Medtronic News
Medtronic Receives CE Mark for Extravascular Defibrillator System That Treats Abnormal Heart Rhythms

EV-ICD defibrillation lead placed outside of heart and veins, preserving vasculature

DUBLIN, Feb. 17, 2023 /PRNewswire/ -- Medtronic plc (NYSE:MDT) has received CE Conformité Européenne) Mark for the
Aurora EV-ICD™ MRI SureScan™ (Extravascular Implantable Cardioverter-Defibrillator) and Epsila EV™ MRI SureScan™
defibrillation lead to treat dangerously fast heart rhythms that can lead to sudden cardiac arrest. The Aurora EV-ICD system
provides the life-saving benefits of traditional ICDs while avoiding certain risks because its lead (thin wire) is placed outside the

heart and veins. The Aurora EV-ICD system is investigational in the United States.

Patients implanted with the Aurora EV-ICD system have defibrillation, anti-tachycardia pacing (ATP), and back-up pacing
therapies available to them via a single implanted device that is similar in size, shape, and longevity to traditional ICDs. The
system approval also includes proprietary procedure implant tools. The Aurora EV-ICD system is expected to be commercially

available in autumn 2023 in select countries in Europe.

ICDs are highly effective in providing life-saving therapy for patients at risk of sudden cardiac arrest (SCA), an electrical problem
with the heart stemming from a dangerously fast heart rate (ventricular tachycardia or ventricular fibrillation). If not treated
immediately, SCA can be fatal. Traditional, transvenous ICDs are implanted in the chest and attached to leads that are
threaded through the veins into the heart to sense the heart's electrical signals and deliver therapy to terminate a potentially

fatal arrhythmia, restoring the heart's normal rhythm.

The Aurora EV-ICD is implanted below the left armpit (in the left mid-axillary region) and the Epsila EV lead is placed under the
breastbone (sternum) using a minimally invasive approach. Placing the lead outside of the heart and veins is designed to help
avoid long-term complications that may be associated with transvenous leads, such as vessel occlusion (narrowing, blockage or

compression of a vein) and risks for blood infections.

CE Mark approval follows the Extravascular Implantable Cardioverter Defibrillator (EV ICD) Pivotal Study meeting its safety and

effectiveness endpoints;' data was presented as late breaking science at the European Society of Cardiology (ESC) 2022 and

simultaneously published in The New England Journal of Medicine.

In the global pivotal study, the device's effectiveness in delivering defibrillation therapy at implant was 98.7%. This reflects a

122-5

greater defibrillation efficacy for the EV-ICD than historical transvenous ICD studies, and comparable efficacy to the

subcutaneous ICD despite EV-ICD's smaller device size.® Further, the efficacy of ATP — which paces the heart to interrupt and

terminate a dangerous rhythm, potentially avoiding a defibrillation shock — in the EV ICD study was comparable to ATP efficacy

in transvenous defibrillators.”:8 In total, 33 shocks were avoided by having ATP programmed "on."

Additionally, at six months, 92.6% of patients (Kaplan-Meier estimate) in the pivotal study were free from major system and/or
procedure-related major complications such as hospitalization, system revision, or death. There were no major intraprocedural

complications, nor any unique complications observed related to the EV-ICD procedure or system.

"The growing awareness by patients and physicians about the risks that come with placing leads in the heart or veins is
addressed by the Aurora EV-ICD system that provides an extravascular solution while maintaining the traditional ICD benefits of
pacing and defibrillation therapy," said Lucas V.A. Boersma, M.D., Ph.D., cardiologist at St. Antonius Hospital, Department of
Cardiology, Nieuwegein, The Netherlands, and Professor of Cardiology, Amsterdam University Medical Centers, University of

Amsterdam, The Netherlands.


http://www.prnewswire.com/

The Aurora EV-ICD system includes features available in Medtronic transvenous ICDs, and offers additional advantages that

are not available with subcutaneous ICDs including:

« Anti-tachycardia Pacing (ATP), which terminates ventricular arrhythmias (rapid and/or chaotic activity of the heart that can
cause SCA episodes)

Pause Prevention Pacing, which provides back-up pacing for brief, intermittent, heartbeat pauses

40 Joule Defibrillation Energy, which delivers life-saving shocks in a device the size of transvenous ICDs (33 cc)
Medtronic exclusive PhysioCurve™ design, which may offer increased patient comfort and acceptance

Up to 11.7-year projected longevity (a predicted increase compared to the subcutaneous ICD), potentially leading to fewer
device replacement procedures during a patient's lifetime

"We are proud to be the first company to offer a complete one-system, one-procedure extravascular ICD solution, which
maintains the patient benefits of traditional, transvenous ICDs without the risk of leads in the heart and vasculature,” said Alan
Cheng, M.D., chief medical officer of the Cardiac Rhythm Management business, which is part of the Cardiovascular Portfolio
at Medtronic. "This approval is a significant milestone in achieving our goal of delivering a defibrillation solution that treats
sudden cardiac arrest while improving the patient experience."

The Aurora EV-ICD system is indicated for patients who are at risk of life-threatening arrhythmias, and who have not had a prior
sternotomy and do not need chronic bradycardia (abnormally slow heartbeat) pacing.

About Medtronic

Bold thinking. Bolder actions. We are Medtronic. Medtronic plc, headquartered inDublin, 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 more than 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.

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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