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Klinik hal:

Phase: 38.0% Aortic Annulus Asc. Aorta ©: 40.8 mm

Perimeter: 78.1 mm
Perimeter Derived @: 249 mm ST) @: 31.3 mm
Area: 464.6 mm?
Area Derived @: 243 mm
LVOT @: 23.7 mm
.
"~ LCA Height: 15.7 mm
RCA Height: 19.1 mm = E—

Sinus Of Valsalva Diameters:
Left: ~ 33.2 mm
Right: 31.1 mm
Non: 33.3 mm

Aortic Valve Calcification: Moderate
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VitaFlow liberty TAVI Systems treat the annulus diameter range from 17-29mm.

Skirt height:

ARG bl 17 18 19 20 20 21 22 23 23 24 25 26 26 27 28 29
Frame er/mm

bt 53.4 56.5 59.6 62.8 62.8 659 69.1 72.2 72.2 75.1.6 81.6 84.8 87.9 91.1

(without

padksies) 226.8254.5283.5314.2314.2346.4380.1415.5415.5452.4 490.9 530.9530.9572.6615.8 660.5
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VitaFlow™ Liberty Aortic Valve

Low Density Ce"S ............................................................... ° \
B Enhanced deliverability S
B Coaxial a“gnment Y A Af Large Cells
B Preserves coronary access
B Able to simultaneously pass-through
T, !
High Density Cells o NS two 12F catheters

B Strong radial force, suitable
for severely calcified and/or
bicuspid valves

B Strengthens valve anchoring
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Higher radial force compared to competitors in market
Important for calcified annulus

18

VitaFlow li¢iin daha quvvatli radial glic
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Ustiinliiklori :

PVL-nin daha yaxsi dnlanmasi
Kalsifikasiyanin daha yaxsi idara edilmasi
Bicuspid xastalarinda 6namli olan-
dairavin annulusun daha yaxsi
formalasmasi

Post dilatsiya ehtiyaci daha azdir-
implantasiya zamani lefletlardaki
garginliyi azaldir



VitaFlow Valve Dimensions

® VitaFlow liberty TAVI Systems treat the

Skirt height:
: 11-12mm,
Frame

. height:

. 48-50mm

. (without

. paddles)

Diameter (mm)

Perimeter (mm)

53.4

56.5

59.6

62.8

62.8

65.9

69.1

72.2

72.2

75.4

78.5

81.6

81.6

84.8

87.9

91.1

Area (mm?)

226.9

254.5

283.5

314.2

314.2

346.4

380.1

415.5

415.5

452.4

490.9

530.9

530.9

572.6

615.8

660.2




Hybrid Frame Density — Low Density Outflow,
provides the flexibility and support that is required for coaxial release

B Large outflow diameter enhances
anchoring force and coaxial stability

B Support coaxial valve release

B Curvature at outflow end protects
ascending aorta, minimizes dissection B Minimize Micro-dislodgement



Design selection that maximizes haemodynamics

B Preserves annulus circularity
M Large EOAs and low gradients

B Allowing for a large EOA M Proven longivity



Supra-annular Leaflet — no adaption needed to fit original annulus anatomy

® Do not need to adapt to original anatomy : —
® Preserves annulus circularity Supra-annulus design Optimize valve morphology

Supra-annulus:
Ensure the maximum
opening of the lobe

Annulus:
Fit the original anatomy

The lowest point of VitaFlow leaflet is at
the second node, at a height 10-11mm
above the bottom of the frame



Tubular Shaped Frame — Allowing for a larger orifice area

B Tubular Frame reduces tapering,
maintains orifice area especially
for larger valve sizes
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Double Layer PET Skirt — No > Mild PVL at 6 month in Pivotal Trial
B VitaFlow 11-12mm PET double layer skirt,

provides a large functional area which reduce Clinical results showed that there was no moderate to
peri-valvular leakage and provides friction at the severe perivalvular leakage 6 months after procedure.
landing zone to minimize valve dislodgement

B None / Trace | Mild | Moderate W

<+<— Skirt Height

Pre-procedure 30 days 6 months 12 months
N=110 N=108 N=102 N=105
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B VitaFlow Liberty Delivery System




VitaFlow™ Liberty Delivery System

® The only motorized delivery system approved for marketing

B Helps with stable position during
deployment for better safety

B Fully recapturable and repositionable
B up to 75% release
M Fully recapturable 3 times

B Allow simultaneous control of .&l’ ‘
guidewire during deployment '
B Minimized Microdislogments b L T

during final release A £ T . U —
| B Flexibility for coaxial alignment and

valve positioning

B Enhanced deliverability well suited to
complex anatomies
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Motorized handle simplifies the valve release process, providing greater control

® Simultaneous control of the guidewire and delivery system during valve release

® Minimal valve movement provides stable positioning during deployment




Capsule with 360°range of motion for torturous anatomies

® Flexibility for coaxial alignment and valve positioning
® Enhanced deliverability well suited to complex anatomies




Stable Release — Minimized valve moment during deployment

® No Microdislogments during final release

VitaFlow Competitor




VitaFlow™ transcatheter valve system in the treatment
of severe aortic stenosis: One-year results of a
multicenter study

Daxin Zhou® | Wenzhi Pan! | Jianan Wang? | Yongjian Wu®© | Mao Chen*

Thomas Modine® | Darren Mylotte® | Piazza Niccolo’ | Junbo Ge?

Results: One hundred and ten symptomatic aortic stenosis patients (60 men,

50 women; mean age 77.73 + 4.78 years) at prohibitive or high risk for surgery were

enrolled. Mean society of thoracic surgeons score was 8.84 + 5.58%. All-cause mor-

tality was 2.7% at 1-year. Major stroke, major vascular complication, coronary artery
obstruction, new pacemaker implantation occurred in 2.7, 2.7, 1.8, and 19.1% at

1-year follow-up, respectively. No patients had moderate or severe paravalvular leak

at 1-year. At 1 year follow-up, 97% of patients had New York heart association <II.

Patients with bicuspid valves had similar outcomes as those patients with tricuspid

aortic valve stenosis.

Zhou D, Pan W, Wang J, et al. VitaFlow™ transcatheter valve system in the treatment of severe aortic stenosis: One-year
results of a multicenter study. Catheter Cardiovasc Interv. 2020;95(2):332-338. doi:10.1002/ccd.28226



TABLE 2  Clinical end-points at different follow up time point (%, n)

Clinical end-points g Discharge N = 11? 30-day N =110 é-month N = 110 1-year N = 110

All-cause mortality 0.9%(1) 0.9%(1) 2.7% ) 2.7%(3)
Cardiovascular mortality 18%(2) 18%(2) 18%(2) 18%(2)

Al stroke (Major and Minor) 18%(2) 2.7% (3) 4.5% (5) 4.5% (5)

| Maorstroke 0% 0 0% %0 %0 |

Major vascular complication 18%(2) 18%(2) 18%(2) 2.7%(3)

Coronary artery obstruction 18%(2) 1.8%(2) 18%(2) 18%(2)

New PPM? 15.5% (18)° 16.4% (191 19.1% (217 19.1% (21

New PPM for 22nd degree atrioventricular block \ 10% (12) Y 10.9% (13) 13.6% (16) 13.6% (16)

*A total of 5.5% (6) patients had I° atrioventricular block and complete left bundle branch block; PPM, permanent pacemaker.

Zhou D, Pan W, Wang J, et al. VitaFlow' transcatheter valve system in the treatment of severe aortic stenosis: One-year results of a
multicenter study. Catheter Cardiovasc Interv. 2020;95(2):332-338. d0i:10.1002/ccd.28226
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FIGURE 3 Incidence of paravalvular leak thorough 12 months
follow-up. There was no moderate or severe PVL at 12 months. PVL,
paravalvular leak [Color figure can be viewed at
wileyonlinelibrary.com]

Zhou D, Pan W, Wang J, et al. VitaFlow'* transcatheter valve system in the treatment of severe aortic stenosis:
One-year results of a multicenter study. Catheter Cardiovasc Interv. 2020;95(2):332-338. d0i:10.1002/ccd.28226



TABLE 4 Comparison of 1-year clinical outcomes between
tricuspid and bicuspid patients

Tricuspid 2 Bicuspid
Clinical outcomes N = 68 N =42 p Value
All-cause mortality (%) 4.4% 0.0% .285
Cardiovascular mortality 2.9% 0.0% 524
Procedure success rate (%) 88.2 90.4 1.000
All stroke (Major and 4.6% 4.8% 1.000
Minor; %)
Major vascular complication 4.5% 0.0% .158
(%)
Moderate or severe PVL (%) 0.0% 0.0% 1.000 ]
New pacemaker 22.1% 14.3% 454
implantation (%)
Mean aortic gradient 9.62+475] 992 +478| 1.000
(mmHg)
Aortic valve area (cm?) 1.84 +048| 1.82+047| 1.000
NYHA class 1(%) 67.7% \ /38% ) .631

Abbreviations: NYHA, New York heart association; PVL, paravalvular leak.

Zhou D, Pan W, Wang J, et al. VitaFlow™ transcatheter valve system in the treatment of severe aortic stenosis:
One-year results of a multicenter study. Catheter Cardiovasc Interv. 2020;95(2):332-338. d0i:10.1002/ccd.28226
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Insufficient
anchoring

Large

Dislocation /
annuli embolization

Concomitant )
N Residual
aortic dilation AR

Annular
rupture




Anchoring Advantages of VitaFlow™ Applied to AR

® Ascending aorta/STJ<35

® Annulus: LVOT>0.96 or LVOT: Annulus<1.05




Comparative Quantitative
Aortographic Assessment of
Regurgitation in Patients Treated
With VitaFlow Transcatheter Heart
Valve vs. Other Self-Expanding

Systems 100.0% -
Rutao Wang '*°, Hideyuki Kawashima?®*, Chao Gao "*°, Fangjun Mou', Ping Li®, 90.0% -
Junjie Zhang®, Jian Yang’, Jianfang Luo®, Darren Mylotte?, William Wijns?2°,
Yoshinobu Onuma?®, Osama Soliman?, Ling Tao " and Patrick W. Serruys*'™ 80.0% -
70.0% -
Aortic regurgitation 60.0% -
B Moderate or severe (AR >17%)
50.0% -
Mild (6% =qAR =17%) 40.0% -
None or trace (QAR <6%) 30.0%: 1
20.0% -
10.0% -
0.0%

39.3%

44.2% 40.0% %%
S18% 47.8%
46.6%
Jo0% 50.5% 51.4% 49.6%
434% 40.9%
23.3%
VitaFlow* Evolut Pro  VitaFlow" Evolut R Acurate Neo VenusA Core Valve
‘\1»\ A ) 'I‘ .'|" ."..'....\ ,
\F\S{ \y,\ S{ \ J L 5 /(
) yll'.'l" | ‘A‘)‘l“‘,
' A I¢I:; "\I'l‘
n=105 =95 n=107 =295 n=115 n=113 n=532



VitaFlow Liberty Aortic Valve Ustiinliiklari

1.Bikuspid aort gapaqgda istifada oluna bilar

2.Ciddi aort catismazliginda istifada oluna bilar

3.Paravalvular gacag yaranma hali nadirdir
4.Prosedur zamani koronar arteriyalarin sixilmasi ehtimali azaldir
5.Major stroke ehtimali minimaldir

6.Istifadasi rahardir. Flexibledir.
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