
Transcatheter 
Aortic Valve 
Replacement 

with the Edwards SAPIEN 3  
Transcatheter Heart Valve

For Patients & Caregivers

I N T E R M E D I A T E  O R  G R E A T E R  R I S K

Page 1 of 11

Edwards Lifesciences v. Boston Scientific Scimed
IPR2017-01293 U.S. Patent 8,992,608

Exhibit 2001
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


2

This booklet is not intended to 
explain everything you need to 
know about your treatment 
options for aortic stenosis, or 
about the TAVR procedure. Please 
discuss any questions you have 
with your doctor.  Only a 
specialized Heart Team can 
decide which treatment option  
is right for you.

This patient booklet is for those who 
are suffering from severe aortic 
stenosis and are at intermediate or 
greater risk for surgical aortic valve 
replacement. This information will 
help you learn more about your heart, 
aortic stenosis and your treatment 
options, including a less invasive 
procedure called transcatheter aortic 
valve replacement (TAVR). 

Be sure to ask your specialized Heart 
Team to explain all of your treatment 
options and the possible risks and 
benefits of each. 
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YOUR HEART VALVES
The heart is a muscular organ in your 
chest that is about the size of your fist. 
The heart’s main function is to pump 
blood to the rest of your body. Each 
valve usually has two or three leaflets 
(flaps of tissue) that open and close like 
gates to regulate the one-way flow of 
blood through the heart.

It is important that your valves are 
always working properly:

• Be properly formed and flexible

• Should open all the way so that the right 
amount of blood can pass through

• Close tightly so that no blood leaks 
back into the chamber

There are two problems that can  
occur in heart valves:

Stenosis: when your valve narrows  
and does not open completely 

Regurgitation: when your valve does 
not close completely and blood can  
leak backwards

3

WHAT IS SEVERE  
AORTIC STENOSIS?
Aortic stenosis can be caused by a 
birth defect, rheumatic fever, radiation 
therapy or can be related to age. In 
elderly patients, severe aortic stenosis 
is sometimes caused by the build-up 
of calcium (mineral deposits) on the 
aortic valve’s leaflets. Over time the 
leaflets become stiff. This reduces their 
ability to fully open and close. When 
the leaflets don’t fully open, your heart 
must work harder to push blood 
through the aortic valve to your body. 
As a result, less oxygen-rich blood 
flows from the lungs to the brain and 
rest of the body, which may cause 
symptoms. It’s important to know that 
heart valve disease may occur with no 
outward symptoms. 

HEALTHY AORTIC VALVE

DISEASED AORTIC VALVE

OpenClosed

OpenClosed

Severe aortic stenosis is a very 
serious problem. Approximately 
50% of the people who develop 
symptoms will die within an 
average of 2 years without aortic 
valve replacement.

Mitral valve 

Pulmonary 
valve 

Tricuspid 
valve

Aortic 
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Factors Associated With 
Aortic Valve Disease 
• Increasing age

• High blood pressure

• High cholesterol

• Smoking

What Are The Symptoms  
of Aortic Stenosis
• Chest pain

• Fatigue

• Shortness of breath

• Lightheadedness, feeling dizzy,  
and/or fainting

• Difficulty when exercising

The symptoms of aortic stenosis are 
commonly misunderstood by 
patients as ‘normal’ signs of aging. 

RIGHT 
ATRIUM

RIGHT 
VENTRICLE

LEFT 
VENTRICLE

LEFT 
ATRIUM

If you suspect any change in your ability to perform routine 
daily activities, consult your cardiologist right away.
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UNDERSTANDING YOUR 
TREATMENT OPTIONS 
FOR SEVERE AORTIC 
STENOSIS
If you have been diagnosed with 
severe aortic stenosis and your 
doctor has evaluated you to be  
at intermediate or greater risk 
for surgery, TAVR may be a better 
alternative  for you. However, 
only a specialized Heart Team 
can determine which treatment 
option is best for you. 

For more information 
on treatment options, 

please visit

Surgery
Most open heart surgeries are performed 
through an incision across the full 
length of the breast bone, or sternum. 
This incision is called a median 
sternotomy. Occasionally open heart 
surgeries can be performed through 
smaller incisions.

Open heart surgeries, including those 
performed through smaller incisions, 
both require the use of a heart lung 
machine which temporarily takes over 
the function of the heart. During the 
procedure, the surgeon will completely 
remove the diseased aortic valve and 
insert a new valve. There are two 
different types of surgical valves:

• Mechanical (man-made material)

• Biological (animal or human tissue)

Transcatheter Aortic Valve 
Replacement (TAVR)
TAVR is a less invasive, catheter-based 
technique for replacing the diseased 
aortic valve. An interventional 
cardiologist along with a cardiothoracic 
surgeon will work together in the TAVR 
procedure. They will guide a new valve 
into the heart through an incision in 
the leg while the heart is still beating, 
using guidance from X-ray and 
echocardiography. 
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Three Tissue Leaflets 
(made from cow 
heart tissue)

Metal Frame

Fabric Skirt

An illustration of the SAPIEN 3 valve  
is pictured to the right. 

Image is larger than actual valve size.

EDWARDS SAPIEN 3 TRANSCATHETER HEART VALVE
The Edwards SAPIEN 3 transcatheter heart valve is a biological tissue valve that will 
replace your diseased aortic valve. It is available in four sizes, 20, 23, 26 and 29 mm in 
diameter. Your specialized Heart Team will determine which size is right for you.

Edwards’ first transcatheter heart valve was approved commercially in Europe in 2007 
and in the United States in 2011. To date, Edwards’ transcatheter heart valves have 
treated more than 150,000 patients in over 65 countries around the world. 
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