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Epic™ Plus

Mitral Stented Tissue Valve

Epic™ Plus ﬁ«@g@m

Aortic Stented Tissue Valve
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FUTURE INTERVENTIONS IMPLANTABILITY { =

Enhanced radiopacity, low valve profile Streamlined mitral holder desion
i‘) y7 P ’ (&)
and m’temaiiy mounted leaflets facilitate improves exposure for easier
alve-in-Valve.!"* knot tying access, visualization of

. N the valve during implant and more.
o Increased visibility under ﬂuoroscopy with

an easy-to-expand radiopaque band® s Intuitive screw-in mitral holder
handle systern

o True ona-cut holder release

« The ratchetmg holder reduces
e <
risk of suture Ioopmg

. Epic: leaflets are not prone to Forming a
curtain between stent posts when opened.
This feature, in combination with low stent
post height, may result in less left ventricular
outflow tract (LVOT) shstruction.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Always check the regulatory status of the device in ﬁur fegion.
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DURABILITY

Exceptionai dus‘abiﬁty and proven

performance across patient populations. AT 10 YEARS

1, The pfat’;orm’s triple composite leaflet
cfesign mitigates regurgitation

9 & o Linx™ anticalcification (AC) treatment 03.8%°
may improve iong~’£erm performance and \
durability through multiple mechanisms

96.3%"

of action® ’ Freedom from SVD  Freedom from SVD

all patient ages
= The Epic™ Mitral valve experience from (Epic™ Mitral)?

Rennes shows excellent performance in
younger patients, with a 10 vear freedom from
SVD of 87.7% for the age < 59 subgroup®

“There is no clinicel data currently available that evaluztes th ong-term impact of anticalcification ti

“From stand -alone mitral or aartic valve replacements.

all patient ages
(Epic” Aortic)’

1@ treatment in humans.
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ORDERING INFORMATION

MITRAL HEART VALVES, EPIC™ PLUS

E200-25M 25 9 16 33 226
E200-27M 27 9 17 35 245
E20C-31M 31 10 20 39 284
E200-33Mm 33 n 20 41 3C3

AORTIC HEART VALVES, EPIC™ PLUS

E200-21A 21 9 14 ) 25 1

7

200-23A 23 &) 15 27 208
25 10 16 29 22.6

27 Hl 17 31 24.5

E200-28A 29 12 19 33 263

EPIC™ PLUS AORTIC AND EPIC™ PLUS MITRAL VALVES

(1
D

—

@

1. Cuff outer diameter
2. Aortic protrusion
3. Total height

4. Tissue annulus diameter aortic

5. Ventricular protrusion

6.Tissue annulus diameter mitral

ent Internst Drameter does not sccount for the tissue/fabriz covering the stent which may vary in thickness betwsen approzimataly 1to 2 mem.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Always check the regulatory status of the device in your region.
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AORTIC HEART VALVES, EPIC™ PLUS SUPRA

ESP200-19 1 14 5 137
ESP200-21 o 1 5 28 208
ooy T gy T g e e 208
ESP200-25 25 13 17 31 245
ESP200-07 27 ” o 33 23
ESP200-29 29 5 20 35 284

ZPIC™ PLUS SUPRA AORTIC VALVE

1. Cuff outer diameter
2. Aortic protrusion

3. Total height

4. Tissue annulus diameter

irlnh



| N
Device Description 31, @\MW{“ W)w

The Epic™ Plus valve (Figure 1) and the Epic™ Plus Supra valve (Figure 2) are bioprosthetic heart valves manufactured from select
porcine aortic valve cusps. The cusps are carefully matched for optimum leaflet coaptation and hemodynamics.

Figure 1. Epic™ Plus aortic and Epic™ Plus mitral valves

KD 1. Cuff.outer diameter

o/ 2. Aortic protrusion
3. Total height
4.  Tissue annulus diameter aortic
5. Ventricular protrusion

~\ 6. Tissue annulus diameter mitral
NS,
@
o/

Figure 2. Epic™ Plus Supra aortic valve

/1\ 1.  Cuff outer diameter
o/ 2. Aortic protrusion
3. Total height
4. Tissue annulus diameter
®
()
L/

9.9

Following tissue fixation, the tissue is mounted on the FlexFit™ polyester-covered flexible acetal copolymer stent, The stent is a low-
profile design with a scalloped shape.

The stent is covered with knitted polyester fabric. The sewing cuff on Epic Plus standard valves is formed from a braided polyester filler
material that is covered by the knitted polyester fabric cover. The sewing cuff on Epic Plus Supra valves is formed by enclosing a
molded silicone elastomer within the same knitted polyester fabric as the Epic Plus standard valve. The sewing cuff also contains three
suture markers to facilitate valve placement. A stainless-steel wire is located under the sewing cuff and at each stent post for
radiopacity.

A bovine pericardial tissue strip is attached to the outflow edge of the valve. This strip protects the leaflets as they open and close. The
pericardial strip and the porcine valve cusps are preserved and crosslinked in a glutaraldehyde solution. Glutaraldehyde, formaldehyde,
and ethanol are used in the valve sterilization process. The valve is attached to a holder and packaged in a sealed jar containing a
formaldehyde solution. The Epic Plus and Epic Plus Supra valves are supplied sterile and non-pyrogenic.

Non-clinical testing has demonstrated that the Epic Plus and Epic Plus Supra valves are MR Conditional. Refer to the MR Safety
Information section of this manual for further information.

The Epic Plus valves are available in the aortic and mitral sizes indicated in Table 1. Epic Plus standard valves are designed to allow
intra-annular placement of the inflow edge of the valve with supra-annular placement of the sewing cuff.

Epic Plus Supra valves are availabie in the aortic sizes indicated in Tabie 1. Epic Plus Supra valves are designed for supra-annular
implantation of both the valve and the sewing cuff, The sewing cuff is the only difference between the Epic Plus valve and the Epic Plus
Supra valve.

The Epic Plus and Epic Plus Supra vaives are processed using the Linx™ anticalcification treatment.

ﬂmffu .



