
Introducing a new investigational non-surgical treatment for 
MITRAL REGURGITATION (MR)



YOU ARE NOT ALONE
MR is the most frequent valve disease in the United States.1,2

Nearly 1-in-10 people age 75 and older 
has moderate to severe MR1,2
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MR initiates a cascade of events progressing to 
heart failure and potentially death, if untreated.3,4
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MR IS A PROGRESSIVE DISEASE 
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WHAT IS MITRAL REGURGITATION (MR)?
Mitral regurgitation (MR), also called mitral 
insufficiency or mitral incompetence, is a condition 
in which your heart’s mitral valve doesn’t close 
tightly thereby allowing blood to flow backward in 
your heart. As a result, blood can’t move through 
your heart or to the rest of your body as efficiently, 
making you feel tired or out of breath.

GETTING TO KNOW YOUR HEART 
Your heart contains four valves. They are key 
to the proper flow of blood through the heart. 
The mitral valve is on the left side of your heart 
and controls blood flow from the left atrium to 
the left ventricle. This valve has two leaflets that 
open and close to ensure blood travels in only 
one direction within the heart.
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WHAT ARE TREATMENT OPTIONS?
Open-heart surgery has been the standard of care to replace a 
diseased mitral valve. During open-heart surgery, the chest is opened 
so the doctor can reach the heart, and repair the diseased valve or 
replace it with a new valve. Transcatheter Mitral Valve Replacement, or 
TMVR, is a new less invasive investigational approach to replacing the 
mitral valve in patients deemed high-risk for open-heart surgery.

THE INVESTIGATIONAL NEW APPROACH
Unlike open-heart surgery, TMVR uses a tube (catheter) through 
an incision in the groin instead of opening the chest to replace the 
mitral valve. First, a metal structure called an Anchor, is inserted 
into the catheter, advanced into the heart and positioned into the 
opening of the damaged mitral valve. Once the Anchor is in place, the 
replacement Valve is inserted into the catheter and advanced into the 
heart. The doctor positions the replacement valve into the Anchor, 
locking it in place, and removes the catheter.
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Access to the heart is gained minimally invasively through the groin, which eliminates the need to open the chest



FACTORS PROHIBITING SURGERY INCLUDE IMPAIRED 
HEART FUNCTION, HIGH OPERATIVE RISK, MULTIPLE 
COMORBIDITIES AND ADVANCED AGE.6

AM I ELIGIBLE?

Are you 18 years or older with:

o Severe mitral regurgitation (MR)

o NYHA Class II, III or IVa heart failure

o High risk for cardiovascular surgery

If you answered ‘YES’ to these questions you may be eligible to participate  
in a clinical trial designed to evaluate non-surgical mitral valve replacement.

SPEAK TO YOUR DOCTOR TO LEARN MORE

Only 2% of the estimated 1.7 million 
patients with moderate to severe MR are 

treated, and often times it is because 
they are too sick for surgery.1,6

MODERATE TO SEVERE MR IS UNDERTREATED  
DESPITE BEING A COMMON PROBLEM 
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WHAT IS EXPECTED OF ME IF I PARTICIPATE?

1.  SIGN THE CONSENT FORM after understanding details about the study 
including risks, benefits, and your responsibilities as a participant

2.  THE FOLLOWING ARE REQUIRED before, during and after the  
study procedure:

WHY SHOULD I VOLUNTEER?

By participating† in a clinical study you can:
• Take an active role in your own health care
•  Obtain expert medical care at leading health care facilities during the 

clinical trial
• Help others by contributing to medical research
†Before you join a clinical study you should know as much as possible about the study. It is important for you 
to feel very comfortable asking questions and receiving complete answers prior to deciding to participate or 
not in the study. You should feel comfortable not participating in the study if you so choose.

•  Medical history and  
physical examination

• Blood tests

• Cardiac CT
• Echocardiogram
• Questionnaires

3. PARTICIPATE IN FOLLOW-UP VISITS

Return for clinical visits at 1-month, 3-months, 6-months, 1-, 2-, 3-, 4-, 
and 5-years post study procedure.

Your participation in the study ends after the 5-year visit.

HAVE YOU BEEN DIAGNOSED WITH MR REQUIRING  
VALVE REPLACEMENT?

If yes, you may consider participating in an FDA approved clinical 
investigation evaluating the safety and performance of the LivaNova Caisson 
Transcatheter Mitral Valve Replacement (TMVR) System.

A clinical study is a research study to answer specific health-care related 
questions. This FDA approved early feasibility study is a clinical research 
study to evaluate the safety and performance of the Caisson TMVR 
system in patients with severe mitral regurgitation who are at high risk for 
open heart valve surgery. This means that the safety, performance and 
effectiveness of the Caisson TMVR device has not been established and 
therefore the study will enroll only a limited number of patients. 
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