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ARTICLE INFO ABSTRACT

Atticle history: Background: Three-year clinical follow-up of patients with diabetes mellitus (DM) in the Japan-Drug Eluting
Received 21 May 2015 Stents Evaluation; a Randomized Trial (J-DESSERT) using 2 different drug eluting stents (DES). A recent study
Received in revised form 9 November 2015 demonstrated that efficacy of sirolimus eluting stents (SES) attenuated over time in diabetic patients.
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- ! Methods: In the largest trial of its kind, 1724 DM patients out of 3533 enrolled patients were randomized to either
Available online 11 January 2016

SES or paclitaxel eluting stents (PES).
Results: There were no significant differences in baseline clinical characteristics aside from hypertension. Inci-

K : . . . . .

Deg bvevfeffnelm s dence of major adverse cardiac cerebrovascular events (MACCE) mainly due to higher target vessel failure
Drug eluting stents (TVF) initially indicated a benefit in SES (MACCE rate at 1 year: SES 9.4%, PES 12.2%, p = 0.08); however this
Angiographic follow-up had attenuated by the time of the 3-year follow-up (MACCE rate from 1 to 3 years: SES 8.4%, PES 6.1%, p =

0.10). A similar pattern was observed in insulin-treated patients: MACCE rate from 1 to 3 years was 10.5% in
SES and 6.4% in PES (p = 0.25). Angiographic follow-up also resulted in higher major adverse cardiac event
(MACE) rates at 1 year (presence 11.5%, absence 8.3%, p = 0.04); however by 3 years rates were similar regard-
less of the presence of angiographic follow-up (MACE rate at 3 years: presence 16.0%, absence 14.5%, p = 0.35).
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Conclusions: The superiority of SES over PES in MACCE at 1 year had attenuated by 3-year follow-up. Eventually,
the 3-year safety and efficacy profiles were similar regardless of insulin treatment.

© 2016 Elsevier Ireland Ltd. All rights reserved.

1. Introduction

Coronary artery lesions in diabetes mellitus (DM) patients are
typically small and diffuse, making them unsuitable for percutaneous
coronary intervention (PCI) and leading to exaggerated intimal
hyperplasia if PCI is performed. As a result, post-PCI restenosis has
been troublesome in the era of bare metal stents (BMS). Drug eluting
stent (DES) technology has succeeded in controlling the development
of intimal hyperplasia following stent deployment. Compared with
BMS, the use of DES in diabetic patients is associated with a lower risk
of target lesion revascularization (TLR) without any increase in death
or myocardial infarction (MI) [1,2]. Nonetheless, there is still uncertain-
ty regarding the effectiveness of various DES. Randomized controlled
studies revealed the superiority of sirolimus eluting stents (SES)
compared with paclitaxel eluting stents (PES) in terms of restenosis in
DM patients [3-6]. Although late luminal loss has been proposed as a ro-
bust marker for evaluating DES in the overall population [7], clinically-

[ Entry Patients; 3,533 patients ]

driven TLR is considered to be a more reasonable index to evaluate the
true impact of DES outcomes in DM patients. Additionally, major draw-
backs of previous studies have been a lack of adequate sample sizes to
show the superiority of one DES over another, as well as a short
follow-up period to demonstrate the durability of DES in DM patients.
Recently, Lee et al. demonstrated that the superiority of SES over PES
during the first 2 years attenuated between 2 and 4 years in diabetic pa-
tients [8]. A large 5-year observational study demonstrated that PES and
SES were equally safe and efficacious in DM patients undergoing PCI in
clinical practice [9]. However, long-term follow-up data of large
randomized controlled studies examining DES in DM patients was still
limited. The Japan-Drug Eluting Stents Evaluation; a Randomized Trial
(J-DESSERT) was a randomized controlled trial which was stratified by
the presence of DM and compared the difference in SES and PES efficacy
[10]. Here we report the 3-year clinical follow-up of this trial, the largest
randomized controlled trial of its kind. We endeavored to clarify the
long-term safety and efficacy of SES and PES for DM patients in Japan.

4{ Not random allocation; 0 patient ]

Y

1:1 Randomization; 3,533 patients

SES; 1,766 patients

PES; 1,767 patients

Non-DM; 1,809 patients
DM; 1,724patients

Excluded from the ITT; 47 patients
SES; 26 patients, 1.5%
h 4 PES; 21 patients, 1.2%

Non-DM; 28 patients
DM; 19 patients

ITT population; 3,486 patients
SES; 1,740 patients, 98.5%
PES; 1,746 patients, 98.8%
DM; 1,705 patients
DM-Insulin; 338/1705 patients

|
[ 1]

S Y 4
PES-Baseline
DM; 846patients DM; 859patients
DM-Insulin; 159 patients DM-Insulin; 179 patients
| N .

-
SES-Baseline

I - l
~

r r
SES-8M 1,702(97.8%) PES-8M 1,692(96.9%)
DM; 827patients, 97.8%

DM-Insulin; 156patients, 98.1%
(N

DM; 829patients, 96.5%
kDM—InsuIin; 169patients, 94.4%
J

>y
| [

s aYa
SES-12M 1,665(95.7%) PES-12M 1,663(95.3%)
DM; 806patients, 95.3%

DM; 814patients, 94.8%
DM-Insulin; 151 patients, 95.0% \DM—InsuIin; 165patients, 92.2% )
(. S

[ [

{ Y4

SES-24M 1,540(88.5%) PES-24M 1,564(89.6%)
DM; 746patients, 88.2%
DM-Insulin; 145patients, 91.2%

|

DM; 772patients, 89.9%
kDM—InsuIin; 159patients, 88.8% )

[ g [

J

s (
SES-36M PES-36M

DM; 658patients, 77.8%

DM-Insulin; 125 patients, 78.6%
| 4

DM; 678patients, 78.9%

\DM—InsuIin; 137patients, 76.5%
J

Fig. 1. Trial flow chart. DM = diabetes mellitus; ITT = intention to treat; M = month; PES = paclitaxel-eluting stent(s); SES = sirolimus-eluting stent(s).
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