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Impact of age on clinical outcomes after PCI in patients with ACS and stable CAD treated with
23-month ticagrelor monotherapy following 1-month DAPT in the randomized GLOBAL LEADERS
study
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Background: The efficacy and safety of ticagrelor monotherapy in elderly
patients undergoing percutaneous coronary intervention (PCI) for acute
coronary syndromes (ACS) or stable coronary artery disease (CAD) has
not been evaluated.

Purpose: To evaluate the efficacy and safety of ticagrelor monotherapy fol-
lowing 1-month dual antiplatelet therapy (DAPT) after PCl in relation to age
and clinical presentation in the GLOBAL LEADERS study cohort.
Methods: This is a subanalysis of the randomized multicentre GLOBAL
LEADERS study, comparing the experimental strategy of 23-month tica-
grelor monotherapy after 1 month of ticagrelor and aspirin with the refer-
ence strategy of 12-month DAPT followed by 12-month aspirin monother-
apy in 15991 patients undergoing PCI. Patients were categorized into el-
derly and very elderly according to a pre-specified cut-off of 75 years and
a post-hoc defined cut-off of 80 years. Impact of age and clinical presenta-
tion (ACS versus stable CAD) on clinical outcome at 2 years was evaluated.
The primary endpoint was a composite of all-cause mortality or nonfatal,
centrally adjudicated, new Q-wave myocardial infarction.

Results: In the overall elderly (>75 years) population (n=2565), primary
endpoint occurred in 7.2% of patients in the experimental group and in
9.4% of patients in the reference group (p=0.041) at 2 years (p int =0.23).
Elderly patients in the experimental group had a lower rate of definite stent

thrombosis (ST) (0.2% vs. 0.9%, p=0.043, p int=0.03), definite or probable
ST (0.4 vs. 1.3%, p=0.015, p int=0.01) and a numerically higher rates of
BARC 3 or 5 type bleeding (5.0% vs. 3.9%, p=0.192, p int=0.06), when
compared to the reference arm.

Among elderly patients presenting with ACS both treatment groups did not
differ in the rates of primary endpoint (9.1% vs. 10.8%, p=0.367) and BARC
3 or 5 type bleeding (4.7% vs. 5.7%, p=0.458), whereas among elderly pa-
tients with stable CAD the experimental strategy was associated with nu-
merically lower rates of the primary endpoint (5.7% vs. 8.4%, p=0.046) (p
int =0.42) and a higher rate of BARC 3 or 5 type bleedings (5.3% vs. 2.6%,
p=0.012) (p int =0.02) at 2 years.

Exploratory analyses among very elderly (>80 years) patients (n=1169) in-
dicated no significant differences between treatment groups in the rates of
the primary endpoint (10.2% vs. 11.7% p=0.411, p int=0.940) and BARC 3
or 5 type bleeding (6.0% vs. 5.3%, p=0.630, p int=0.514) at 2 years.
Conclusions: The efficacy and safety of the experimental treatment strat-
egy of 23-month ticagrelor monotherapy after 1-month DAPT following PCI
was not identified as age-dependent. Among elderly patients the anti-
ischemic benefit was derived at the expense of increased rate of BARC
3 or 5 type bleeding in stable CAD subgroup, but not in ACS subgroup.
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