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Mitral Reguritation

Advancing Mitral Valve
Repair Therapy

Many people with significant functional mitral
regurgitation live with debilitating symptoms for
years, while watching their quality-of-life decline.

There is a new procedure that may be a choice for
symptomatic patients with significant functional mitral
regurgitation that aims to provide a surgical style mitral
repair through a percutaneous approach.

The Technology behind
the AMEND System

Surgical-style repair delivered percutaneously.

The AMEND™ Transcatheter Mitral Valve Repair (TMVr)
Annuloplasty System offers physicians a percutaneous
alternative that is designed to deliver a surgical-style repair

™ ) ) \ option for their patients with less pain, faster recovery, and
A M E N D Transcatheter Mitral Repair

Annuloplasty System the potential for excellent long-term outcomes.

Engineered with a closed, D-shaped design.

The AMEND System delivers a closed, D-shaped, semi-
rigid annuloplasty ring through a catheter in a transseptal
approach. The implant shape is designed to replicate the
natural D-shaped mitral anatomy, restoring native valve
geometry, while ensuring durable, evenly distributed forces
for effective repair.
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Clinical Studies

Learn more about the
AMEND TS Studies

The AMEND TS Studies are prospective studies designed
to evaluate the safety and performance of surgical style
repair of mitral valve delivered through a catheter in
patients with significant mitral incompetence. The studies
aim to enroll and treat patients at several investigational
sites in the United States and Europe, thereby generating
clinical evidence across diverse populations. As single
arm studies, all enrolled and accepted patients will be
treated with the AMEND system.

For more information about the

AMEND TS Studies, either visit/click on
www.valcaremedical.com/clinical-studies
or simply scan this QR code.

AMEND TS Early Feasibility Study (EFS)

AMEND TS EFS will evaluate the AMEND Trans-Septal
System as a surgical annuloplasty style repair in patients
with significant functional mitral regurgitation. It is
enrolling patients at several investigational sites in the
United States.

Study Design

A prospective, single-arm study treating patients with
significant functional mitral regurgitation with the AMEND
Trans-Septal System annuloplasty.

Endpoints

Both safety and performance endpoints will be assessed
from procedure over the first year of the study.

Patient Population Characteristics

Subjects with symptomatic functional mitral regurgitation
that is anatomically amenable to transcatheter mitral
annuloplasty.

Subjects will be studied for up to 5 years.

CAUTION: The Valcare AMEND System is an investigational device. Limited by Federal (U.S.) law to investigational use only.

Not available for sale.




