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Background: COMPASS trial





Methods

Of the 27 395 patients enrolled in COMPASS, 12 964 
(mean age at baseline 67.2 years) from 455 sites in 32 
countries were enrolled in LTOLE and treated with the 
combination of rivaroxaban and aspirin for a median of 
374 additional days (range 1–1191 days).
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Patient flow 
diagram for 
long-term open-
label extension 
entry (LTOLE)
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Patient 
disposition 
during LTOLE

• aIncludes 18 patients who 
refused further follow up; 
their most recent visit was 
counted as their final visit.
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Baseline characteristics at 
entry into the COMPASS trial 
of patients treated with the 
combination of rivaroxaban 
and aspirin during LTOLE, 
during randomized 
evaluation, and patients not 
enrolled in LTOLE
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Antithrombotic therapies 
after completion of 
randomized 
antithrombotic 
treatment and prior to 
start of LTOLE, and 
concomitant therapies at 
the time of LTOLE start
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Efficacy outcomes in patients treated with the combination of rivaroxaban 
and aspirin during LTOLE or during randomized evaluation

SIMILAR INCIDENCE OF ISCHEMIC EVENTS
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Events per 100 patient years 
for cardiovascular death, 
stroke, or myocardial 
infarction in key subgroups 
of patients treated with the 
combination of rivaroxaban 
and aspirin
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Bleeding outcomes in patients treated with 
the combination of rivaroxaban and aspirin

HIGHER INCIDENCE OF BLEEDING EVENTS DURING RANDOMIZED TREATMENT
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Incidence rates for cardiovascular death, stroke, or 
myocardial infarction and modified ISTH major 

bleeding
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Limitations

• Only 47% of the original COMPASS cohort (12 964/27 395) entered LTOLE

• Patients who entered LTOLE are not directly comparable with those who were originally 
randomized in the COMPASS trial because the two cohorts are overlapping and patients 
enrolled in LTOLE are several years older. 

• COMPASS LTOLE did not include a control group.

• Unlike during the randomized phase of COMPASS, we did not adjudicate outcomes 
during LTOLE.

• Adjudication refuted 10–15% of the efficacy events reported by the sites because 
there was insufficient evidence to confirm that they met the definition. 

• Overall bleeding event rates were not affected by adjudication because we did not 
refute any bleeds (they could only be reclassified).
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Conclusions

• COMPASS LTOLE demonstrated that among patients who agreed to participate
after successfully completing follow-up during the randomized phase, treatment 
with the combination of rivaroxaban 2.5 mg twice daily and aspirin 100 mg once 
daily for up to a further 3 years was associated with incidence rates for CV death, 
stroke, or MI that were similar to those seen during the randomized phase, and 
with similar or lower incidence rates for bleeding, including gastrointestinal and 
intracranial bleeding.

• These data provide further support for guideline recommendations for the long-
term use of the combination of rivaroxaban and aspirin in high-risk patients with 
chronic CAD and/or PAD.
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Consensus ESC 2021
Antiplatelet therapy is the mainstay of

antithrombotic strategy in patients with

symptomatic LEAD.

Rivaroxaban 2.5mg bid should be proposed on

top of low-dose aspirin in stable patients with

chronic symptomatic LEAD, without conditions

at high risk of bleeding.*

*History of intra-cranial haemorrhage or

ischaemic stroke, or other intracranial

pathology, recent gastrointestinal bleeding or

anaemia due to possible gastrointestinal blood

loss, other gastrointestinal pathology associated

with increased bleeding risk, liver failure,

bleeding diathesis or coagulopathy, extreme old

age or frailty, or renal failure with eGFR <15

mL/min/1.73 m2.
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