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Medtronic Receives FDA Approval of DiamondTemp Ablation System for the Treatment of Patients
with Atrial Fibrillation
Clinical Trial Demonstrates Procedural Efficiencies, Safety, Effectiveness and Non-Inferiority of DiamondTemp
System

DUBLIN, Jan. 29, 2021 /PRNewswire/ -- Medtronic plc (NYSE:MDT), the global leader in medical technology,
today announced it has received U.S. Food and Drug Administration (FDA) approval of the DiamondTemp™
Ablation (DTA) system which treats patients with recurrent, symptomatic paroxysmal atrial fibrillation (AF) and
who have been unresponsive to drug therapy. The DiamondTemp system is the first FDA-approved,
temperature-controlled, irrigated radiofrequency (RF) ablation system with diamonds currently available to
deliver ablations.

Atrial fibrillation is the most common heart rhythm disorder affecting nearly six million people in the U.S.1 and

more than 37 million people worldwide.2 The disease involves irregular quivering or rapid heart rhythms in the
upper chambers (atria) of the heart. AF ablation is a safe and effective treatment to reduce symptoms and

improve quality of life.3

AF ablation using radiofrequency energy is a minimally invasive approach that aims to create lesions (scar
tissue), using heat, to interrupt irregular electrical signals in the heart, a procedure known as pulmonary vein
isolation (PVI). Since the pulmonary veins are often a major source of the arrhythmia, PVI via catheter ablation

remains the cornerstone treatment for AF patients who are unresponsive to drug therapy.3

About the DTA system
The DTA system is a temperature-controlled open-irrigated RF ablation system designed to deliver RF energy
(heat) during ablations. The DTA system delivers real-time feedback on physical parameters, which can guide
physicians as the lesion is being produced.

The DTA catheter is embedded with industrial-grade diamonds, which have 200-400 times greater thermal

conductivity when compared to materials used in conventional RF ablation catheters.4 This thermal conductivity
enables a low irrigation flow-rate, and accurate real-time measurements of tissue temperature, resulting in

more efficient energy delivery.5 As the only open-irrigated RF catheter with industrial diamonds to optimize
power based on tissue temperature, the DTA system is safe and effective and has demonstrated procedural

efficiencies when compared to conventional contact force-sensing RF catheters.6

Additionally, the DTA catheter is specially designed for recording of high-resolution electrogram (EGM) signals.6

Physicians can use these clear EGM signals as a physical indicator of lesion formation, as well as guidance for
ablation location.

"With the FDA approval of the DiamondTemp system, Medtronic continues to drive clinical research and
innovation to find differentiated solutions that meet the needs of patients and clinicians, who are on the front
lines of patient care," said Rebecca Seidel, president of Cardiac Ablation Solutions, which is reported as part of
the Cardiac and Vascular Group at Medtronic. "DTA is the only FDA-approved, temperature-controlled, irrigated
RF ablation system on the market today. The addition of DTA will enable Medtronic to continue to expand our
portfolio in new ways with cutting edge arrythmia solutions to help patients control their AF."

http://www.prnewswire.com/


About the DIAMOND-AF Trial
The DIAMOND-AF trial is a prospective, multicenter, single blind, non-inferiority, randomized, controlled trial
designed to compare the safety and effectiveness of the DTA system against a contact force-sensing ablation
system (control arm) for the treatment of patients with recurrent, symptomatic, paroxysmal atrial fibrillation
(PAF) whose condition is unresponsive to drug therapy. The trial enrolled 482 patients (239 DTA, 243 control)
across 23 sites in the United States, Europe and Canada. DIAMOND-AF is the largest completed AF ablation
technology IDE trial which resulted in FDA approval to date.

Results demonstrated a freedom from patient complication rate of 96.7% in the DTA group versus 93.4% in the
control (P<0.0001 versus -6.5% non-inferiority margin). Primary effectiveness for the treatment of AF was met
in 79.1% of DTA and 75.7% of control subjects (P<0.0001 versus -12.5% non-inferiority margin).

Additionally, the DTA system demonstrated procedural advantages compared to the control group, with shorter
total RF times and individual RF ablation duration, and reduction in volume of infused saline. A clinically
meaningful quality-of-life improvement was also observed in both arms at 6 and 12-months post-ablation. These
findings were presented as a late-breaking clinical trial at the 2020 Asia Pacific Heart Rhythm Society (APHRS)
Virtual Congress in October and were published in the Journals of the American College of Cardiology Clinical
Electrophysiology (JACC EP) in January 2021.

"The DIAMOND-AF trial results are encouraging not only because the DTA system was shown to be safe and
effective, but because the outcomes underscored significant procedural efficiencies for clinicians," said JACC EP
corresponding author Tom McElderry, M.D., University of Alabama, Birmingham. "Improved efficiencies –
including shorter total RF ablation times and individual RF ablation durations, are important for both the well-
being of the patient and the productivity of the physician and lab staff."

The full manuscript of the DIAMOND-AF trial can be found here.

In collaboration with leading clinicians, researchers and scientists worldwide, Medtronic offers the broadest
range of innovative medical technology for the interventional and surgical treatment of cardiovascular disease
and cardiac arrhythmias. The company strives to offer products and services that deliver clinical and economic
value to healthcare consumers and providers around the world.

About Medtronic
Medtronic plc (www.medtronic.com), headquartered in Dublin, Ireland, is among the world's largest medical
technology, services and solutions companies – alleviating pain, restoring health and extending life for millions
of people around the world. Medtronic employs more than 90,000 people worldwide, serving physicians,
hospitals and patients in more than 150 countries. The company is focused on collaborating with stakeholders
around the world to take healthcare Further, Together.

Any forward-looking statements are subject to risks and uncertainties such as those described in
Medtronic's periodic reports on file with the Securities and Exchange Commission. Actual results
may differ materially from anticipated results.
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