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BOTH anticoagulant  

and dual antiplatelet  

therapy =

‘triple therapy’

High bleeding risk

?

Anticoagulant therapy

Anticoagulation superior  

to antiplatelet therapy

Antiplatelet therapy

Dual antiplatelet therapy  

superior to ASA alone

ASA, acetylsalicylic acid; PCI, percutaneous coronary intervention

Antithrombotic therapy for atrial fibrillation and PCI

NVAF
NVAV + 

PCIPCI









• The primary endpoint was time to first ISTH major or clinically relevant non-major 

bleeding

• Formally tested and powered endpoints included:

– Non-inferiority of 110 mg and 150 mg dual therapy groups on time to first ISTH 

major  or clinically relevant non-major bleeding event.

– Non-inferiority of both dual therapy groups combined on time to first event of death,  

thromboembolic event (MI, stroke, systemic embolism) or unplanned

revascularization

– Superiority testing of the bleeding endpoints

• 100% of outcome events were independently adjudicated by blinded external committee

ISTH, International Society of Thrombosis and Haemostasis; MI, myocardial infarction   Non-inferiority testing (margin1.38)

Study objective and design

RE-DUAL PCI tests the safety and efficacy of two regimens of dual therapy with  

dabigatran without aspirin vs triple therapy with warfarin



Inclusion and exclusion criteria

ACS, acute coronary syndrome; CAD, coronary artery disease; CrCl, creatinine clearance

Patients aged ≥18 years with paroxysmal,  

persistent or permanent NVAF

ACS successfully treated by PCI and  stenting

(BMS or DES)

Stable CAD with ≥1 lesion eligible for PCI  that

was successfully treated by elective PCI and 

stenting (BMS or DES)

Key inclusion criteria

Cardiogenic shock during current hospitalization

Use of fibrinolytics within 24 hrs of  

randomization that, in the investigator’s opinion, 

will put patient at high risk of  bleeding

Stroke or major bleeding event within 1 month

prior to screening visit

Severe renal impairment (CrCl <30mL/min)

Key exclusion criteria





Patients were randomized based on age group and location

Patients aged <80 years  

worldwide (<70 years in  

Japan), and patients

aged ≥80 years in the 

USA

Patients aged ≥80 years  

outside the USA

(≥70 years in Japan)

Warfarin triple therapy

Dabigatran 150 mg dual therapy
n=763

Dabigatran 110 mg dual therapy
n=769

n=766

Warfarin triple therapy

Dabigatran 110 mg dual therapy
n=212

n=215











Wald two-sided P value from (stratified) Cox proportional-hazard model (alpha=0.05). ARR, absolute risk reduction

Dabigatran 110 mg  

dual therapy  

(n=981)

Warfarin triple therapy  

(n=981)
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15.4%

26.9%

HR: 0.52 (95% CI: 0.42–0.63)  

P<0.0001

Dabigatran 150 mg  

dual therapy  

(n=763)

Warfarin triple therapy  

(n=764)

20.2%

25.7%

HR: 0.72 (95% CI: 0.58–0.88)  

P=0.002
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ARR: 11.5%

ARR: 5.5%

Primary endpoint: ISTH major or

clinically relevant non-major bleeding event




















