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eluting stents, although outstanding, have plateaued

and remained steady over the past decade.! To fur-
ther improve event-free survival, drug eluting stents with
ultra-thin struts have been introduced. Compared with
the thin strut drug eluting stents, stents with ultra-thin
struts have the theoretical advantages of accelerating
endothelialization, reducing vascular injury, and improv-
ing device deliverability.

The Supraflex is a sirolimus-eluting metallic stent (Saha-
janand Medical Technologies, Surat, India) with biodegrad-
able polymeric matrix coating. The novelty of the Supraflex
is its uniformly 60 pum strut thickness, irrespective of the
diameter of the stents, ranging from 2.0 to 4.5 mm.3 This is
at variance with the Orsiro stent, which has a strut thickness
of 60 um in the small stent size platform (2.25-3.0 mm) but
80 um in the large stent size platform (3.5—-4.0 mm).

The TALENT trial (Thin Strut Sirolimus-Eluting Stent
in All Comers Population vs Everolimus-Eluting Stent)*
is a prospective, multicenter, single-blinded, all-comers,
randomized controlled trial, allocating patients in a 1:1
ratio to either Supraflex or Xience everolimus-eluting
stent (URL: https://www.clinicaltrials.gov; Unique iden-
tifier: NCT02870140). Twenty-three sites in Europe
enrolled patients from October 21, 2016, to July 3, 2017.

Uutcomes with the current second-generation drug
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Previously, the TALENT trial has showed noninferiority of
Supraflex as compared with Xience in terms of device-
oriented composite end point (a composite of cardiac
death, target vessel myocardial infarction, and clinically
indicated target lesion revascularization [CI-TLR]) at 12
months. However, it is still unknown whether these out-
come results persisted in the long term. We here present
the 2-year results of the TALENT trial.

All patients provided written informed consent to par-
ticipate in the study. The study protocol of TALENT trial
was approved by institutional ethics committees of par-
ticipating institutions and central regulatory bodies for
each of the center and was conducted according to the
Declaration of Helsinki and Good Clinical Practice. The
data that support the findings of this study are available
from the corresponding author upon reasonable request.
Time-to-event outcomes are compared using the log-
rank test. A 2-sided P value <0.05 was considered as
statistically significant.

Two-year follow-up information was available in 97.8%
(704/720) of patients in the Supraflex arm and in 98.6%
(705/715) of patients in the Xience arm. Comparisons of
the clinical end points are presented in the Table. At 2 years,
in the intention to treat data set, device-oriented compos-
ite end point occurred in 49 (6.9%) patients treated with
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revascularization

Supraflex and 56 (79%) patients treated with Xience
(P=0.491). Frequencies of cardiac death (9 [1.3%] versus
11 [1.6%], P=0.659), target vessel myocardial infarction
(21 [3.0%] versus 27 [3.8%)], ~=0.382), and CI-TLR (33
[4.7%] versus 37 [5.3%], P=0.627) were not significantly
different for both stent type. The rate of definite/proba-
ble ST was also not different between the Supraflex and
XIENCE arms (8 [1.1%)] versus 9 [1.3%], P=0.813).

The per-protocol population set consists of all patients
who have been randomized to a treatment group,
and who have received only the assigned study stent.
Because the per-protocol analysis comparing the 1-year
results showed a significantly lower CI-TLR rate in the
Supraflex arm (1.2%) than in the Xience arm (3.1%), we
investigated whether this difference persisted or accrued
beyond 1 year. At 2-year follow-up, in the per-protocol
data set, device-oriented composite end point occurred
in 36 (5.5%) patients treated with Supraflex and 49
(7.2%) patients treated with Xience (P=0.223). Fre-
quencies of cardiac death (9 [1.4%)] versus 11 [1.6%],
P=0.736), target vessel myocardial infarction (17 [2.6%)]
versus 26 [3.8%], A=0.216), and CI-TLR (21 [3.3%] ver-
sus 30 [4.5%], P=0.267) were all numerically lower in
the Supraflex arm, but without reaching statistically sig-
nificant differences compared with the Xience arm.

The main finding of our analyses is that the use of
the Supraflex showed sustained efficacy and safety at
2-year, as compared with the Xience.

The fact that the rate of nontarget vessel revascular-
ization is numerically lower in the Xience arm at 2-year
has to be acknowledged. On one hand, nontarget vessel
revascularization is not directly related to the allocated
study device, and on the other hand, the study did not
have the adequate sample size for any secondary end
points. Therefore, we believe this observation is largely
due to play of chance. In the second-year outcome,
although in the per-protocol data set, the rate of CI-TLR
was still numerically lower in the Supraflex arm than in
the Xience arm, it did not reach a statistical significance.
A longer-term follow-up is still needed to investigate
whether Supraflex might show a lower CI-TLR rate as
compared with Xience.

The current analyses have limitations. First, the study
did not have the adequate statistical power for any item-
ized end points due to the relatively small sample size.
Moreover, taking into account the observational nature of
the analysis, there was no formal correction for multiple
testing.® Therefore, these results should be interpreted
cautiously and as hypothesis-generating only.
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Table. Clinical Outcomes at 24 Months After Stent Implantation (Intention-to-Treat Basis)
Supraflex SES Xience EES
Outcome (N=720) (N=715) Difference (95% CI) P value
TLF (DoCE) 6.9% (49) 7.9% (56) —1.0% (—8.7% to 1.7%) 0.49
PoCE 15.5% (110) 13.1% (93) 2.4% (—1.3% to 6.0%) 0.20
TVF 8.3% (59) 8.9% (63) —0.6% (—3.5% to 2.4%) 0.71
Components of composite end points
Death 2.5% (18) 3.0% (21) —0.4% (—2.1% to 1.3%) 0.64
Cardiac death 1.3% (9) 1.6% (11) —0.3% (—1.5% to 0.9%) 0.66
Mi 4.4% (31) 5.0% (35) —0.6% (—2.8% to 1.6%) 0.62
Q-wave 0.7% (5) 0.9% (6) —0.1% (—=1.1% to 0.8%) 0.77
Non-Q-wave 3.8% (27) 4.2% (30) —0.4% (—2.5% to 1.6%) 0.69
TV-MI 3.0% (21) 3.8% (27) —0.9% (—2.8% to 1.0%) 0.38
Q-wave 0.6% (4) 0.9% (6) —0.3% (—1.2% to 0.6%) 0.53
Non-Q-wave 2.5% (18) 3.1% (22) —0.6% (—2.3% to 1.1%) 0.52
Non-TV MI 1.4% (10) 1.1% (8) 0.3% (—0.9% to 1.5%) 0.63
Q-wave 0.1% (1) 0.0% (0) 0.1% (—0.1% to 0.4%) 0.32
Non-Q-wave 1.3% (9) 1.1% (8) 0.2% (—1.0% to 1.3%) 0.80
All revascularization 12.4% (87) 9.7% (68) 2.7% (—0.5% to 6.0%) 0.11
TL revascularization 6.1% (43) 5.7% (40) 0.4% (—2.0% to 2.9%) 0.73
Clinically indicated 4.7% (33) 5.3% (37) —0.6% (—2.8% to 1.7%) 0.63
nonclinically indicated 1.7% (12) 1.0% (7) 0.7% (—0.5% to 1.9%) 0.25
TV revascularization 7.4% (52) 7.0% (49) 0.4% (—2.3% to 3.1%) 0.77
Clinically indicated 6.3% (44) 6.4% (45) —0.1% (—2.7% to 2.4%) 0.90
Nonclinically indicated 1.7% (12) 1.6% (11) 0.2% (—1.2% to 1.5%) 0.84
Non-TV revascularization 7.9% (55) 4.4% (31) 3.5% (0.9% to 6.0%) 0.01
Stent thrombosis
Definite 1.0% (7) 1.1% (8) —0.1% (—1.2% to 0.9%) 0.80
Acute (0-1 days) 0.1% (1) 0.0% (0) 0.1% (—0.1% to 0.4%) 0.32
Subacute (2-30 days) 0.1% (1) 0.3% (2) —0.1% (—0.6% to 0.3%) 0.56
Late (31-360 days) 0.4% (3) 0.4% (3) 0.0% (—0.7% to 0.7%) 0.99
Very late stent thrombosis (after 360 days) | 0.3% (2) 0.4% (3) —0.1% (—0.8% to 0.5%) 0.66
Definite or probable 1.1% (8) 1.3% (9) —0.1% (—1.3% to 1.0%) 0.81
Acute (0-1 days) 0.1% (1) 0.0% (0) 0.1% (—0.1% to 0.4%) 0.32
Subacute (2-30 days) 0.3% (2) 0.3% (2) —0.0% (—0.6% to 0.5%) 0.99
Late (31-360 days) 0.4% (3) 0.6% (4) —0.1% (—0.9% to 0.6%) 0.70
Very late stent thrombosis (after 360 days) | 0.3% (2) 0.4% (3) —0.1% (—0.8% to 0.5%) 0.66

DoCE indicates device-oriented composite end point; EES, everolimus-eluting stent; MI, myocardial infarction; PoCE, patient-oriented com-

posite end point; SES, sirolimus-eluting stent; TLF, target lesion failure; TVF, target vessel failure; and TV-M, target vessel myocardial infarction.

March 2021

369



		2025-07-16T14:45:37+0300
	Moldova
	MoldSign Signature




