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Background. Data on safety and effectiveness of direct oral
anticoagulants  (DOACs)  in  patients  with  cancer-associated
thrombosis (CAT) and impaired functional status is limited.
We evaluated the impact  of  Eastern Cooperative Oncology
Group (ECOG) performance status on bleeding and throm-
botic events in a real-world cohort.
Methods.  Patients with CAT on DOACs were prospectively
included in cohorts from six Italian centers and stratified by
ECOG status  (0–1  vs.  2-4).  Primary  outcomes  were  major
bleeding  (MB)  and  recurrent  venous  thromboembolism
(VTE);  secondary  outcome  was  all-cause  mortality.  Inci-
dence rates were calculated, and predictors of MB and VTE
recurrence  were  assessed  using  Cox  models  within  each
ECOG subgroup.
Results.  Among 817 patients, 702 had ECOG 0–1 and 115
had  ECOG  2-4.  Patients  with  ECOG  ≥2  were  older,  had
worse renal function, and more comorbidities (Table 1). MB
occurred at 10.3% vs. 2.8% patient-years (HR 2.92, 95% CI
1.43–5.94)  and  recurrent  VTE  at  7.2%  vs.  3.6%  patien-
t-years (HR 2.16, 95% CI 0.96–4.86) in ECOG 2–4 compared
with 0–1 patients. In ECOG 0–1, bleeding was mainly relat-
ed to anticoagulant treatment, whereas in ECOG 2-4 it was
predominantly  associated with  chronic  kidney disease.  All-
-cause mortality  occurred at  78.4% patient-years  in  ECOG
2–4 and 10.5% patient-years in ECOG 0–1 (HR 6.28, 95% CI
4.69–8.41).
Conclusions.  Impaired functional status was associated to
higher MB and mortality, while VTE recurrence did not dif-
fer across groups.  Bleeding mechanisms differed by ECOG

status, underscoring the need for individualized anticoagula-
tion.  In  frail  or  end-of-life  patients,  deprescribing  and
shared decision-making are essential to balance benefit and
harm.
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