prevention in all type of patients at http://www.trialresultscenter.org/go-(393

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

go-Q394

e direct oral anticoagulant (DAO) for thrombosis prevention in elective hip replacement at http://www.trialresultscenter.org/go-(395

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

Trial Treatments Patients Trials design and methods
dabigatran vs warfarin

RE-MEDY , 2011 dabigatran 150 mg twice daily for an Secondary prevention of VTE in patients  Parallel groups
[NCT00329238] additional period of 6 to 36 months with VTE who had initially received 3 to  double-blind

n=1430/1426 versus 12 months of anticoagulant therapy

follow-up: 6 to 36 months warfarin (to maintain an international

normalized ratio of 2.0 to 3.0) for an
additional period of 6 to 36 months
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Trial Treatments Patients Trials design and methods

REMEDY , 2013 - -
n=1430/1426
follow-up:

dabigatran vs discontinuation

RE-SONATE , 2011 dabigatran 150 mg twice daily for an Secondary prevention of VTE in patients Parallel groups
[INCT00558259] additional period of 6 months with VTE who had completed 6-18 double-blind
n=681/662 versus months of anticoagulant therapy

follow-up: placebo

dabigatran vs placebo

RESONATE , 2013 dabigatran at a dose of 150 mg twice daily -

n=681/662 Vversus

follow-up: placebo

heparin/dabigatran vs heparin/VKA

RE-COVER , 2009 dabigatran 150 mg twice daily in a patients with acute venous Parallel groups
[NCT00291330] fixed-dose thromboembolism , treated with low double blind
n=1274/1265 versus molecular weight or unfractionated
follow-up: 6 months warfarin dose-adjusted to an INR between heparin for 5 to 11 days

2.0 and 3.0
RE-COVER 1T , 2011 dabigatran, 150 mg twice daily, for 6 patients with acute VTE, treated with Parallel groups
unpublished months low molecular weight or unfractionated double-blind
[NCT00680186] Versus heparin for 5 to 11 days 31 countries
n=1294/1295 warfarin, dose-adjusted to an INR of 2.0
follow-up: 6 months and 3.0, for 6 months

More details and results :
e antithrombotics for venous thrombosis in all type of patients at http://www.trialresultscenter.org/go-Q101
e antithrombotics for venous thrombosis in secondary prevention of VITE at http://www.trialresultscenter.org/go-Q149
e direct oral anticoagulant (DAO) for venous thrombosis in all types of patients at http://www.trialresultscenter.org/go-Q505

e antithrombotics for venous thrombosis in secondary prevention - 2 at http://www.trialresultscenter.org/go-(0682
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6 post acute coronary syndromes

Trial Treatments Patients Trials design and methods
dabigatran vs placebo

REDEEM , 2009 dabigatran 4 dosages (50mg twice daily, patients with recent acute coronary Parallel groups

unpublished 75mg twice daily, 110mg twice daily, syndromes (ST- or non-ST-elevation double blind

[NCT00621855] 150mg twice daily) myocardical infarction)

n=1501/373 versus

follow-up: 6 months placebo

More details and results :

e antithrombotics for post acute coronary syndromes in all type of patients at http://www.trialresultscenter.org/go-Q363
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