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Catheter ablation is an effective and increasingly used treatment to maintain and
restore sinus rhythm in patients with symptomatic atrial fibrillation.

It is recommended to perform atrial fibrillation ablation on continuous anticoagulation to
minimize periprocedural strokes.

One small and one medium-sized controlled clinical trial in patients undergoing atrial

fibrillation ablation found that bleeding risk is similar with rivaroxaban and dabigatran
compared to vitamin K antagonists.

High resolution diffusion weighed magnetic resonance brain imaging identifies small
acute brain lesions in approximately 25% of patients undergoing atrial fibrillation
ablation.

Cognitive decline has been reported 90 days after atrial fibrillation ablation.
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Patients at risk of
stroke (one of age
> 75 years, heart
failure,
hypertension,
diabetes, prior
stroke) with an
indication for atrial
fibrillation ablation
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Apixaban min. 30 days

5 mg twice daily (fix dose)
2.5 mg twice daily as in label

49 sites in Europe and the USA

650 patients planned
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Vitamin K antagonist, INR 2-3
min. 30 days
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www.axafa.af-net.eu, Di Biase L, et al. Europace 19: 132-138. (2017)



http://www.axafa.af-net.eu/

== Main outcomes
Primary outcome:

Composite of death, stroke, or bleeding (BARC 2-5)
relative margin)

The sample size was determined based on a 7.5% absolute non-inferiority margin (1.44

Selected secondary outcomes:

Components of the primary outcome (adjudicated, descriptive)
ISTH and TIMI major bleeds (adjudicated, descriptive)

Quality of life (SF-12, Karnofsky scale) at end of study, change compared to baseline
MRI substudy: patients with HR-DW!I lesions, number of lesions per patient

Cognitive function at 90 days, change compared to baseline



7 CONSORT diagram

v

Screened: 676

\ 4

2 patients not eligible (exclusion criteria)
\ 4

Randomized: 674

Allocated to Apixaban: 338 (ITT set)

v

10 did not receive study medication

7 declined continuation of study
1 left atrial thrombus
2 other reasons

A

328 received study drug (safety set)

A

10 discontinued treatment before ablation
7 declined continuation of study

1 left atrial thrombus

2 other reason

y

318 underwent ablation (ablation set, mITT)
168 entered MRI substudy

162 analyzable MRI within 48 hours
6 had technically non-analyzable MRI

v

311 had final visit (324 had final call)
2 declined continuation of study

2 lost to follow-up
3 death or SAE
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Allocated to VKA: 336 (ITT set)

\ 4

9 did not receive study medication

6 declined continuation of study
2 left atrial thrombus

1 other reasons

v

327 received study drug (safety set)

\ 4

12 discontinued treatment before ablation

7 declined continuation of study
2 left atrial thrombus

3 other reasons

v

315 underwent ablation (ablation set, mITT)
167 entered MRI substudy

161 had analyzable MRI within 48 hours
6 had technically non-analyzable MRI

\ 4

308 had final visit (320 had final call)

6 declined continuation of study
0 lost to follow-up

1 death or SAE
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