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Medtronic today announced the 12-month findings that supported the Affera™ Mapping and Ablation System CE
Mark, demonstrating that the Sphere-9™ Catheter can successfully treat patients with either paroxysmal or
persistent atrial fibrillation (AFib) using a variety of ablation lesion sets. The data was published in the JACC:
Clinical Electrophysiology. The Sphere-9 Catheter is an all-in-one wide-area focal catheter with pulsed field
ablation (PFA), radiofrequency (RF) and high density (HD) mapping capability. The Affera Mapping and Ablation
System, which includes the Sphere-9 Catheter and Affera Mapping System, received CE Mark approval in March
2023.

Treatment with the Sphere-9 Catheter provided 85% one-year freedom from atrial arrhythmias in patients receiving
the PULSE3 waveform (the optimized, commercial Affera System pulsed field waveform). In paroxysmal and
persistent AF patients who underwent a catheter ablation, 78% of both cohorts remained free from all atrial
arrhythmias at the conclusion of the study. The study achieved its primary safety endpoint of 0.6%, including zero
incidences of atrio-esophageal fistula, coronary spasm, pulmonary vein stenosis, and phrenic nerve injury.  

“With an increasing number of patients presenting with AFib each year, clinicians need greater ability to customize
treatment tailored to a patient’s specific needs,” said Vivek Y. Reddy, M.D., Director of Cardiac Arrhythmia
Services, Icahn School of Medicine at Mount Sinai and primary investigator of the study. “With the Affera Mapping
and Ablation system, we can treat patients safely and efficiently, while also providing durability of lesions to help
support long-term outcomes.”

The EU study to support the CE Mark for the Affera Mapping and Ablation System was a prospective, single-arm,
multicenter study performed in three European centers with 14 operators. The study enrolled 70 patients with
paroxysmal AFib and 108 patients with persistent AFib. Waveform configurations were optimized as the study
progressed, and efficacy and durability improved (PULSE1, PULSE2, and PULSE3). During the procedure from first
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to last energy application, ablation time was efficient, and ablations were performed in less than 22 minutes
among a combination of RF and PF energy modalities. Re-mapping procedures were conducted at 96±43 days to
assess lesion durability. Patients were monitored with 48-hour Holter monitoring at six and 12 months, and weekly
trans-telephonic monitoring transmissions were collected for 8 weeks and for monthly and symptomatic events
thereafter.

“The meticulous design of the study including vigorous clinical follow up, thorough cardiac monitoring, and
invasive remapping, and brings great confidence in the excellent safety, efficacy, and durability of the Sphere-9
Catheter and Affera Mapping and Ablation System.” said Khaldoun Tarakji, M.D., MPH, vice president, chief
medical officer, Cardiac Ablation Solutions business, which is part of the Cardiovascular Portfolio at Medtronic.
“Putting the patient at the center of our innovation is our top priority, and I’m looking forward to seeing how this
first of its kind, dual-energy source, all-in-one Sphere-9 Catheter can advance the care of arrhythmia patients
globally.”

The Sphere-9 Catheter, coupled with the Affera™ Prism-1 Mapping Software, quickly generates sophisticated
electro-anatomical maps and allows the physician to deliver wide-area focal ablation lesions of RF or PF energy
based on the patient and procedure needs, all with a single catheter. Given its size, the all-in-one catheter's nitinol
9-mm ablation tip has the potential to require fewer focal ablation lesion applications that may result in lower

procedure times than standard irrigated ablation catheters1. The intuitive mapping software enables an optimized
user experience by delivering streamlined insights and feedback to support procedure performance.

AFib is the most common atrial arrhythmia, and nearly 60 million people are affected worldwide2 and five million

patients will be added every year by 20303. Atrial arrhythmias, such as AFib, are associated with serious

complications including heart failure, stroke and increased risk of death4-7.

The Affera Mapping and Ablation System is investigational in the United States. Medtronic acquired Affera in
August 2022.

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.

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 90,000+ 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 Twitter and LinkedIn.
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