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UNDERSTANDING
FUNCTIONAL MITRAL
REGURGITATION

Functional mitral regurgitation (FMR) occurs
when your mitral valve is leaking because one
or both of the heart chambers on the left side
of your heart has been stretched or misshapen.
This often occurs from heart failure or a heart
attack. The stretching or change in shape of the
chamber does not damage the valve directly; it
pulls the leaflets apart which forces blood to
move backward and your heart to work harder.
This leads to symptoms like tiredness, shortness
of breath, swelling in legs or irregular heart rates.

regurgitation
or backflow

“Functional Mitral Regurgitation is‘common
and estimated to effect up 50% of patients living
with heart failure” (Bozkurt, et al: JCF 2024)
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This study is evaluating an investigational device called
the CARLEN System. This new device may help the
mitral valve leaflets close more completely. It gently
supports the leaflets of the valve so they can close
better when the heart squeezes (contracts). This study
is being done to find out if the CARLEN System is safe
and works as planned for patients with functional
mitral regurgitation.

Do | Qualify for
the enhance EFS Study?

Your doctor will discuss the study with you in more

detail and decide if you meet the criteria to partici-
pate in this study. If you do not qualify, your doctor
will discuss other treatment options that are best for
you. Whether you qualify or not, you will continue to
be followed by your doctor and be treated according
to the standard of care at your hospital.



Benefits and Risks

There is no guarantee or promise that you will
receive any benefits from participating in this studly.
If you do receive benefits, the length of time they
may last is unknown. Any potential benefits may
only be temporary. The use of the CARLEN System
in treating patients with functional mitral regurgitation
may result in anticipated potential risks or complications
similar to other available mitral valve repair devices used
in these procedures.

Make sure to talk to your doctor about all the potential
benefits and risks associated with the CARLEN System,
including other options for treatment.

For more information visit: nyramedical.com




How it Works

During the procedure, your doctor will place a small
catheter in your groin that will travel up to your heart,
guided by x-ray and ultrasound.

The doctor will use x-ray and ultrasound to identify and
place the CARLEN Implant on one of your mitral valve
leaflets to help the valve close better.

Itis up to you and your doctor on how long you will
need to stay in the hospital for monitoring.

Before being discharged, you will receive a Patient
Implant Card that you should carry with you at all times.
The Patient Implant Card includes information about
your implant, including important Magnetic Resonance
Imaging (MRI) information.

After discharge, you should follow all of your doctors
instructions including taking medications as prescribed.




Upper heart chamber. On
the left it receives blood
from the lungs and passes
blood into the left ventricle
through the mitral valve.

A small, flexible

tube that can be passed
through blood vessels to
administer treatment
therapies.

Blood leaking backward
through the mitral valve
because the left ventricle
or atrium enlarges, pulling
the valve apart.

The heart has four hollow
spaces inside, two upper
and two lower, that work
together to receive and
pump blood.

Make up the mitral valve,
which open and close to
control blood flow.

A method of diagnosis that uses
magnetic fields and radio waves
to obtain detailed images of the
inside of your body.

The valve between the left
atrium and the left ventricle,
consisting of two tapered
leaflets.

Uses sound wave to get
pictures of inside your body. In
this study, the ultrasound used
to get pictures of your heart is
called echocardiography.

Bottom heart chamber. On the
left it receives blood from the left
atrium after passing through the
mitral valve.

A form of high-energy
electromagnetic radiation,
used to create images of inside
the body.

CAUTION: Investigational device. Limited by Federal
(United States) law to investigational use.

Exclusively for clinical investigation.
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