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The Medtronic Sphere-360™ Pulse Field Ablation (PFA) catheter, a new paradigm in single-shot ablation,
demonstrates impressive results in treating paroxysmal atrial fibrillation

EHRA late-breaking data: Results highlight efficacy, safety, and durability of the novel PFA catheter that is fully integrated with

Affera™ Mapping and Ablation System

DUBLIN and BERLIN, April 8, 2024 /PRNewswire/ -- Medtronic plc (NYSE: MDT), a global leader in healthcare technology,

today announced positive clinical trial safety and efficacy results for Sphere-360™, an investigational single-shot mapping and

ablation catheter using pulsed field (PF) energy, for treatment of patients with paroxysmal atrial fibrillation (AFib). Interim

findings from the first-in-human Sphere-360 study were presented as a late-breaking clinical trial at the European Heart Rhythm

Association (EHRA) 2024 Annual Meeting.

The Sphere-360 catheter was developed with the goal to simplify the atrial fibrillation procedure while enhancing efficiency and

providing high durability of lesions. Its unique design includes a large, tissue-conformable lattice tip for efficient energy delivery,

with no need to rotate the catheter multiple times in one location as the entire lattice tip delivers PF energy. Furthermore, the

catheter is fully integrated with the Affera™ Mapping and Ablation System for complete visualization inside the heart and

electroanatomical mapping, making it a true all-in-one single-shot catheter for mapping, ablation, and validation.

The Sphere-360 study, a prospective, single arm, multi-center trial performed in three European centers with a total of 85

patients, demonstrated 81.8% freedom from atrial arrhythmias after one year of follow up, and 100% freedom in the sub-group

treated with the optimized and most recent pulse configuration. The treatment time, or first to last PF application, was 10

minutes on average.

A sub-study of patients treated with the optimized pulse underwent remapping procedures; 96% of those patients demonstrated

sustained lesion durability, and among all the pulmonary veins (PV) treated in this group, 99% remained isolated after 75 days

of the index procedure*.

The study also showed the catheter to have a highly favorable safety profile, with zero incidences of primary safety

adverse events including esophageal events, pulmonary vein stenosis, phrenic nerve injury or cardiac tamponade.

"Electrophysiologists are seeking innovative catheter options to address the varied cardiac anatomies encountered in patients,

and as the population with atrial fibrillation continues to rise, catheter versatility will become more important than ever to

achieve the most favorable outcomes," said Vivek Reddy, M.D., Director of Cardiac Arrhythmia Services, Icahn School of

Medicine at Mount Sinai and primary investigator of the Sphere-360 trial. "These results are very encouraging as they show the

Sphere-360 catheter has the potential to be an important part of next generation AFib care."

The Sphere-360 PFA catheter includes the following:

Uniform and efficient PF energy delivery through the entire 34mm conformable lattice tip
Fully integrated with the Affera Mapping and Ablation System, enabling low to zero fluoroscopy procedure
Seamlessly adjusts to various shapes to accommodate different PV anatomies
Real-time local impedance information to assess catheter proximity to tissue
Over-the-wire design for ease of positioning in the vein and streamlined workflow
Compatible with a small 8.5Fr sheath

"We have a vision to continually innovate and bring the best technology to AFib patients around the world, driven by our

unwavering commitment to maximizing the safety and efficacy of our products," said Khaldoun Tarakji, M.D., MPH, vice

president, chief medical officer, Cardiac Ablation Solutions business, which is part of the Cardiovascular Portfolio at Medtronic.

http://www.prnewswire.com/
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"We are thrilled that the Sphere-360 study results validate our dedication to this goal: an all-in-one single shot mapping and

pulsed field ablation catheter, that is fully integrated with the Affera Mapping and Ablation System, with a unique design that can

conform to any pulmonary vein anatomy and can be used with an 8.5Fr sheath, single transeptal access and zero exchange. All

these features make the procedure efficient and outcomes more predictable. We can't wait for what's next."

AFib is one of the most common and undertreated heart rhythm disorders, affecting more than 60 million people

worldwide.1 AFib is a progressive disease, meaning it can become worse over time and can increase the risk of serious

complications including heart failure, stroke and increased risk of death.2-5 Antiarrhythmic drug (AAD) therapy has been the

current standard first-line treatment but is ineffective at controlling AFib in approximately half of patients treated with drug

therapy.6-8

Worldwide, the single-shot Sphere-360 catheter is investigational and not approved for sale or distribution. The Affera Mapping

and Ablation System, which includes the focal Sphere-9™ Catheter and Affera Mapping System, received CE Mark approval in

March 2023.

* Based on data on optimized pulse sub-group. Total cohort 90%.

About Medtronic

Bold thinking. Bolder actions. We are Medtronic. Medtronic plc, headquartered in Dublin, Ireland, is the leading global

healthcare technology company that boldly attacks the most challenging health problems facing humanity by searching out and

finding solutions. Our Mission — to alleviate pain, restore health, and extend life — unites a global team of 95,000+ passionate

people across 150 countries. Our technologies and therapies treat 70 health conditions and include cardiac devices, surgical

robotics, insulin pumps, surgical tools, patient monitoring systems, and more. Powered by our diverse knowledge, insatiable

curiosity, and desire to help all those who need it, we deliver innovative technologies that transform the lives of two people

every second, every hour, every day. Expect more from us as we empower insight-driven care, experiences that put people

first, and better outcomes for our world. In everything we do, we are engineering the extraordinary. For more information on

Medtronic (NYSE:MDT), visit www.Medtronic.com and follow Medtronic on LinkedIn.

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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