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JTVT registry (Japan Transcatheter Valve Therapy registry)
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Patients characteristics in Japan TVT registry (Aug. 2013-Mar. 2019)

(N=17,360)
Age — yr, mean (std) / median (IQR) 84.4 (5.2) / 85 (81-88)
Male sex — no. (%) 5491 (31.6%)
NYHA Il or IV — no. (%) 4575 (26.4%)
Clinical History — no. (%)
Coronary artery disease — no. (%) 5518 (31.8%)
Cerebrovascular disease — no. (%) 1561 (9.0%)
Previous cardiac surgery — no. (%) 1566 (9.0%)
Peripheral vascular disease — no. (%) 2044 (11.8%)
Chronic respiratory disease (moderate/ severe) — no. (%) 1429 (8.2%)
Renal dialysis — no. (%) 87 (0.5%)
Atrial fibrillation / flutter — no. (%) 2906 (16.7%)
Permanent Pacemaker / ICD — no. (%) 995 (5.7%)

Porcelain Aorta — no. (%) 1683 (9.7%)




Distribution of STS scores by time period

100% 4.0% 7.3% — 7.4% — 8.0% —.
80%
60%
40%
20%
0%
2013 2014 2015 2016 2017 2018
M<4% MWM4-<8% mM8-<15% 15% and above
2013 2014 2015 2016 2017 2018
N 98 939 1497 3090 4975 5679
STS category
<4% 22 (22.5%) 150 (16.0%) 275 (18.4%) 558 (18.1%) 947 (19.0%) 1107 (19.5%)
4-<8% 47 (48.0%) 447 (47.6%) 738 (49.3%) 1557 (50.4%) 2495 (50.2%) 2870 (50.5%)
8-<15% 25 (25.5%) 272 (29.0%) 378 (25.3%) 757 (24.5%) 1200 (24.1%) 1325 (23.3%)
15% and above 4(4.1%) 70 (7.5%) 106 (7.1%) 218 (7.1%) 333 (6.7%) 377 (6.6%)
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Postoperative outcomes

Post procedural Events within 30 days
(Among 15,085 with at least 30-day follow-up registration)

N=17,360

All Cause Death - no. (%)
All Cause Death or Any severe adverse events - no. (%)
Adverse events
Conduction disturbance, pacemaker installment - no. (%)
Ischemic stroke - no. (%)
Congestive heart failure leading to hospitalization - no. (%)
access-related complication - no. (%)
annulus/root rupture - no. (%)

Major bleeding, other bleeding - no. (%)

212 (1.4%)
1365 (9.0%)

752 (5.0%)
200 (1.3%)
93 (0.6%)
160 (1.1%)
73 (0.5%)
152 (1.0%)
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Time trend analysis of all-cause mortality
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Time trend of post-procedural events

25.0%

20.0%

15.0%

10.0%

5.0%

0.0%

p-value for trend <0.001

14.3%
11.4%

_— —

[8.8% 1 8.9% —1-9.0%
7100%

2013 2014 2015 2016 2017 2018

Death or severe AE within 30...

17



xE&dH

. L@%ﬁfﬁuw.‘ﬁ’]——y&tauoofﬁlu,('Fd)ﬁ’ﬁ ZTIThN T

 EPFHGH AR E BEET TH - 1=

e STS trend (I ZE{L L D> 7=

- TFOEIS IXZEBR(CIEHN

« FRIFMITELTEFRELTWS

s FIHIRTEIF1IZ3% EBEEZF—TLTWS
c EHERERIZ10% LT

e R— XX —HIEAHFEIIS%a1E = R




AN
Z



R Dregistry/randomized trial & AFBD TAVRD YRR A BT

10
8.0
5
3.4
1 1.3 1.6
5B L

SOURCE FRANCE 2 German PARTNER PARTNER Japan TAVR AVRin Japan
n=1038 n=3195 n= 870 n=1318 cohort A 2A & S3i Registry n=9922
n=348 n=1077 n=5858

TAVRD R4 ENE A (- BT BN —F AR BITRIE 2B



Total procedure count by facility (N=145 facilities)
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The age of TAVR patients

J-TVT / TVT* \

40
Median: B85
p5: 75
pO5: 02 30% Age of Patients Undergoing TAVR
25%
30
20%
=
£ 15% -
=
&
i 10% -
20
5% 4
0% -
<70 70-74 75-719 80-84 85-89 290
Age
10 ®2012-2013 = 2014 ®m2015
*2016 annual report of STS/ACC TVT
registry. JACC 2017
0 ]
40 45 50 55 60 (i1} 70 75 BO B85 90 a5 100

: N y

22




Age category time trend
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Procedural outcomes 1

N=17,360

Urgency
Elective
Urgent
Emergency
Salvage

Approach
Femoral
lliac
Aorta
Apex
Subclavian
other

16945 (97.6%)
267 (1.5%)
132 (0.8%)
16 (0.1%)

15029 (86.6%)
290 (1.7%)
148 (0.9%)
1632 (9.4%)
227 (1.3%)

34 (0.2%)
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Procedural outcomes 2

N=17,360
Deployment Success — no. (%) 16,648 (95.9%)
General anesthesia — no. (%) 14544 (83.8%)
Operating time
Median, p5-p95 (min.) 87 (64-117)
<60 min. 3511 (20.2%)
60-119 min. 9683 (55.8%)
120-239 min. 3771 (21.7%)
240 min. and longer 395 (2.3%)
Adverse events
access-related complication 160 (1.1%)
annulus/root rupture 73 (0.5%)

Major bleeding, other bleeding 152 (1.0%)




Post-procedural events trend overtime (within 30 days)

2013 2014 2015 2016 2017 2018
N
(with 30-day follow- 97 922 1528 2974 4570 4657
up)
All Cause Mortality 0 15 24 37 69 62
(1.6%) (1.6%) (1.2%) (1.5%) (1.3%)
13 105 135 264 416 332
DeathorSevere AR (143%) (11.4%)  (8.8%)  (8.9%)  (9.0%)  (7.0%)
Severe AE 13 101 130 255 397 310
(13.4%) (11.0%) (8.5%) (8.6%) (8.6%) (6.6%)
Pacemaker 5 46 56 175 243 205
installation (5.2%) (5.0%) (3.7%) (5.9%) (5.2%) (4.3%)




Anesthesia: Time trend
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Valve Size

SAPIEN XT/ SAPIEN 3
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Procedure time: Time trend
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H-60 W60-120 ™ 120-240 ™ 240-

Median
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Time trend of pacemaker implantation
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