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Objectives. This study investigated the safety and efficacy of sirolimus-eluting stents] SESs[bn early and
late outcomes in patients with acute myocardial infarction.

Methods. A series of 100 consecutive patients] September 2004 to November 200503wvith acute myocar-
dial infarction undergoing primary stenting using SES] 5 24 hrOvas compared with 100 consecutive
patients] September 2003 to August 2004 ireated with bare metal sterltl BMS[ The frequency of major
adverse cardiac eventt] MACE[hnd stent thrombosis, and status of ticlopidine administration were
assessed at 270 days.

Results. The rates of premature discontinuation of ticlopidinél SES group ] 3 months: 11%, BMS
group 1 month: 11%, p [0 NSChnd stent thrombosis! SES group: 1%, BMS group: 0%, p [0 NSOwere
similar in the two groups. At follow-up, restenosis rate and target vessel revascularization rate were lower
in the SES groupl 4% vs 19%, p[J 0.001 and 4% vs 10%, p 0.149, respectivelyll Furthermore, the
occurrence of MACE at 270 days was significantly less frequent in the SES group compared with the BMS
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groupl 6% vs 17%, p U 0.0380] Multivariate analysis showed SES use tended to predict 270-day MACE
U hazard ratio 0.37, 95% confidence interval 0.140 1.02, p [0 0.05500 Culprit lesion located in the left main
trunk was identified as an independent predictor of 270-day MACEI hazard ratio 5.43, 95% confidence

interval 1.070 27.59, p0 0.041010

Conclusions. The use of a SES was not associated with increased risk of stent thrombosis compared
with a BMS. With lower rates of restenosis and subsequent target vessel revascularization, SES placement
could provide superior outcomes in patients with acute myocardial infarction.
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Table 100 Baseline clinical and anatomic characteristics of patients

. SES grou BMS grou

Variables 0 nI:IgIOOS On0 %OOI:II) p value
Agtl yr[] 66.6x 10.2 68.1+ 9.5 0.310
Malé] %[ 78 78 1.000
Diabete&] %0 31 27 0.533
Hypertensioh] %] 58 64 0.384
Hypercholesterolemil] %[ 44 48 0.526
Obesity! %[ 25 18 0.162
Renal insufficiency] %[ 11 14 0.521
Current smoking] %] 57 59 0.710
Multivessel coronary diseasel %[ 61 51 0.177
Family history] %[ 20 20 0.299
Previous angioplastl! %0 13 13 1.000
Previous bypass surgery] %[ 4 3 0.700
Previous infarctioh] %0 10 13 0.506
Killip class 2 to 4] %[ 16 21 0.363
IABP usél %[ 9 14 0.268
Thrombolysi] % 19 22 0.479
Infarct-related coronary artery] %[

0 O Right coronary 32 52 0.004
0 O Left anterior descending 52 36 0.023
0 O Circumflex 14 10 0.384
U O Left main 1 2 1.000
Left ventricular ejection fractiohl %[] 55.0+ 11.7 57.7+ 12.6 0.274
Pain onset-to-PCI timé] hr(J 5.7+ 49 6.5 6.5 0.602
Peak creatine phosphokinasél IU/I(] 2,502+ 3,440 2,717+ 2,533 0.390

Continuous values are meant SD.

SESUO sirolimus-eluting stent; BMSO bare metal stent; IABPO intraaortic balloon pumping ; PCI[] percutaneous

coronary intervention.
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Table 200 Quantitative coronary angiographic data

. SES grou BMS grou
Variables 0 anloog 0 a0 %oomp p value
At baseline
0 O TIMI flow gradeé] mean[] 1.22+ 1.22 1.03+ 1.19 0.257
oooooim %O 55 62 0.315
00002 %0 24 21 0.612
00008 %0 21 17 0.471
U O Reference diametet] mmU] 2.67+ 0.49 2.82+ 0.57 0.003
0 0 Minimal lumen diametet] mm[J 0.44% 0.46 0.47+ 0.46 0.764
0 O Diameter stenosi&] %[ 83.6+ 17.1 81.6x 18.6 0.637
U O Lesion length] mm[] 18.6+ 10.2 15.5+ 8.8 0.003
After procedure
0 O Reference lumen diametef] mm[J 3.01£ 04 3.13£ 0.5 0.022
0 O Minimal lumen diametef] mm[] 2.54+ 0.4 2.61% 0.5 0.147
0 O Diameter stenosi&] %[ 15.8+ 10.9 16.4+ 9.3 0.588
O O Stent segment length] mm[] 20.9+ 4.1 17.5+ 4.5 0.003
U O Stent sizé] mm[] 3.13+ 0.3 3.36% 0.5 0.002
0 O Numbers of stent 1.3+ 0.6 1.3+ 0.54 0.968
0 0 Maximum inflation pressuré] atm{J 14.5+ 34 11.7+ 34 0 0.001
O O 1VUS usel %0 59 23 00.001
0 O Thrombus aspiratioh] %[ 60 63 0.470
O O Distal protection device usél %0 48 49 0.671
0 O TIMI flow grade B! %[ 92 92 1.000
At follow-up”
0 O Reference diametef] mm[J 3.11+ 0.5 2.92+ 0.5 0.092
O O Minimal lumen diametet] mm[] 2.39+ 0.3 1.83% 0.6 0.001
O O Diameter stenosi&] %[ 20.5+ 149 38.9+ 22.2 0 0.001
O O Late los&] mm[] 0.187+ 0.7 0.825+ 0.7 00.001
U O Binary restenosit] %0 4 19 1 0.001

Continuous values are mean+ SD. " SES group: nJ 72, BMS group : n[J 62.
TIMIO Thrombolysis in Myocardial Infarction ; IVUSO intravascular ultrasound. Other abbreviations as in Table 1.
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Table 30 Status of ticlopidine administration

. SES grou, BMS grou

Variables - nI:Ig98I:]IJ 0 an96Dp p value
Prior to the onset(] 7 days B3.10 B13.10 1.000
Premature discontinuation” 10 11.20 10 11.50 0.960
Cause of discontinuation

0 O Liver dysfunction 6l 54.50 4] 36.40 0.750
O 0OTTP 0 B127.30 0.250
[0 O Skin rash B127.30 0 0.246
0 O Bleeding 0 B127.30 0.246
0 O Others 0 18.20 0o9.10 1.000

oo00: %.

Y Premature discontinuation of ticlopidine : SES groupU 3 months, BMS group: O 1 month.
TTPU thrombotic thrombocytopenic purpura. Other abbreviations as in Table 1.
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Table 40 In-hospital and clinical events at 270 days

. SES grou BMS grou

Variables O nmgwog 0 n0 z%oomp p value
In-hospital

0 O Death 0 1.00 D 2.00 1.000
0 O Stroke p12.00 p12.00 1.000
U O Non fatal myocardial infarction 0 O 1.00 1.000
0 O Target vessel revascularization 0 O 1.00 1.000
0 O O O By angioplasty 0 0 1.000
U 0O O O By coronary bypass surgery 0 O 1.00 1.000
0 O Total MACE B13.00 & 6.00 0.492
270 days”

0 O Death 01.30 813.00 0.630
O O Stroke 0 1.30 44.00 0.384
0 O Non fatal myocardial infarction 0 1.30 0 1.00 1.000
U O Target vessel revascularization B13.80 10l 10.000 0.149
0 0 O O By angioplasty 012.50 81 8.00 0.189
0 O O O By coronary bypass surgery 0 1.30 0] 2.00 1.000
0 O Total MACE B16.30 17 17.00 0.038

OO00: %."SES group: nJ 80, BMS group : n[J 100.

MACEUD major adverse cardiac events. Other abbreviations as in Table 1.

100
- - SES group
g 'y
6 IIIII....-
2 90 - - ;.
“ BMS group  "ur
w EEE|
g2 80
L™
4]
E p=0.038 (log-rank test)
g 70

0 50 100 150 200 250 300
Days

Fig. 1 Kaplan-Meier plot of event-free survival during
270 days for patients treated with bare metal
stent and sirolimus-eluting stent
Abbreviations as in Tables 1, 4.
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Fig. 2 Multiple independent predictors of
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