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Risultati del trial randomizzato ELAN



Background

• Anticoagulation with direct oral anticoagulants (DOACs) reduces the risk of 
ischemic stroke and systemic embolism among persons with atrial fibrillation. 

• Whether the timing of DOAC initiation influences the risks of stroke recurrence 
and bleeding after an acute ischemic stroke is unclear. 

• The risk of both recurrent ischemic stroke and intracranial hemorrhage is highest 
in the first few days after acute ischemic stroke, and although studies and small 
randomized trials suggest that early use of DOACs may be safe, these 
investigations have had selection bias or small sample sizes. 
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ESC guidelines on atrial fibrillation
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Aim of the study

The Early versus Late Initiation of Direct Oral Anticoagulants in 
Post-ischemic Stroke Patients with Atrial Fibrillation (ELAN) 

randomized trial aimed to estimate the safety and efficacy of early 
initiation of DOACs as compared with later, guideline-based 

initiation, using imaging-based selection criteria in persons who 
have had a recent stroke and have atrial fibrillation. 
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Methods

• Investigator-initiated, open-label trial at 103 
sites in 15 countries. 

• Assessors were unaware of the trial-group 
assignments. 

• Primary outcome: composite of recurrent 
ischemic stroke, systemic embolism, major 
extracranial bleeding, symptomatic 
intracranial hemorrhage, or vascular death 
within 30 days after randomization. 

• Secondary outcomes: components of the 
composite primary outcome at 30 and 90 days 
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Stroke size 
classification



Baseline 
characteristics
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Antiplatelet therapy at baseline and DOAC prescribed after 
randomization

Early Treatment
(N =1006)

Late Treatment
(N = 1007)

Aspirin – no. (%) 457 (45.4) 545 (54.1)

Clopidogrel – no. (%) 57 (93.4) 59 (90.8)

Rivaroxaban 20 mg 43 (4.2) 52 (5.2)

Rivaroxaban 15 mg 2 (0.2) 3 (0.3)

Dabigatran 150 mg bid 127 (12.6) 124 (12.3)

Dabigatran 110 mg bid 42 (4.2) 49 (4.9)

Apixaban 5 mg bid 550 (54.6) 526 (52.2)

Apixaban 2.5 mg bid 80 (8.0) 87 (8.6)

Edoxaban 60 mg 95 (9.4) 98 (9.7)

Edoxaban 30 mg 58 (5.8) 51 (5.1)
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Primary and 
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Efficacy 
Outcomes
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The Primary 
Composite 

Outcome and 
Its Components 

at 30 and 90 
Days
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Outcomes

Efficacy: 
The incidence of a primary-outcome 
event was 60 estimated to range 
from slightly lower to slightly higher 
(based on the 95% CI) with early use 
of 40 DOACs than with later use. 

Safety: 
The incidence of adverse events was 
similar in the
two groups.
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Limitations

• The trial excluded persons who were already receiving 
therapeutic anticoagulation at baseline.

• Classification of stroke severity was not centrally adjudicated 
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Conclusions 

In this trial, the incidence of recurrent ischemic stroke, 
systemic embolism, major extracranial bleeding, 

symptomatic intracranial hemorrhage, or vascular death 
at 30 days was estimated to range from 2.8 percentage 
points lower to 0.5 percentage points higher (based on 
the 95% confidence interval) with early than with later 

use of DOACs.
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