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Frame material: Nitinol

» Proporciona fuerza continua hacia el
exterior

» Anatomia confortable al anillo. (Anillos
circular y no circular)

» Mantiene su forma aun en anatomias
con alto indice de calcio

> Resistente a la corrosion, bio-compatible
y poco trombo génico

> MR*

Hydra Frame Diseno: Fuerza radial variable.

Fuerza
Radial
Baja

Outflow

Mid Frame

* Static magnetic field of 1.5-Tesla and 3-Tesla, only - Maximum spatial gradient magnetic O F \=4
field of 8,000-Gauss/cm (extrapolated) or less - Maximum MR system reported, whole body OO
averaged specific absorption rate (SAR) of 4-W/kg for 15 minutes of scanning (i.e., per pulse

sequence) in the First Level Controlled Operating Mode of operation for the MR system




Marcas

> Primer dispositivo
TAVI en tener
2 marcadores.
>» Marcal- Nodol
>» Marca 2 - Nodo 3

» Primera marca

> Ayuda en la

posicion de
Implante.

» Segunda marca
> Indica donde
se liberan
los leaflets.

Nodos. Aparecen
como bandas
cuando se comprimen
en el sistema de
liberacion.




Caracteristicas y ventajas: Inflow

Nodo 2

Falda de
sellado
extendida

» Fuerza radial en la seccidn de entrada:

» Ayuda a proporcionar la fijacion de
HYDRA THV en anillo aértico nativo.

» Geometria de frame:
» Adaptable a anatomias complejas
» Proporciona sellado a multiples niveles
> Reduce el leak para valvular.

» Faldon de sellado extendido

» Pericardio Bovino ubicado entre Nodo O
y Nodo 2

> Tejido de alta resistencia. O & =
S SMT




Bioprotesis

Diseno Supra-annular, pericardio bovino

» Mayor performance hemodinamica.

» Mayor superficie de flujo. (orificio
efectivo)

» EIl pericardio bovino es grueso y tiene
una alta resistencia a la traccion.

Tratamiento anti-calcificacion.

RN

Provienen de paises GRBIT*

El material bovino de Hydra supera los
mayores estandares de durabilidad en
test (ISO 58405-3;2013)

.

?O F \—=4
*GBR1: Highly unlikely Geographical Risk of Bovine

Spongiform Encephalopathy




Tamanfos Hydra

Rango de anillos nativos: 17-27 mm
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; a* AN 1 Diameter at Bottom 22 26 30
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‘ “ Diameter at Top [B] 39 43 47
Sealing Skirt Height 12 13 14
First Marker Crimped [X] 3 9 10
First Marker [D] <) 6 14
Second Marker [E] 15 18 21
X Height [H] 95 53 51
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Hydra Cateter

(AVDC)

) Sistema Flexible 14/15F

Segué Hydra THV se puede
Re-capturar al 80% del Q

liberacion
despliegue

LLULLLLLLL GGt

® e @
DELIVERY CATHETER

FIIIIET 1 bL 33
B EEEEEE] | 1 HE S |
2 e e—
- YT srrrrl | coalless Y | !
e eseseea e = = - ‘4

Reposicion

BSMT

*14F equivalent integrated sheath
diameter for patients requiring 22 mm or 26 mm Hydra valve.




Hydra Cateter

(AVDC)
£ A
14/15F i
oo+ Mango de
liberacion . " Co nt ro I
% 2 mejorado
\‘ / con function
‘/ de liberacion
activa

>» Mayor flexibilidad | C]

> Mejor control & .
Inline
Sheath*

> Recapturable 80%

Capsula
trasparente
. no trenzada
de on y flexible
*14F equivalent integrated sheath .O rﬂT

diameter for patients requiring 22 mm or 26 mm Hydra valve.




Experiencia Clinica

First-in-Man GENESIS study Hydra CE
study (n=15) (N=40)> study (n=157)3

- Published in Asia - Published in CCl - Published in JACC :
Intervention . Cardiovascular
, - 0% Moderate-to- Interventions
- Good hemodynamic severe-para-valvular
performance leak at 6-month - Excellent
follow up Haemodynamic

- EOA increased from

0.68 cm2 to 1.53 cm? Valve gradient in
single digit and
remained consistent
at T-year follow up.

- Mean Aortic
gradient decreased
from 49.0 mmHg to
9.4 mmHg Larger effective

orifice area up to
1-year follow up.

- Low rates of PVL

1 month Follow-up 6 month Follow-up 1 year Follow-up

Ref : 1 https://www.asiaintervention.org/wp-content/uploads/2017/11/web37_AIJ-D-17-00007_Srimahachota.pdf
2. https://doi.org/10.1002/ccd.29733
3. https://doi.org/10.1016/}.jcin.2021.09.004

Hydra Genesis study: Key Findings
Mean aortic valve gradient, mmHg (n=40)
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Valve gradient was in single digit and remained Effective orifice area was consistently above
consistent at 6-month FUP. 2 cm? up to 6-month FUP.

Catheterization
&Cardiovascular N
Interventions /

ORIGINAL 5TUDIES

Haga clic para
acceder al estudio

Clinical evaluation of the Hydra self-expanding transcatheter
aortic valve: 6 month results from the GENESIS trial

Praveen Chandra MD, DM, FACC, FESC, FSCAI, FAPSIC, john Jose MD, DM 24
Shafeeq Mattummal MD, DM, FESC, FSCAI FACC ... See all authors -

blished: 20 April 2021 | https://doi.org/10.1002/ccd.29733 | Citations: 4
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https://onlinelibrary.wiley.com/doi/10.1002/ccd.29733

Hydra CE Study

30-Days and 1-Year Outcomes with HYDRA

Self-Expanding Transcatheter Aortic Valve
: Hydra CE Study

Now Published in

JACC : Cardiovascular Interventions

Impact Factor : 11.195
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JACC: Cardiovascular Interventions

Volume 15, Issue 1, 10 January 2022, Pages 93-104

Mew Research Paper

Structural

30-Day and 1-Year Outcomes With HYDRA
Self-Expanding TranscatheterAortic Valve:
The Hydra CE Study

JACC: Cardiovascular Interventions Vol .15, No. 1, 2022 Jan 10, https://doi.org/10.1016/j.jcin.2021.09.004

\/

Haga clic para
acceder al estudio

Excellent Hemodynamics

Single digit valve gradient up to 1-year follow up
Larger effective orifice area (EOA) up to 1-year follow up
- 24 |
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P<0.001 P<0,001 P<0.001 P<0.001

- 0.0
Pre procedure  Post procedure 30 days & montha 1 yoar

BSMT



https://www.sciencedirect.com/science/article/pii/S1936879821016976?via%3Dihub

Hydra CE Study

Para-Valvular Leak (%) NYHA Functional Class (%)
72.4% patients improved by 21 Functional class
Low rate of moderate to severe para-valvular leak 21.9% patients improved by 22 Functional class

Baseline 30 days 1 year
Post procedure 30 day 1 year

mNone/Trace = Mild =Moderate mSevere ENYHAI =NYHAI
ENYHA Il ENYHA IV

JACC: Cardiovascular Interventions Vol .15, No. 1, 2022 Jan 10, https://doi.org/10.1016/j.jcin.2021.09.004
NYHA: New York Heart Association

Conclusiones

La valvula aortica transcateter Hydra esta
disehada para optimizar los resultados de
los procedimientos, asi como para el
tratamiento de por vida de los pacientes
con estenosis aortica grave.

El estudio Hydra CE demuestra una
eficacia favorable que proporciona una
gran area de orificio efectiva y gradientes
transvalvulares bajos, asi como tasas bajas
de complicaciones con respecto a fugas
para valvulares y el nuevo marcapasos
permanente.
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Habla con un representante:
Colombia, Venezuela, Peru, Ecuador,

Centroameérica y Caribe.
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Sahajanand Medical Technologies Ltd.

Ground Floor, Block 5, Galway Technology Park,

Parkmore, Galway, H91 ROYR, Ireland.
Tel: +353 9139 7472
E-mail: contact@smtpl.com
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https://twitter.com/LatamSmt
https://www.linkedin.com/company/smt-latam/
https://www.instagram.com/smtlatam
https://www.facebook.com/smtlatam
https://bit.ly/SouthLatamSMT
https://bit.ly/NorthLatamSMT



