CARPENTIER-EDWARDS

PERICARDIAL AORTIC BIOPROSTHESES

ECLIPSING PERFORMANCE.

“ ] PERIMOUNT THEON pericardial aortic bioprostheses are clearly out in front when it comes
to sustained performance.'? By offering surgeons an innovative bioprosthesis incorporating

N proven long-term durability, hemodynamic stability, ease of implant, and our proprietary

Carpentier-Edwards ThermaFix process®, they bring a new dimension of confidence to aortic valve replacement.

Dual-action performance—the ThermaFix process’

Calcification can result when calcium in the circulatory system is attracted to phospholipids and glutaraldehyde residuals
in the bioprosthetic tissue.® Confronting each of these potential calcium binding sites is critical to achieving long-term
performance for tissue valves.®* The ThermaFix process is the only dual-action tissue treatment designed to confront

calcific structural valve deterioration resulting from residual glutaraldehydes and phospholipids.*

* Proven to reduce the risk of calcification uptake by up to 81% over glutaraldehyde-fixed controls.*
* Not a reversible or degenerative bonding like other tissue treatments.®

CALCIUM CONTENT/LEAFLET STUDIES*

DUAL-ACTION PERFORMANCE Bovine Pericardial Tissue — 120-day Small Animal Model
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ThermaFix Process

81% Reduction

Micrograms/milligram

Sterilization -

Glut only ThermaFix process
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CARPENTIER-EDWARDS
PERIMOUNT THEON

PERICARDIAL AORTIC BIOPROSTHESES

The PERIMOUNT aortic pericardial bioprosthesis platform delivers robust performance with a proven track record of

uncompromised durability.

Uncompromised performance has been demonstrated in a multitude of studies

ACTUARIAL FREEDOM FROM STRUCTURAL VALVE DETERIORATION (unless otherwise noted)

100%
80%
£
S 60% .
w o
s E
S 40% S
g " 2 . = £
< = = = . = S
. Gy o 5] ] [ n = - = e =
= s = e 3 % e 3 z 3 s ! z = £
20% @ © o 2 & & © & © & ] © A e £
5 = > @ £ 5 ] = @ b= < ] 5 @ 2
2 [ £ > = £ - S & = @ ) 2 b= s
2 5 g & e s g ° = £ = # £ g %
0% & i < = 3 & & 3 = & a = = < &
5Yrs 8Yrs 9Yrs 10Yrs 12Yrs 12Yrs 14 Yrs 15Yrs 18 Yrs 20Yrs
(>65) (>65) (>70) (>70) (>65)
tActuarial freedom from explant due to SVD.
More published data than any other tissue valve
PUBLISHED DURABILITY DATA%
P —
=
=———
=
=
° E =
[ =
< =
= E =
] = =
2 = =
o e ———
4 =
o =
I = =
& =—— —_—
. = = = _
° = — E = = —
* E 0 3 = — E 0 3
= — =
=~ = — =~ =
=~ = — =~ =
=~ = — =~ =~
=~ = — = — =~
= — ——— = — = —
PERIMOUNT Hancock Il Mosaic SJM Biocor
valve valve valve valve
Unmatched 20-year durability
ACTUARIAL FREEDOM FROM EXPLANT DUE TO STRUCTURAL VALVE DETERIORATION' (Patients > 65 Years)
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Proven performance

To provide confidence in sustained
hemodynamics, PERIMOUNT THEON
bioprostheses are based on a tissue valve
design with proven long-term hemodynamic
stability, and reliable function as late as

17 years after implantation.?

Maximum flow area

A large orifice area helps reduce the risk of patient-prosthesis mismatch
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EVOLUTION OF MEAN GRADIENT OVER TIME?

19 mm

21 mm

23 mm

25 mm
27 mm
29 mm

9
Years After Operation

Porcine valve
(21 mm)

The Carpentier-Edwards PERIMOUNT THEON bioprosthesis demonstrates an optimal orifice opening when compared to

a competitive porcine valve.

Advanced design results in reduced resistance and minimal turbulence

PERIMOUNT THEON RSR valve
(21 mm)
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Comparison of turbulent kinetic energy downstream from a 21 mm PERIMOUNT THEON RSR bioprosthesis versus a competitive

porcine valve.”



Streamlined performance
PERIMOUNT THEON bioprostheses optimize annular conformity and suturability. Their low aortic protrusion provides

sinotublular junction clearance,”®* while a low cusp height maximizes coronary ostia clearance.

Aortic Protrusion for Aortic Valves—Size 21"

11 mm 11 mm 12 mm 12 mm
PERIMOUNT THEON SJM Biocor Mosaic Hancock Il
valve® Supra valve® valve? valve?
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*Drawing not to scale.

*No clinical data are available which evaluate the long-term impact of the
Edwards Lifesciences tissue treatment in patients.
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Edwards Lifesciences

Edwards Lifesciences LLC - One Edwards Way - Irvine, CA 92614 USA - Phone 949.250.2500 - 800.424.3278 - www.edwards.com



