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Frequently Asked Questions

Carpentier-Edwards ThermarFix
advanced tissue process

How can tissue treatments reduce calcification?

According to available literature, there are two major binding sites for calcium —
tissue phospholipids and residual or “unstable” glutaraldehyde molecules, which
lead to tissue calcification. While other tissue treatments may extract or coat one
of these two calcium binding sites, only the ThermaFix advanced tissue process
extracts both sites."*

How is a tissue treatment different from glutaraldehyde fixation?

Glutaraldehyde fixation is only the first step in the tissue treatment process. It helps
in tissue preservation, sterility, improved biocompatibility and structural stability. An
effective tissue treatment also specifically targets calcification.’

Why is extraction better than coating?

Unlike the ThermaFix advanced tissue process which extracts phospholipids and
unstable and residual glutaraldehyde molecules, other tissue treatments may
only coat these calcium binding sites. As a result, their anticalcification effect
may be reversible.’

Does the ThermaFix process affect the mechanical
properties of tissue?
Testing has shown that the biomechanical properties of leaflet tissue treated with the

ThermaFix advanced tissue process remain unchanged. Additionally, in vitro hydrodynamic
and accelerated-wear testing show no changes in functional valve performance.**
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Why Compromise durability and tissue treatment?

The ThermaFix advanced tissue process is available on the Carpentier-Edwards
PERIMOUNT Pericardial Bioprosthesis, which is designed with 20-year unparalleled
durability data.

What results has the ThermaFix advanced tissue
process achieved?
As the only tissue treatment to extract both major calcium binding sites, the

proprietary ThermaFix advanced tissue process reduced calcium uptake by up
to 81% over glutaraldehyde controls in small animal studies.’

No clinical data are available which evaluate the long-term
impact of the Edwards Lifesciences tissue treatment in patients.
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CAUTION: Federal (USA) law restricts this device to sale by or
on the order of a physician.

See instructions for use for full prescribing information.

Edwards Lifesciences devices placed on the European market
meeting the essential requirements referred to in Article 3 of
the Medical Device Directive 93/42/EEC bear the CE marking
of conformity.

Edwards Lifesciences, Edwards, the stylized E Logo and
ThermaFix are trademarks of Edwards Lifesciences Corporation.
Carpentier-Edwards and PERIMOUNT are trademarks of
Edwards Lifesciences Corporation and are registered in the
U.S. Patent and Trademark office.
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