
Terapia antitrombotica nei pazienti 
con coronaropatia cronica e 

fibrillazione atriale in base alla 
storia di rivascolarizzazione

Analisi post-hoc del trial AFIRE



Background

• Oral anticoagulation is considered essential for patients with atrial
fibrillation (AF), which is a risk factor for thromboembolic events, whereas
antiplatelet agents are considered the cornerstone of treatment for
patients with stable coronary artery disease (CAD).

• Therefore, patients with AF and CAD often require combination
antithrombotic therapy, which increases their risk of fatal and non-fatal
bleeding and death.
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Background

• Rivaroxaban monotherapy was superior to combined antithrombotic
therapy for major bleeding in patients with AF and stable CAD at 1 year
after revascularisation (prior PCI or CABG) and in those with
angiographically confirmed CAD not requiring revascularisation.

• It is unclear whether the results of the AFIRE trial would remain
consistent regardless of whether a patient has had a prior
revascularisation procedure (PCI or CABG) or not.
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Methods

• Among 2,215 patients, 1,697 (76.6%) had previously undergone
revascularisation, and the remaining 518 (23.4%) had not undergone
prior revascularisation. 

• Primary efficacy endpoint: composite of stroke, systemic embolism, 
myocardial infarction, unstable angina requiring revascularisation, or 
death from any cause

• Primary safety endpoint: major bleeding.
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Patient flow of 
the 

subanalysis 
population
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Patient clinical 
characteristics by 
study group

No significant
intergroup differences
in the baseline 
characteristics
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Patient clinical 
characteristics by 
study group

• CHA2DS2-VASc and the 
HAS-BLED scores were
significantly higher in 
patients with prior
revascularisation
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Kaplan-Meier curves
for efficacy endpoints 
among patients
with/without
revascularisation
A) Patients with a history of prior 
revascularization: rivaroxaban 
monotherapy was superior to 
combination therapy.

B) Patients without a history of prior 
revascularization: no significant 
differences

There was borderline interaction for the 
primary efficacy outcome between 
prior revascularization and 
antithrombotic therapy (p=0.055) 
depending on the randomised 
treatment allocations.
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Kaplan-Meier curves for 
safety endpoints among
patients with/without
revascularisation

A) Patients with a history of prior 
revascularization: rivaroxaban 
monotherapy was superior to 
combination therapy

B) Patients without a history of prior 
revascularization: no significant 
intergroup difference

There was no interaction in the primary 
safety outcome between prior 
revascularisation and antithrombotic 
therapy (p=0.633).
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Kaplan-Meier curves for 
efficacy and safety
endpoints among
patients with prior PCI 
only (N=1,445)

A. Efficacy endpoints: patients 
receiving rivaroxaban 
monotherapy exhibited lower 
event rates

B. Safety endpoints: no significant 
intergroup variation
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Kaplan-Meier curves for 
efficacy and safety
endpoints among
patients with prior CABG 
only (252)

A) Efficacy endpoints: no 
significant intergroup variation

B) Safety endpoints: no significant 
intergroup variation
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Type of revascularization

• There was no interaction in the primary efficacy endpoint between the 
type of revascularisation and the antithrombotic therapy (p=0.158).

• There was no interaction in the primary safety endpoint between the type
of revascularisation and the antithrombotic therapy (p=0.891)
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Primary efficacy endpoint according to 
subgroup based on revascularisation history

The effects of rivaroxaban monotherapy versus 
combination therapy on the primary efficacy
endpoint among patients with a history of prior
revascularisation were consistent across
subgroups
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Primary safety endpoint among patients with 
prior revascularisation history

• With respect to the primary safety endpoint, 
there was similar consistency in the effect of 
rivaroxaban monotherapy in patients with a 
history of prior revascularization

• There was a statistically significant interaction 
for the primary safety endpoint between 
patients with versus without previous 
myocardial infarction.
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Primary and 
secondary 

endpoints among 
patients with 

versus without 
prior 

revascularisation
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Primary and secondary endpoints among patients 
with versus without prior revascularisation
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Limitations

• The post hoc design was a limitation of the study. The entire cohort was divided into several
groups; therefore, the number of patients in these analyses was relatively small, which may have
influenced the results.

• The trial participants consisted only of Japanese patients who received the rivaroxaban dose 
approved in Japan (10 or 15 mg once daily, according to the patient’s creatinine clearance).

• The selection of an antiplatelet agent was made at the discretion of the treating physicians. 
However, no significant differences were found in efficacy and safety outcomes between the 
P2Y12 inhibitor and aspirin groups in a post hoc analysis. 

• With respect to the limited number of patients, further studies of patients with prior CABG, 
generally characterised as having multivessel or left main trunk lesions, are needed to determine 
whether oral anticoagulant monotherapy is the preferred treatment strategy.
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Conclusions

In this post hoc subgroup analysis
of the AFIRE trial, among patients
at high risk of thrombosis with a 

history of prior PCI or CABG, 
rivaroxaban monotherapy

consistently resulted in favourable
safety and efficacy outcomes

compared to combination therapy.

Among patients without 
revascularisation, the incidence of 
bleeding was significantly lower in 

the monotherapy versus 
combination therapy group, 

indicating a potential net clinical 
benefit.
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Impact on daily practice

This post hoc subgroup analysis of 
patients at high risk of thrombosis with 
a history of prior revascularisation with 

PCI or CABG demonstrated that
rivaroxaban monotherapy consistently

resulted in favourable safety and 
efficacy outcomes versus combination

therapy. 

Further clinical trials are needed to 
determine whether anticoagulant 

monotherapy could be applicable to 
patients who are at particularly high 
risk of thrombosis, including those 

with previous stent thrombosis, severe 
diffuse CAD, or extensive complex 

coronary stenting.
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