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Coronary Angiography after Cardiac Arrest without ST-Segment Elevation
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Percutaneous coronary angioplasty versus coronary artery bypass grafting in the treatment of
unprotected left main stenosis: updated 5-year outcomes from the randomised, non-inferiority
NOBLE trial.
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Analysis
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[E=] Coronary Angiography after Cardiac Arrest without
— ~ IR0 % tumor feeding artery .
— EHEY R BN Rt Z3E LAY /S0 B intimal sarcoma © ST—Segment Elevatlon
— > PATHOLOGICAL DIAGNOSIS:
Soft tissue, left atrium, excisional biopsy — intimal sarcoma Lemkes JS, et al. N Engl J Med 2019;380:1397-407. DOI: 10.1056/NEJMoal816897
/Y ~ Gross: The Coronary Angiography after Cardiac Arrest (COACT) Trial
The specimen received in formalin consists of a piece of grey to white soft tissue tumor, labeled left
atrium tumor, measuring 7.6 x 4.5 x 3 cm in size. BACKGROUND
71~ Microscopic:
It shows a picture of intimal sarcoma. Ischemic heart disease is a major cause of out-of-hospital cardiac arrest. The role of immediate
It shows highly cellular tumor, focally infiltrative and composed of pleomorphic spindle cells in coronary angiography and percutaneous coronary intervention (PCI) in the treatment of patients
fascicles or sheet patterns. who have been successfully resuscitated after cardiac arrest in the absence of ST-segment

elevation myocardial infarction (NSTEMI) remains uncertain.

METHODS

n this multicenter trial, we randomly assigned 552 patients who had cardiac arrest without signs
of STEMI (out-of-hospital cardiac arrest with an initial shockable rhythm and were unconscious
after the return of spontaneous circulation) to undergo immediate coronary angiography or
coronary angiography that was delayed until after neurologic recovery. All patients underwent
PCI if indicated. The primary end point was survival at 90 days. Secondary end points included
survival at 90 days with good cerebral performance or mild or moderate disability, myocardial
injury, duration of catecholamine support, markers of shock, recurrence of ventricular
tachycardia, duration of mechanical ventilation, major bleeding, occurrence of acute kidney
injury, need for renal-replacement therapy, time to target temperature, and neurologic status at
discharge from the intensive care unit.

RESULTS

At 90 days, 176 of 273 patients (64.5%) in the immediate angiography group and 178 of 265
patients (67.2%) in the delayed angiography group were alive (odds ratio, 0.89; 95% confidence
interval [CI], 0.62 to 1.27; P=0.51). The median time to target temperature was 5.4 hours in
the immediate angiography group and 4.7 hours in the delayed angiography group (ratio of

geometric means, 1.19; 95% CI, 1.04 to 1.36). No significant differences between the groups
were found in the remaining secondary end points.

INTERPRETATION

Among patients who had been successfully resuscitated after out-of-hospital cardiac arrest and
had no signs of STEMI, a strategy of immediate angiography was not found to be better than a
strategy of delayed angiography with respect to overall survival at 90 days.

(Funded by the Netherlands Heart Institute and others; COACT Netherlands Trial Register
number, NTR4973.)
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Male sex — no. (M)
Hypertension — no ftotal no. (%)
Previous myocardial infarction — no. (%)
Previous CABG — no 1iotal ro, (%)
Previous PO1 — o rotal no. (%)
Previous corcnary antery daease — ro. (%)
Previous cerebrovascudar scodent — no. fectal no. (%)
Diabetes melitus — no frotl no. (%)
Current smoker — no Jiotal so. (%)
Hypercholesterclemia — no. frctal no. (%)
Peripheral artery Ssease — no Jrotal no. (%)
Arsest withessed — no. (%)
Median time from armest 1o basic be support (IQR) « min
Median tme from arrest 10 return of spontanecus arculaton (IQR) — min
Signs of chemna on ECC — no ol mo. (%)1
Median GCS score at admissicn (IQR) 3
APACHE IV scored
Baselne Liboratory values
pH
Meodian lactic a0 (IQR) — memol Fer
Barbonate — mmel fhter
Base encess
Medan partial pressure of cxpges (IQR) — kPa
Medan mived venous ogygen saturasion (IQR) — %
Medan creatinine (IQR) — pmol/hoer
Median creatine kinase (IQR) — U liter
Median creatine kinase MB (IQR) == pg/Ster
Medan troposin T (IQR) « pg/lner

lemediste

Angiography
Group (N=273)

65.7012.7
223 (8L.7)
131/269 (48.7)
73 (26.7)
43272 (15.3)
461272 (169)
99 (36.3)
197272 (7.0)
$5/272 (202)
507249 (20.1)
201270 (35.9)
16/272 (5.9)
218 (M9
2(1-5)

15 (9-21)
168/262 (64.1)
1(3-3)
107128

7.2:01
LS TN ¥ ]
194243
T A262
14.7 (89-268)
94 (76-98)
102 (90-119)
162 (114-252)
60 (40112
0.084 (0.009-0.085)

Delayed Angiograshy
Geowp (N =265)

6494125
202 (76.2)
126/265 (47.5)
76 (28.7)
24/265 (9.1)
60/264 (22.7)
9 (36.2)
15/265 (5.7)
44/265 (16.6)
67/249 (26.9)
78/263 (29.7)
23265 (8.7)
203 (76.6)
2(2-5)

15 (820
172/248 (69.4)
3(3-3)
105:32

7.2:0.1
45 233))
19.0:45
«1.7:62
153 (10.1-28.2)
9 (7598
101 (85-115)
163 (116-248)
63 (3.7-199
0.053 0.025-0.116)

Table 3. Clinical Outcomes.*

1. EZAEIREGER - BT R B GS R  EEAE R

Table 2. Procedures, Treatments, and Characteristics of Coronary Artery Disease.*

Variable
Coronary angiography performed — no. (%)
Median time from arrest to coronary anglography (IQR) — hr

Median time from randomization to coronary
angiography (YQR) — hr

Severity of coronary artery disease — no, ftotal no, (%)

No clinically significant disease

One-vessel disease

Two-vessel disease

Three-vessel disease
Acute unstable lesion — no. ftotal no. (%)L
Acute thrombotic occlusion — no, total no, (%)
Chronic total occlusion — no. ftotal no. (%)
Revascularization treatment — no. (%)

PC1

CABG

Pharmacologic or conservative treatment

Immediste

Group (N=273)
265 (97.1)
23(1.8-3.0)
0.3 (0.5-12)

94/265 (35.5)
721265 (27.2)
54/265 (20.4)
45/265 (17.0)
36/265 (13.6)
9/265 (3.4)
100/265 (37.7)

90 (33.0)
17 (6.2)
168 (61.5)

Group (N = 265)

172 (64.9)1
121.9 (52.0-197.3)
119.9 (47.2-203.7)

59/172 (34.3)
49/172 (28.5)
35/172 (20.3)
29/172 (16.9)
29/172 (16.9)
13172 (7.6)§
58/172 (33.7)

64 (24.2)
23 (8.7)
179 (67.5)

Outcome

Primary end pont
Survival 3t 90 days — no. of patients (%) ¢
Secondary end points

Survival with pood cerebral performance or mild or med-

erate Ssabiity — no. of patients ftotal no. (%)
CPC score at 90 days — mo. frotal no. (%))

W A W N

Survival until hospital dscharge — no. of patients (%)
Newrclopic status at ICU discharge
GCS score
Median (1QR)
Geometric mean (95% C1)
CPC score — no total no. (%)

L

5

TIMI majer bleeding, any grade — no, (%)

Recurrence of ventriculsr tackycardia resulting in defibel-
lation o¢ electrical casdhoversion — no. (%)

Creatinie kinase
Medas AUC QR)
Ceoometric mean (5% (1)
Creatiniee kinase MB
Medas AUC (/QR)
Geometric mean (35% (1)
Tropeain T
Medan AUC QR)
Geometric mean (35% (1)
Troponin |
Medan AUC QR)
Geometric mean (95% C1)
AXIN classification stage — no vatal no. (%)Y
"]

i
2
)

Growp (N=273) Group (N = 265)
176 (64.5) 178 (67.2)
170202 (62.9) 170/264 (64.4)
157272 (57.7) 159264 (60.2)
14272 (5.1) 11/264 (4.2)
4272 (L.5) 5264 (1.9)
o /264 0.8)
97/272 (35.7) 87/264 (31.0)
178 (65.2) 182 (68.7)

15 (14 %0 195) 15 (1410 15)
1371021014 135 (12910 13.0)
M58 (28.7) 67249 ()4.5)
$9/258 (229) $6/249 (22.9)
36258 (14.0) 307249 (1204
806 97249 1.6)
85/258 (329) 687249 (27.3)
26 135149
nen 16 (6.0)

30,099 (9983 10 67,096) 28,006 (11,044 1o 74,043)
25,694 (21,764 10 30.333) 25,306 (21,140 8o 30.291)

930 (402 %0 2456) 851 (302 10 2868)
975 (793 10 1159) 949 (73910 1219)
113 [4A1039) 106 (4.510362)
11.2(921013.6) 128 (10380 160
154.7 (33.1 10 1762) 183.2 (21 4 0 7278)

2267 (100110 513.2) JS9 (116710837 5)

218/244 (39.3) 214/24) (38.1)
12/244 (4.9) 8243 0)
4284 (1.8) $7243 (2.1)
10/244 (4.1) 16243 (6.6)

Effect Size
95% €1}

OR, 089 0628 1.27)

OR, 0.94 0.66 80 1.31)

Reference
OR, 1.29 0.56 10 2.92)
OR, 081 0.21 00 1.07)
NA
OR, L13 078w 1.63)
OR, 0485 060 1.22)

102 0.96 % 1.04)

Reference
OR, 1.22 (0.76 80 1.98)
OR 139 0785 2.48)
OR 0520158 1.7%)
OR, 145 093202.27)
OR, 051 02080 1.30)
OR, 1.30 (0.66 80 2.54)

102 (0.80 80 1.30)

103 074w 1.42)

0.7 0.64 10 1.16)

072021 % 234)

Reference
OR 147 059% 167)
OR,0.79 0.21 20 2.94)
OR. 041 0.27% 1.33)
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Percutaneous coronary angioplasty versus

100
> M coronary artery bypass grafting in the treatment
e 80—
Delayed coronary angiography . M Py
2ol - o of unprotected left main stenosis: updated 5-year
g 604 Immediate coronary angiography 64.7 = . - =
: ' outcomes from the randomised, non-inferiority
2 .
x40 NOBLE trial.
E 30+
20
a ) Holm NR, et al. Lancet. 2020 Jan 18;395(10219):191-199. doi: 10.1016/S0140-
104 Hazard ratio for death, 1,11 (95% C1, 0.83-1.49)
0+ . . : . : . 6736(19)32972-1. Epub 2019 Dec 23.
0 15 30 45 60 75 90
Days since Randomization BACKGROUND
No. at Risk
l“”‘-"'f;’ *: i:‘ 131 181 179 179 '-72 Percutaneous coronary intervention (PCI) is increasingly used in revascularisation of patients
mmediate 273 ; /8 176 176 176 176
‘ with left main coronary artery disease in place of the standard treatment, coronary artery bypass
Figure 1. Kaplan-Meier Estimates of Survival among Patients Who Under- grafting (CABG). The NOBLE trial aimed to evaluate whether PCI was non-inferior to CABG
went Immediate or Delayed Coronary Angiography after Cardiac Arrest. in the treatment of left main coronary artery disease and reported outcomes after a median
There was no significant difference between the two groups in overall follow-up of 3-1 years. We now report updated 5-year outcomes of the trial.

survival at 90 days.

I ST AEREIIGEY - BUEEIR B IS % B AT Kaplan-Meier 5347 METHODS

The prospective, randomised, open-label, non-inferiority NOBLE trial was done at 36 hospitals
in nine northern European countries. Patients with left main coronary artery disease requiring
revascularisation were enrolled and randomly assigned (1:1) to receive PCI or CABG. The
primary endpoint was major adverse cardiac or cerebrovascular events (MACCE), a composite
of all-cause mortality, non-procedural myocardial infarction, repeat revascularisation,
and stroke. Non-inferiority of PCI to CABG was defined as the upper limit of the 95% CI
of the hazard ratio (HR) not exceeding 1-35 after 275 MACCE had occurred. Secondary
endpoints included all-cause mortality, non-procedural myocardial infarction, and repeat
revascularisation. Outcomes were analysed in the intention-to-treat population. This trial is
registered with ClinicalTrials.gov, NCT01496651.

FINDINGS

Between Dec 9, 2008, and Jan 21, 2015, 1201 patients were enrolled and allocated to PCI
(n=598) or CABG (n=603), with 17 subsequently lost to early follow-up. 592 patients in each
group were included in this analysis. At a median of 4-9 years of follow-up, the predefined
number of events was reached for adequate power to assess the primary endpoint. Kaplan-
Meier 5-year estimates of MACCE were 28% (165 events) for PCI and 19% (110 events)
for CABG (HR 1-58 [95% CI 1-24-2-01]); the HR exceeded the limit for non-inferiority of
PCI compared to CABG. CABG was found to be superior to PCI for the primary composite
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endpoint (p=0-0002). All-cause mortality was estimated in 9% after PCI versus 9% after CABG
(HR 1-08 [95% CI 0-74-1-59]; p=0-68); non-procedural myocardial infarction was estimated
in 8% after PCI versus 3% after CABG (HR 2-99 [95% CI 1:66-5-39]; p=0-0002); and repeat
revascularisation was estimated in 17% after PCI versus 10% after CABG (HR 173 [95% CI
1-25-2-40]; p=0-0009).

INTERPRETATION

In revascularisation of left main coronary artery disease, PCI was associated with an inferior
clinical outcome at 5 years compared with CABG. Mortality was similar after the two
procedures but patients treated with PCI had higher rates of non-procedural myocardial
infarction and repeat revascularisation.

FUNDING

Biosensors.
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T AR ENIR R B P MG EE A VA E - NOBLE E& R EER DT B BUER GRS PCI fE 4 R e iR B IR B s e & b
EEAET CABG » WA EE G ZEFR T (LERE 3.1 FAYHS 5 (Mékikallio T, et al. Lancet 2016) = BL4E » AHfF
et 5 EEIEE -

=2

FAHE
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ZI LR ZE S A= A EHE PCI{2 5 8% M E CABG % 55 3% (HR 2.99 [95 {S #8115 1.66 — 5.39]; p = 0.0002);
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Marie-Claude Morice (Institut Cardiovasculaire Paris Sud, Ramsay Générale de Santé, 91300 Massy, France)
“Patients with left main coronary artery disease: stent or surgery?” Lancet. 2020 Jan 18;395(10219):167-168.
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0.0002) -
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Systematic screening log 100 A P
(5 centres) - § 307 HR 1.58 (95% Cl 1.24-2.01); 28-4% - HR1.08 (95% Cl 0-74-1-59);
982 participants assessed for &< p=0.0002 . p=0.68
eligibility Bt 259 R
- v g
=T 20 2 |
S s 3
g3 5
476 excluded* 2 § 15 S N
239 not treatable by CABG or PCI 52 10 . g | 9-4%
45 declined to participate =g L x_? e
12 ST-elevation myocardial infarction within =3 54 < - T 87%
> 24h o g —
94 left main coronary artery disease and more T 1 1 1 1 T T T T 1
than three non-complex lesions ) 0 1 2 3 4 5 0 1 2 3 4 5
212 left main coronary artery disease and one Number at risk
or more complex lesions PO 592 546 515 478 439 327 592 585 577 563 541 409
19 other reasons CABG 592 550 533 521 493 380 592 579 573 569 547 432
100
y
/ 7
506 enrolled 3 30 HR2.99 (95% CI 1.66-5-39); 8 7 HR1.73(95% Cl1.25-2-40);
No systematic screening log § 25| P=0:0002 § | p-00009
(31 centres) » 2 ¥ 2
695 enrolled v 5 207 £ ] 17-1%
S e &
1201 randomly assigned b E 15+ S
8 E £ 10-2%
2 107 76% § e
[ l 2o S g
. s
598 allocated to PCI 603 allocated to CABG 0 T T T T ] T T T T ]
585 received PCl 570 received CABG 0 1 2 3 4 5 0 1 2 3 1 5
13 did not receive PCIT 33 did not receive CABG? Number at risk Time since randomisation (years)
1 died before PCI 1died before CABG umberatmns
4 patients refused PCl 15 patients refused CABG PA 592 575 558 535 509 385 592 553 528 499 463 348
4 operators refused to do PCI 15 not eligible for CABG CABG 592 572 564 559 538 422 592 558 540 530 502 387
4 left main coronary artery disease not 2 crossovers by mistake
significant 1007
L ¢ 30 HR 1.75 (95% C1 0-86-355);
25 P=01109
6 lost to follow-up 11 lost to follow-up
1emigration 0 emigration }E 20
2 contact lost 0 contact lost o
3withdrawal 11 withdrawal § 15+
L ¢ 10 |
| 3-8%
592 allocated to PCl in analysis 592 patients allocated to CABG in analysis 5 ;_.T—E:i
580 received PCl 567 received CABG 0 - | | | | Z-ZI%
7 received CABG 23 received PCI 0 1 2 3 4 5

-

-

592 reached 4-year follow-up (including deaths)
589 followed up
3 lost to follow-up

592 reached 4-year follow-up (including deaths)
591 followed up
1 lost to follow-up

Number at risk
PCl 592
CABG 592

Time since randomisation (years)

583 572 552 525 392
573 568 563 540 426

-

"

550 reached 5-year follow-up (including deaths)
537 followed up
13 lost to follow-up

543 reached 5-year follow-up (including deaths)
536 followed up
7 lost to follow-up

1. Wt5EiintE

2. NOBLE fift5% 5 R RS 519 Kaplan-Meier 73-1fT (intention-to-treat population)
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PCl (n=592) CABG (n=592) HR(95%Cl) p value 1007
MACCE 28% (165) 19% (110) 1-58 (1-24-2-01) 0-0002 °-5" 35— HR2-05 (95% Cl1-41-2-98);
2 =0
All-cause mortality 9% (54) 9% (50) 1-08 (0-74-1-59) 0-68 x 30 P 0-0001 26.8%
. E =
Cardiac death 4% (25) 4% (25) 099 (057-173)  0-.99 z < 25 —
Non-procedural myocardial 8% (43) 3% (15) 2.99 (1.66-5-39) 0-0002 z 3 20 f
infarction < .§" 15 /_'_H_r’_'_/_,J ; 13.8%
w 7 —_——
Total repeat revascularisation 17% (97) 10% (58) 173 (1-25-2-40) 0-0009 e/ 10 — . —
< ,
Revascularisation PCl 14% (78) 10% (56) 1-41(1:00-1-99)  0-048 s 5 _JJ—::'F,J - _%BG
Revascularisation CABG 5% (26) <1% (3) 9-11(275-30-11) <0-0001 0=~ — | | | | |
Target lesion revascularisation 12% (67) 8% (46) 1.51 (1-04-2-20) 0-039 . 0 1 2 3 4 g
— Number at risk
Target LMCA revascularisation 10% (55) 7% (41) 1-39 (0-93-2-09) 014 PCl 297 276 265 250 228 171
De novo lesion revascularisation 7% (40) 3% (15) 2-66 (1-47-4-81) 0-0006 CABG 316 304 295 290 276 225
Symptomatic graft occlusion or 2% (13) 4% (21) 0-64 (0-32-1-27) 017 100
definite stent thrombosis > ;l;
Probable stent thrombosis <1% (2) 0 g 359 HR01'32;4 (95% C10-87-1.77); 2055
F 30 PO 5%
Possible stent thrombosis 3% (16) <1% (3) 2 ?g‘,_ 3 ,_,J_'_'_’_,_t
o 25 -
Stroke 4% (21 2% (12 175(0-86-355) 011 3 -

r @y 12) (086-355) 1 T e
Data are Kaplan-Meier estimates % (events) with HRs and 95% Cls based on Cox regression analysis and adjusted for —“g A 15 H_Hr—'—" o
stratification variables. CABG=coronary artery bypass grafting. HR=hazard ratio. LM CA=left main coronary artery. P % et —

MACCE=major adverse cardiac or cerebrovascular events. PCl=percutaneous coronary intervention. g 210+ r;—;J——f
<< 5/ -~
Table: 5-year outcomes adjusted for gender, LMCA bifurcation lesion, and diabetes = o
| T | T ]
0 1 2 3 - 5
F ARIIETER , 2 E# @k BB IR Y 5 FEERRASE R Number at risk
PCl 249 229 212 196 179 131
CABG 220 196 190 186 176 121
100
i Y/
E 357 HR1.41(95% C10.68-2.93); 32:6%
> 30 p=040
EE - 251%
=
_Ué E 20 Al—,—‘
- g 15 _ ro
S 10
<L
= 54
0 T T T T 1
0 1 2 3 4 5
Number at risk Time since randomisation (years)
PCl 46 41 38 32 32 25
CABG 56 50 48 45 41 34

3. fRHE SYNTAX 8% B KAH (subgroup) B A LMEIMN/E 4 (MACCE) Kaplan-Meier 4347



BREATIA (11

PCl (n=592) CABG (n=592) HR (95% CI) Pintenction
Events/total patients Events/total patients
All patients 165/592 (28%) 110/592 (19%) _“‘ 158 (1-24-2-01)
Age
<67 years 57/282 (21%) 42/280 (15%) ’+ 1.41(0-95-211)
. e 037

=67 years 108/310 (36%) 68/312 (22%) ‘ 171(1:26-2:32)
Sex :
Women 33/116(29%) 20/140 (15%) 3 ¢ 2.20(1.26-3.83)

| 022
Men 132/476 (28%) 90/452 (20%) _‘f 1.46(1.12-1.91)
Body-mass index (kg/m?)
<30 115/413 (29%) 78/406 (20%) + 1.50 (1-13-2:01)

1 045
=30 49/166 (30%) 30/170 (18%) + 1-88 (1-18-2:99)
Diabetes !
Yes 35/90 (40%) 26/94(28%) T 156 (0-93-259)

‘ 082
No 130/502 (26%) 84/498 (17%) —- 159 (121-210)
Lesions to be treated
One 60/214 (28%) 20/135 (15%) ‘ 4 2.03(1.22-3.37)

! 031
Two 58/215 (Z7%) 38/188 (21%) T 132 (0-88-1.99)
Three 38/127(31%) 35/198 (18%) —"— 179 (1-13-2-84)
Four 5/28(18%) 14/60 (24%) —0——— 078 (028-2.19)
Acute coronary syndrome
Yes 27/106(26%) 26/100 (26%) < 3 1.01(0-59-174)

1 007
No 138/486 (29%) 84/491(18%) —0— 177 (1:35-2:32)
Distal LMCA lesion
Yes 138/477 (30%) 96/482(20%) 4 1.52(1.17-1.98)

| 0-50
No 27/115 (24%) 14/110(13%) — 1.94 (1.01-3.70)
SYNTAX score |
<2 781297 (27%) 43/316(14%) e 2.05(1-41-2.98)
2332 72/249(30%) 53/220 (25%) T 1.24(0-87-1.77) 016
233 15/46 (33%) 14/56 (25%) * 1.41(068-2.93)

T T TTTTT T
01 1.0 50
“«— —»

Favours PCI  Favours CABG

4. XA (subgroups) 77 FEY T 545 (primary outcome) FRMK[E] (Forest plot)
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Impact of Sapien 3 Balloon-Expandable Versus
Evolut R Self-Expandable Transcatheter Aortic
Valve Implantation in Patients With Aortic Stenosis:
Data From a Nationwide Analysis

Deharo P, Bisson A, Herbert J, Lacour T, Saint Etienne C, Grammatico-Guillon L, Porto A, Collart F,
Bourguignon T, Cuisset T, Fauchier L.
Circulation. 2020 Jan 28;141(4):260-268

BACKGROUND

Two competing transcatheter aortic valve replacement (TAVR) technologies are currently available.
Head-to-head comparisons of the relative performances of these 2 devices have been published.
However, long-term clinical outcome evaluation remains limited by the number of patients
analyzed, in particular, for recent-generation devices.

METHODS

Based on the French administrative hospital-discharge database, the study collected information
for all consecutive patients treated with a TAVR device commercialized in France between 2014
and 2018. Propensity score matching was used for the analysis of outcomes during follow-up.
The objective of this study was to analyze the outcomes of TAVR according to Sapien 3 balloon-
expandable (BE) versus Evolut R self-expanding TAVR technology at a nationwide level in France.

RESULTS

A total of 31113 patients treated with either Sapien 3 BE or Evolut R self-expanding TAVR were
found in the database. After matching on baseline characteristics, 20918 patients were analyzed
(10459 in each group with BE or self-expanding valves). During follow-up (mean [SD], 358 [384];
median [interquartile range], 232 [10-599] days), BE TAVR was associated with a lower yearly
incidence of all-cause death (relative risk, 0.88; corrected P=0.005), cardiovascular death (relative
risk, 0.82; corrected P=0.002), and rehospitalization for heart failure (relative risk, 0.84; corrected
P<0.0001). BE TAVR was also associated with lower rates of pacemaker implantation after the
procedure (relative risk, 0.72; corrected P<0.0001).

CONCLUSIONS

On the basis of the largest cohort available, we observed that Sapien 3 BE valves were associated
with lower rates of all-cause death, cardiovascular death, rehospitalization for heart failure, and
pacemaker implantation after a TAVR procedure.
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Table 3. Clinical Outcomes in the Matched Cohort

RR (95% CI) for BE P (Bonferren

Clinical Outcomes BE TAVR {n=10459) | SE TAVR (n=10459) | TAVR vs SE TAVR | P{Uncorrected) Correction)
All-cause death 1270014.4) 1352 (16.4) 0,88 (0.82-0.95) 0.001 0,005
Cardiovascular death [ 567 (6.4 652 (7.9) 0,82 (0.73-0.92) 0.0004 0.002
All-cause stroke 429 (5.0 12915.3) 0.94 (0.82-1.08) 0.39 1.0
Rehospitalization for HF 1529 (19.5) 1685 (23.2) 0.84 (0.78-0.90) <i0.0001 <0000
Combined end point™® 72 (269 2302 (321 0,84 (0. 79-0.89 <0, 0001 <0, 0001
Megative cantrol analysis

Moncandicvescular death - 703 (8.00 700 (8.5) 0,594 {0,85-1.05) 0.28 1.0

Cancer 535 {6.3) 435 (6.2} 1.02 (0.90-1.15) 0.76 1.0

Unnary tract infection 554 (6.5) 544 (6.8} 0.5k (0.5 ) 0.46 U

Values are n lincdence rate, Sed4h BE indicates ballcon-expandable; HF, heart faillure; RR, incidence rate raticg SE, self-expandable; and

TAVR, transcatheter aortic valve replacement
*Cardicvascilar death, all-cause stroke, rehospitalization far HE
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