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April 16, 2014 
 
To Our Trusted Clinical Partners, 
 
I am writing to you to share our perspective and important background about a recent court decision in the 
area of transcatheter heart valve therapy.  First and foremost, we need you to know that Edwards 
Lifesciences is committed to making sure patients have access to this life-saving therapy.   As you may have 
heard, last Friday the Federal Court in Wilmington, Delaware, issued an injunction to limit sales of the 
Medtronic CoreValve system in the United States.  Although this matter is under appeal, the injunction may 
go into effect next week.  Medtronic’s continuing patent infringement has led to this outcome. 
 
To fully understand the court’s extraordinary ruling, it is important to review the extraordinary history of how 
we got here.  As an investor in Percutaneous Valve Technologies (PVT) in 2002, Medtronic was well aware of 
PVT’s foundational Andersen patent.  Edwards acquired PVT in full in 2004, and incorporated its technology 
into what is today the SAPIEN family of valves.  As a result, Medtronic has known for more than a decade 
about the significance of the Andersen patent for transcatheter valve development.  CoreValve, then an 
independent company, was informed in 2005 that their device infringed the Andersen patent, and this case 
was filed by Edwards in 2008.  Despite this information, Medtronic decided to acquire CoreValve in 2009.  A 
federal jury in 2010 found Medtronic to be a willful infringer of the Andersen patent.  Additionally, in 2014, 
Medtronic CoreValve was found to willfully infringe a second Edwards patent.   
 
Even with this knowledge, Medtronic launched their infringing product in the U.S.  In a written opinion issued 
on April 15 that explains this extraordinary ruling, the court stated, “Medtronic disregarded the law in infringing 
Edwards’ patent and boldly continued to thumb its nose at the law by continuing its conduct even after being 
found to be a willful infringer.”  In the process, clinicians and patients have been placed in the middle of the 
legal issues regarding CoreValve. 
 
In spite of the violations of our intellectual property, we are not seeking a total ban on CoreValve sales, 
because we understand the implications that could have for patients and physicians.  In fact, we put forward 
multiple offers, in court and directly to Medtronic, that would allow patients to continue to be treated with 
CoreValve.  But, unfortunately, they have refused these offers.  We encourage Medtronic to accept our 
standing offer to enable use of CoreValve at U.S. hospitals where it is commercially available today.   
 
I personally want to assure you that Edwards is dedicated to protecting the interests of patients.  There is a 
large body of clinical evidence demonstrating the safety and performance of the Edwards SAPIEN valves.  In 
countries around the world where both products are available, SAPIEN valves have proven to be the 
preferred choice for doctors treating their patients.   
 
Additionally, we have created a hotline for clinicians and patients to help ensure patients know where to go to 
have access to needed therapy: 1-877-935-1958.  Edwards will actively work with patients and clinicians to 
refer them to TAVR programs, including facilitating referrals to CoreValve centers.  Thank you for all that you 
do every day to return patients to health, and please contact us with any questions. 
 
Sincerely, 

 
Michael A. Mussallem 
Chairman and CEO 


