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Following FDA Approval of Ilesto ICD/CRT-D
Devices, BIOTRONIK Launches ILESTO DX
Business Wire
BIOTRONIK, a leading manufacturer of cardiovascular medical technology,
announced it has received approval from the Food and Drug Administration (FDA)
for its Ilesto family of implantable cardioverter-defibrillator/cardiac
resynchronization therapy defibrillators (ICD/CRT-D devices). BIOTRONIK follows this
milestone with the launch of its next generation unique technology platform Ilesto
DX.
Ilesto DX offers the established benefits of the DX System in a thinner and smaller
device. The new electromechanical platform allows for a 15 percent size reduction
and 29 percent fewer components with no compromise in longevity or clinical
features.
“Demand for the DX System has led us to prioritize Ilesto DX as the first device
launched as part of the new Ilesto family,” said Paul Woodstock, executive vice
president of sales and marketing at BIOTRONIK, Inc., USA. “The rapid adoption of
the DX System is a clear example of the market shift towards quality outcomes and
the right technology for the patient. We have already captured more than 10
percent of de novo implants, and with the launch of Ilesto, we expect this number to
increase.” DX technology is based on more than a decade of engineering
refinement to ensure accurate and reliable sensing and processing of the atrial
signal. Due to its unique technology, the DX System has surpassed BIOTRONIK’s
ambitious expectations for customer adoption since its launch in February 2013. It
is the first defibrillator system equipped to provide full atrial diagnostic information
with just one specialized defibrillator lead. These capabilities have already been
cited in multiple case studies, and physicians are now considering the DX System as
a solution to the limited capabilities of single chamber or the additional
complications associated with dual chamber devices.
For conventional ICD systems, providing atrial diagnostic capabilities means placing
two wires (leads) in the heart, which can increase the likelihood of complications.
The second alternative, a typical single-chamber (single-lead) ICD, has no sensing
capability in the atrium and is therefore less equipped to detect silent high atrial
rates that may cause stroke and inappropriate shocks.
“In the past, I preferred dual-chamber devices because I value the atrial
information. With the DX, I no longer have to make that choice,” said Dr. Robert
Wesley, cardiologist at the University Medical Center of Southern Nevada in Las
Vegas. “The DX System represents a solution to the dilemma of whether to choose
a dual-chamber or single-chamber defibrillator system, eliminating complications
related to the placing of a second lead. This is why the DX System has become a
significant part of my ICD mix.” “The system’s sensing capabilities in combination
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with BIOTRONIK Home Monitoring® allows me to rapidly and continuously monitor
how well the device is performing – which offers reassurance to both me and the
patient,” said Dr. Alexander Mazur, Clinical Associate Professor at the Carver School
of Medicine at University of Iowa in Iowa City. “In a more recent case, a patient was
experiencing a fast ventricular rate caused by atrial arrhythmia. We were alerted of
the episode through Home Monitoring and the atrial information from the DX
System helped to avert inappropriate therapy for the patient.” “Through advanced
design and the use of robotic manufacturing, BIOTRONIK has developed a highly
automated production process for the electronic module,” said Rex Richmond, vice
president of marketing and communications at BIOTRONIK, Inc., USA. “The Ilesto
platform is the latest example of BIOTRONIK’s guiding principle of engineering
excellence into all of our products. This commitment underscores BIOTRONIK’s 50
year history as a medical technology leader.”
*ProMRI ® is approved in the C.E. market and is not currently approved in the U.S.
*CAUTION: investigational device. Limited by U.S. law to investigational use.
For more information, visit: www.BIOTRONIK.com
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