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Updated evidence of LM stenting

* New data on DES vs. CABG for LM
* New data on 2° generation DES for LM
* New data on stenting technique for LM



PRE-COMBAT trial
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Randomized Trial of Stents versus Bypass
Surgery for Left Main Coronary Artery Disease

MAY §, 2011

600 Pts
with unprotected LMD

/\

PCI (Cypher) CABG
n=300 n=300

Primary endpoint: Death, MI, CVA, Revasc. At 1 year



PRE-COMBAT
1° and 2° endpoints
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PCl vs. CABG for LMD

Meta-analysis

Death
Model Study name Statistics for each study Events / Total Odds ratio and 95% CI
Odds Lower Upper
ratio limit limit pValue PCI CABG
LEMANS 0240 0026 2225 0209 1/52 4/53 —
SYNTAXleft man 0944 0454 19683 0878 15/35% 15/33%
Boudriot et &. 03% 0074 2080 0270 2/100 5/101 -
PRECONBAT 0745 0255 2173 0580 6/300 8/300
Fixed Pooled estmate 0741 0427 1.284 0.285
Random Pooled estimate 0741 0427 1284 (0285
F=0% 0.01 0.1 1 10 100
Favors PCI Favors CABG
Myocardial Infarction
Model Study name Statistics for each study Events / Total Odds ratio and 95% CI
Odds Lower Upper
ratio limit limit p-Value PCI CABG
LEMANS 0327 0033 3248 0340 1/52 3/83
SYNTAXleft man 1.015 0482 213 0969 15/35 14/33%
Boudriot et & 1010 0199 5129 0990 3/100 3/101
PRECOMBAT 1338 0297 602 0705 4/300 3/300
Fixed Pocled estimate 0981 0541 1.781 0.960
Random Pooled estimate 0%81 0541 1.781 0.950
P e0% 0.01 0.1 1 10 100

Capodanno et al, JACC 2011

Favors PCl Favors CABG

1,611 patients
from 4 RCTs with
old generation DES



PCl vs. CABG for LMD
Meta-analysis

Stroke

Model Study name Statistics for each study Events / Total Odds ratio and 95% CI

Odds Lower Upper
ratio limit limit p-Value PClI CABG

LEMANS 016 000 418 027 0/R 2/83 -
SYNTAXIdftmdn 0116 004 031 0043 1/35 8/%%
PRECOMBAT 0199 0009 41% 028 0/300 2/30
Fixed Pooled estimate 0150 0033 06N 0.013
Randam Pooled estimate 0150 003 067 0013
R=0% 001 04 1 10 100 1,611 patients

Favors PCl Favors CABG from 4 RCTs with

Repeat Revascularization old generation DES

Model Study name Statistics for each study Events / Total Odds ratio and 95% CI

Odds Lower Upper
ratio limit limit p-Value PCI CABG

LEMANS 3802 1297 1168 0015 15/ 5/53
SYNTAXleft main 2072 1215 3532 0007 45/35% 22/33% E
Boudriot el al 2578 0948 7006 0063 14/100 6/ 101
PRECOMBAT 1851 0840 4079 0127 18/ 300 10/ 300
Fixed Pooled estimate 2246 1537 3282  0.000 &
Random Pooled estimate 2246 1537 3282  0.000 @&
01 0.1 1 10 100

7 =0% 0

Favors PCl Favors CABG

Capodanno et al, JACC 2011



PClI (Taxus) vs. CABG for LM disease
5Y outomes in the SYNTAX subset of 705 pts

40
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20 M PCI (Taxus)
10 m CABG
0

MACCE Death CVA Death/CVA/MI
http://www.theheart.org/article/1466345.do

MACCE according to SYNTAX score

Baseline SYNTAX score 0-22 Baseline SYNTAX score 23-32 Baseline SYNTAX score >33
p=074 7 p=0-88
327%
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Months since allocation Months since allocation

31.5%

Months since allocation

SYNTAX 5Y, Lancet 2013 7



Current evidence on DES vs. CABG for LM

Recent data support the superiority of DES
over CABG in the large majority of patients
with unprotected LM disease



Updated evidence of LM stenting

* New data on DES vs. CABG for LM
* New data on 2° generation DES for LM
* New data on stenting technique for LM



ISAR-LEFT MAIN 2 Trial

650 patients with LM lesions

1

Zotarolimus-eluting stent
(Endeavor Resolute)
N= 324

Everolimus-eluting stent
(Xience)
N= 326

l

Angiographic follow-up
at 8 months in 73%
(N=237)

!

Clinical follow-up at
12 months in 100%
(N=324)

ISAR-Left Main 2, TCT 2012

1

Angiographic follow-up
at 8 months in 69%
(N=226)

1

Clinical follow-up at
12 months in 100%
(N=326)
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Main baseline characteristics

Resolute Xience
n=324 n=326
Age, years 69.4+10.4 70.2+9.4
Diabetes, % 28 29
ACS, % 38 33
History of MI, % 32 29
Parsonnet Score 13.3£10.3 | 13.7+11.0
EuroSCORE 5.1+3.7 5.0+3.7
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Lesion Location
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Stenting Technique
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Major Adverse Cardiac Events
- primary endpoint -

100 _

00
o
\

3.2% (upper CI=8.0%)

B D
o o
\

N
o
\

Cumulative incidence, %

9%

RR 1.26 (95% CI 0.85-1.85)
P=.25
Resolute
Xience
17.5%
T 14.3%

ISAR-Left Main 2, TCT 2012

Months after randomization
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Current evidence on 2° generation DES for LM

Two commonly used 2° generation DES
- Endeavor Resolute and Xience —
provide very favorable and comparable 1-year
outcomes in patients with unprotected LM disease
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Updated evidence of LM stenting

New data on DES vs. CABG for LM
New data on 2° generation DES for LM
New data on stenting technique for LM
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Stenting techniques

1 Stent 2 Stents

\WAY

T Stenting

Culotte
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1-Stent technique

Prior to PCI
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1-Stent technique

,,Kissing* balloon Final
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2-Stent technique
T-stenting

Prior to PCI




2-Stent technique
T-stenting

LCx Post LM Stent LCx Wiring




2-Stent technique
T-stenting

LCx Stent




2-Stent technique
,,Culotte”

Prior to PCI




2-Stent technique
,,Culotte”

LM Stent LCx post LM Stent




2-Stent technique
,,Culotte”

LCx Stent Kissing balloons




2-Stent technique
,,Culotte”

Final LM Bifurcation Final LM Ostium




Comparison of Double Kissing Crush Versus
Culotte Stenting for Unprotected Distal
Left Main Bifurcation Lesions

Results From a Multicenter,

Randomized, Prospective DKCRUSH-III Study
(J Am Coll Cardiol 2013;61:1482-8)

Between March 24, 2009 and October 22, 2011
863 patients with UPLMCA distal bifurcation lesions

--AMI<2-week (n=103)
--Liver dysfunction (n=9)
--Lung cancer (n=3)
--LVEF<30% (n=123)

326 patients were clinically excluded:

--eGFR<40 ml/min/1.73 m? (n=88)

117 patients were angiographically excluded:
--Trifurcation lesions (n=21)

[ ———— --Heavy calcification (n=29)

--Medina 1,0,1 (n=32)
--LM RVD >5-mm (n=14)
--Difference in RVD between LAD and LCX>1-mm

1 patient refused to PCI post-
randomization

(n=21)

Finally,419 patients were included in the study

DK group (n=210) Culotte group (n=209) |
lCIinieaI follow-up (n=210)] | Angiograhic follow-up (n=176,83.8%)| | Clinical follow-up (n=209) | JAngiographic follow-up (n=174,83.3%)
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Stay tuned...

EXCEL Randomized Trial

2600 Pts
with LM disease

/\

PCI (Xience) CABG
n=1300 n=1300

1° EP: 3-year Death/MI/CVA
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