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A New Opportunity 
for Earlier Intervention
If your doctor diagnosed your 
condition as heart failure with FMR, 
you may be eligible to participate in 
the EMPOWER Trial with the Carillon 
Mitral Contour System®—a promising 
new clinical study to provide a new 
option to treat patients before 
the disease progresses and the 
damage becomes irreversible.  
The hope is to preserve your quality 
and longevity of life.

Talk with your doctor to learn about the 
EMPOWER Trial and the Carillon Mitral 

Contour System, which has been 
designed to help treat the underlying 

causes—not symptoms—of FMR.

For a list of hospitals participating 
in the EMPOWER Trial, please visit 

www.cardiacdimensions.com/trials

As someone with heart failure 
related to mitral valve regurgitation, 
you may worry about how this 
disease can progress and affect 
your quality of life. Simple daily 
activities like preparing meals, 
visiting with friends, or even 
moving from room to room can be 
difficult. You’re not alone. More than 
20 million people suffer from heart 
failure worldwide, and the number 
is growing rapidly.

People with heart failure often 
develop an enlarged left ventricle 
(one of the four chambers of the 
heart), causing more stress on 
the heart and making it difficult to 
efficiently pump enough oxygen-
rich blood to the body. This can 
also cause the ring around your 
mitral valve (the annulus) to 
widen or stretch, creating a leaky 
mitral valve. As a result, the heart 
struggles to push blood out of the 
left ventricle and some blood flows 
backward. This is called functional 
mitral regurgitation (FMR) and can 
increase your shortness of breath 
and other heart failure symptoms.

The Challenge of Living With Heart Failure & 
Functional Mitral Regurgitation (FMR)
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How the Carillon Mitral 
Contour System Works
The Carillon Mitral Contour System is a minimally 
invasive implant developed for the treatment of heart 
failure in patients with at least mild FMR. 

The permanent Carillon implant is placed using 
a non-surgical, catheter-based technique in the 
coronary sinus, a vein on the outside of the heart 
which is next to the mitral valve. The Carillon system 
cinches the device around the mitral valve. This is 
designed to improve your leaky mitral valve and 
allow the left ventricle to naturally remodel (reduce in 
size) on its own. It’s a completely different treatment 
approach than anything else currently available to 
patients with the goal of working with the natural 
structure and function of the heart to reduce the FMR 
and related symptoms.

The Carillon device has been evaluated in three prior 
safety studies and a blinded randomized, controlled 
study which demonstrated that patients implanted 
with the Carillon device and medical therapy were 
more likely to have reduced mitral regurgitation 
and experience a reduction in left ventricle size 
as compared to patients who were treated with 
medical therapy alone. The Carillon device has been 
commercially available in Europe since 2011. However, 
it is an investigational device in the U.S.

The EMPOWER Trial is a blinded randomized study 
which means that those participating in the study 
will fall into one of two groups: those treated with the 
implant and those who do not receive the implant but 
maintain their current medication regiment. You will 
not know what group you are in during the study.

The Carillon procedure usually takes about an 
hour, is performed in a catheterization lab and has 
the benefit of not requiring general anesthesia. The 
procedure consists of the following:

Access/
Introduction: 
Standard 
catheterization tools 
are used to access 
the location where 

the Carillon device is placed via a small incision in 
your neck to access the jugular vein.

Carillon Delivery 
System: A special 
catheter used to 
deploy the Carillon 
device is then 
guided to the 

coronary sinus (a vein adjacent to the mitral 
valve) and several images are taken to ensure 
proper location.

Carillon Device 
Placement: The 
Carillon device, 
which is made of 
nitinol (a nickel 
titanium alloy) 

and titanium, is secured and deployed in the 
optimal location in the coronary sinus while your 
physician monitors your safety and the impact 
of the device on your disease. It should be noted 
that the device can be recaptured all the way up 
to being fully deployed should your physician 
identify any safety issues.

If I Qualify, What Happens Next?

First, the study will be thoroughly explained to 
you, and you will have an opportunity to ask all 
your questions about the study, the device, follow-
up requirements, etc. When you have a good 
understanding of the study and are interested 
in taking part, you will be asked to participate. 
At that point, some additional assessments 
will be performed by your physician and a final 
determination regarding your ability to participate will 
be made at that time.

Clinical Follow-Up

If you decide to participate in this study, you are 
committing to up to 5 years of follow-up and 
monitoring. You must return to see the study doctor 
for follow-up visits at 1, 6, 12, 18, and 24 months after 
the procedure to assess your heart failure and FMR by 
taking pictures of your heart (via an echocardiogram) 
and seeing how much you can exercise 
by performing a walking test. You will 
continue to be seen annually for 
another 3 years for short 
safety follow-up visits. 

One very unique aspect  
of this trial is that, should 
your physician feel 
necessary, you 
will be eligible for 
other alternative 
therapies while 
still being able 
to remain in 
the trial.

What Other Treatment Options are 
Available?

Patients with heart failure and FMR typically 
have limited treatment options available. Existing 
treatment options could include medications 
(which typically manage symptoms), other 
percutaneous treatment options for very specific 
patients and surgery. However, you should 
discuss possible alternative treatments with your 
physician prior to committing to participate in the 
EMPOWER Trial. 

Who Can Participate in the EMPOWER 
Trial?

Generally, patients with heart failure and some 
amount of FMR would be at least considered for 
the EMPOWER Trial. Specifically, a study doctor will 
assess if you meet the eligibility criteria, such as:

3 Have been diagnosed with heart failure and 
FMR

3 Have had symptoms of heart failure such as 
difficulty walking upstairs or require heart 
failure medications like diuretics

3 Do not have another device located in your 
coronary sinus. Some types of pacemakers, 
called CRT, are implanted in the coronary 
sinus and would prevent access or 
deployment of the Carillon device 

3 Have not been hospitalized due to heart 
failure in the past 30 days 

3 Not participating in another heart failure trial

If all of the above are generally applicable to 
you, you may be eligible to participate in the 
EMPOWER Trial.


