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Results From an International Registry Study

Atotal of 146 patientsvere included:

A 78 patients in theNAVRgroup
A 68 patients in thefailing SH\Group
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Safety & efficacy of TAVR in the treatment of pure severe aortic regurgitation

Native aortic valve Failing surgical
regurgitation (NAVR) heart valve (SHV)

ST

Old-Gen New-Gen Old-Gen New-Gen
THV THV THV THV
54% 85% Device success 69% 77%
62% 69% Early safety 90% 92%

46% 75% Clinical efficacy 77% 77%
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A Both retrospective AND prospective data collection

A Use of TAVIRIAVR Registrybased on the same
platform as the VIVID Registry

A Contacting the same collaborators as for the VIVID
Registry

m=) The aim was to collect more than 250 TAVRVR
cases by the end of September 2017.
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Table 1
Baseline characteristics

TAVRNAVR Registry

&q Rigshospitalet

Variable Early generation THV  Newer generation THV p-value
(n=109) (n=145)
Age (years) 74+ 13 75+ 10 0.353
Men 65/108 (60%) 69/142 (49%) 0.090
Arterial hypertension 81/109 (74%) 115/144 (80%) 0.371
Diabetes mellitus 21/109 (19%) 22/143 (15%) 0.521
Previous myocardial infarction 19/109 (17%) 37/144 (26%) 0.157
Previous percutaneous coronary intervention 26/109 (24%) 34/141 (24%) 1.000
Previous coronary bypass graft surgery 26/109 (24%) 20/143 (14%) 0.065
Peripheral vascular disease 17/103 (17%) 37/138 (27%) 0.081
Atrial fibrillation 30/102 (29%) 46/136 (34%) 0.561
Cerebrovascular accident 16/109 (15%) 15/144 (10%) 0.406
Glomerular filtration rate < 60 mL/min 56/97 (58%) 49/75 (65%) 0.392
Chronic lung disease 23/108 (21%) 38/143 (27%) 0.414
Society of Thoracic Surgeons risk score (%) 69+75 6.2+49 0.409
Echocardiographic assessment
Left ventricular ejection fraction (%) 44 £ 15 45+ 15 0.531
Left ventricular end-diastolic diameter (mm) 62+11 60+11 0.207
Mean aortic valve gradient (mmHg) 12+ 7 11+6 0.229
Aortic valve area (cm?) 20+£0.7 1.8+£0.6 0.359
Mitral regurgitation, moderate or severe 39/91 (43%) 50/115 (44%) 1.000
Pulmonary hypertension 33/65 (51%) 41/89 (46%) 0.679
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Table 1
Baseline characteristics

Variable Early generation THV  Newer generation THV p-value
(n=109) (n=145)
Mechanism of aortic valve regurgitation
Degenerative 59/95 (62%) 80/134 (60%) 0.818
Aortic aneurysm 9/95 (10%) 15/134 (11%) 0.842
Post-endocarditis 6/95 (6%) 10/134 (8%) 0.942
Post-radiotherapy 4/95 (4%) 3/134 (2%) 0.642
Post-left ventricular assist device 2/95 (2%) 1/134 (1%) 0.763
Rheumatoid yasculitis/Takayasu arteritis 2/95 (2%) 3/134 (2%) 1.000
Ross-procedure 0/95 (0%) 1/134 (1%) 1.000

Unknown/other 13/95 (14%) 21/134 (16%) 0.820
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Table 1
Baseline characteristics

TAVRNAVR Registry
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Variable Early generation THV  Newer generation THV p-value
(n=109) (n = 145)

Transcatheter heart valve
CoreValve 103/254 (41%) - -
EvolutR - 37/254 (15%) -
Engager - 10/254 (4%) -
JenaValve - 34/254 (13%) -
Portico - 3/254 (1%) -
Acurate - 17/254 (7%) -
Lotus - 12/254 (5%) -
Direct Flow - 20/254 (8%) -
Sapien XT 6/254 (2%) - -
Sapien 3 - 12/254 (5%) -

Hospitalization length
Intensive care unit (days) 52+9.7 3.7x74 0.207
Total length (days) 12.7+11.3 12.3+12.7 0.828




euro

TAVRNAVR Registry
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Table 2
Device success and 30-day outcomes — based on Valve Academic Research Consortium-2 endpoints
Variable Early generation THV Newer generation THV p-value
(N =109) (N = 145)
Device success 47/101 (47%) 113/137 (82%) <0.001
Absence of procedural mortality 105/108 (97%) 140/144 (97%)
Successful access, delivery, deployment, retrieval 108/109 (99%) 145/145 (100%)
Correct positioning of a single valve 73/109 (67%) 132/145 (91%)
Intended valve performance 68/102 (67%) 126/137 (92%)
Mean gradient > 20 mmHg or peak v > 3 m/s 2/103 (2%) 7/137 (5%)
Aortic regurgitation > moderate 32/102 (31%) 5/137 (4%)
Early safety — at 30 days 67/93 (72%) 96/130 (74%) 0.884
All-cause mortality 18/105 (17%) 11/143 (8%)
All stroke 3/100 (3%) 5/136 (4%)
Major vascular complication 7/105 (7%) 7/143 (5%)
Life-threatening bleeding 5/103 (5%) 1/142 (1%)
Acute kidney injury stage > 2 15/95 (16%) 15/136 (11%)
Coronary obstruction requiring intervention 0/109 (0%) 1/135 (1%)
Repeat procedure for valve-related dysfunction 4/109 (4%) 6/135 (4%)
Clinical efficacy — after 30 days 44/78 (56%) 75/104 (72%) 0.041
All-cause mortality 18/105 (17%) 11/143 (8%)
Cardiac mortality 13/105 (12%) 10/143 (7%)
Non-cardiac mortality 5/105 (5%) 1/143(1%)
All-stroke 3/100 (3%) 5/137 (4%)
Valve-related dysfunction 26/91 (29%) 12/124 (10%)
Mean gradient > 20mmHg or EOA <0.9-1.1 cm’ 4/95 (4%) 7/126 (6%)
Aortic regurgitation > moderate 24/94 (26%) 6/128 (5%)
NYHA functional class III-TV 15/85 (18%) 16/120 (13%)
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MDCTFdata from 142 patients

(A) THV sizing classification — Device/annulus ratio

Relative Neutral Relative
undersizing sizing oversizing

CoreValve/EvolutR <11 11-1.2 >1.2
Acurate <11 11-1.2 >1.2
Portico <1.1 11-1.2 >1.2

Sapien XT/3 <1.0 1.0-1.1 > 11
Lotus <1.0 1.0-1.1 =313
Direct Flow <1.0 1.0-11 - B
JenaValve <1.0 1.0-1.1 >1.1
Engager <1.0 1.0-11 >11
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(B) Device embolization/ (C) Aortic regurgitation
migration 2 moderate
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undersizing sizing oversizing undersizing sizing oversizing
Embolization/migration_0 Residual AR < mild

- Embolization/migration_1 - Residual AR 2 moderate
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(A) Device embolization/migration

TAVRNAVR Registry
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Device/annulus ratio <1l.1 11 —1.2 >1.2 p-value
CoreValve (N = 44) 7/12 (58%) 5/22 (23%) 6/10 (60%) 0.045
EvolutR (N = 29) 1/2 (50%) 0/11 (0%) 5/16 (31%) 0.031
Acurate (N = 16) 1/6 (17%) 0/9 (0%) 0/1 (0%) 0.613
Portico (N = 3) - 0/2 (0%) 0/1 (0%) -

Device/annulus ratio <1.0 1.0-1.1 >1.1 p-value
Sapien XT (N = 3) 1/1 (100%) 0/1 (0%) 0/1 (0%) .
Sapien-3 (N=9) 1/3 (33%) 0/5 (0%) 0/1 (0%) "
Lotus (N = 6) - 0/4 (0%) 0/2 (0%) -
Direct Flow (N = 15) 1/6 (17%) 0/8 (0%) 0/1 (0%) 0.379
JenaValve (N =12) 0/1 (0%) 0/11 (0%) - -
Engager (N =5) 0/1 (0%) 0/1 (0%) 0/3 (0%) -

RELATIVE NEUTRAL RELATIVE
UNDERSIZING SIZING OVERSIZING
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(B) Residual AR = moderate

TAVRNAVR Registry

&H Rigshospitalet

Device/annulus ratio 1.1 1.3-1.2 >1.2 p-value
CoreValve (N = 26) 2/6 (33%) 4/15 (27%) 2/5 (40%) 0.848
EvolutR (N = 23) 1/2 (50%) 0/10 (0%) 1/11 (9%) 0.128
Acurate (N = 15) 0/5 (0%) 0/9 (0%) 0/1 (0%) .
Portico (N = 3) . 0/2 (0%) 0/1 (0%) :

Device/annulus ratio <1.0 1.0-=1.1 >1.1 p-value
Sapien XT (N = 2) 2 0/1 (0%) 0/1 (0%) .
Sapien-3 (N = 8) 1/2 (50%) 0/3 (0%) 0/1 (0%) e
Lotus (N = 6) . 1/4 (25%) 0/2 (0%) .
Direct Flow (N = 14) 0/5 (0%) 0/8 (0%) 0/1 (0%) .
JenaValve (N =12) 0/1 (0%) 0/11 (0%) - -
Engager (N =5) 0/1 (0%) 0/1 (0%) 0/3 (0%) -

RELATIVE NEUTRAL RELATIVE
UNDERSIZING SIZING OVERSIZING
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Predictive factors of 1-year mortality

Univariate analysis Multivariate analysis
HR (95% Cl) p-value HR (95% Cl) p-value
Pulmonary hypertension 2.71(1.17-6.27) 0.020 2.51 (0.92-7.98) 0.071
STS-score > 8% 4.44 (2.24-8.79) <0.001 3.65 (1.15-9.54) 0.028
First generation device 1.81 (0.99-3.33) 0.056 1.25(0.47-3.34) 0.652
Non-transfemoral approach 1.77 (0.92-3.44) 0.089 1.66 (0.49-5.65) 0.414
Acute kidney injury = grade 2 9.23 (3.44-24.75) <0.001 8.88 (2.37-29.89) <0.001

AR = moderate (at discharge) 3.36 (1.62-6.97) 0.001 2.85 (1.02-7.94) 0.038
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