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First Patient Enrolled in PROTECT IV Randomized Controlled Trial of Impella

April 15, 2021

DANVERS, Mass.--(BUSINESS WIRE)--Apr. 15, 2021-- Abiomed (NASDAQ:ABMD) announced today that the first patient has
been enrolled in PROTECT IV, a large, prospective, multi-center randomized controlled trial (RCT) that is designed to provide the
level of clinical evidence needed to achieve a Class I guideline recommendation for Impella in high-risk percutaneous coronary
intervention (HRPCI). The first patient was enrolled at Ascension St. John Hospital in Detroit by Dr. Ted Schreiber, chief of
cardiology at Ascension St. John Macomb-Oakland Hospital and Dr. Amir Kaki, interventional cardiologist and director of
mechanical circulatory support at Ascension St. John Hospital.

This press release features multimedia. View the full release here: https://www.businesswire.com/news/home/20210415005234/en/

The two-arm trial will compare the
benefits of HRPCI with Impella
versus HRPCI without Impella
support. The primary endpoint of the
study is the composite of all-cause
death, stroke, myocardial infarction
(MI) or hospitalization for
cardiovascular (CV) causes at a
minimum of one year. The trial has
an adaptive design. It aims to enroll
1,252 consecutive qualified patients
at more than 100 hospital sites
across the U.S. and Europe.

The PROTECT IV RCT will leverage
advancements in technology and best
practices learned since the
completion of the PROTECT II RCT
and the FDA pre-market approval
(PMA) for Impella 2.5 for HRPCI.

Data from PROTECT II found, when compared to intra-aortic balloon pump (IABP), Impella 2.5 led to a 29% reduction in MACCE,
defined as composite of death, stroke, myocardial infarction and repeat procedures, at 90 days.

PROTECT IV also builds on PROTECT III, a contemporary, prospective, single-arm FDA post-approval study of Impella 2.5 and
Impella CP for HRPCI. Interim results presented at TCT 2020 found a statistically significant improvement in 90-day MACCE rates
versus PROTECT II (15.0% vs. 21.9%, p=.035) with lower in-hospital bleeding complications (1.8% vs. 12.5%, p<0.001) despite
substantially sicker and more complex patients. Impella-supported PCI has shown higher rates of optimal and complete
revascularization, which leads to improved long-term survival and quality of life.

“This trial aims to generate the highest level of scientific clinical evidence to definitively demonstrate that Impella-supported PCI
improves outcomes for high-risk patients, and we are excited to enroll the first patient in the trial,” said Dr. Schreiber. “Dr. Kaki and
I are proud of the entire team at Ascension St. John Hospital for being at the forefront of cardiovascular research in this landmark
RCT.”

The trial’s principal investigators are Gregg W. Stone, MD, professor of medicine, professor of population health sciences and
policy and director of academic affairs for the Mount Sinai Heart Health System, and co-director of medical research and
education at The Cardiovascular Research Foundation and Stephan Windecker, MD, director and chief physician in the
department of cardiology at the Swiss Cardiovascular Center in Bern, Switzerland.

“PROTECT IV is a landmark trial with the potential to revolutionize the interventional treatment of patients with complex coronary
artery disease and left ventricular dysfunction,” said Dr. Stone. “This academically led study is designed to provide the highest
level of robust evidence to guide management and improve global clinical outcomes for these high-risk patients.”

“This study is important for the field of interventional cardiology in that it will demonstrate whether forward flow unloading will
protect the heart during a high-risk PCI, allowing for more complete revascularization and improved long-term outcomes,” said Dr.
Windecker.
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The PROTECT series of studies are sponsored by Abiomed as part of its commitment to improving clinical outcomes. To learn
more about PROTECT IV, please visit HeartRecovery.com.

ABOUT IMPELLA HEART PUMPS

The Impella 2.5® and Impella CP® devices are U.S. FDA approved to treat certain advanced heart failure patients undergoing
elective and urgent percutaneous coronary interventions (PCI), such as stenting or balloon angioplasty, to reopen blocked
coronary arteries.

The Impella 2.5, Impella CP, Impella CP with SmartAssist®, Impella 5.0®, Impella LD®, and Impella 5.5® with SmartAssist® are
U.S. FDA approved to treat heart attack or cardiomyopathy patients in cardiogenic shock, and have the unique ability to enable
native heart recovery, allowing patients to return home with their own heart.

In Europe, the Impella 2.5, Impella CP and Impella CP with SmartAssist are CE marked for treatment of high-risk PCI and AMI
cardiogenic shock patients for up to 5 days. Impella 5.0 and Impella LD are CE marked to treat heart attack or cardiomyopathy
patients in cardiogenic shock for up to 10 days. The Impella 5.5 with SmartAssist is CE marked to treat heart attack or
cardiomyopathy patients in cardiogenic shock for up to 30 days. The Impella RP is CE marked to treat right heart failure or
decompensation following left ventricular assist device implantation, myocardial infarction, heart transplant, open-heart surgery, or
refractory ventricular arrhythmia.

To learn more about the Impella platform of heart pumps, including their approved indications and important safety and risk
information associated with the use of the devices, please visit www.abiomed.com.

ABOUT ABIOMED

Based in Danvers, Massachusetts, USA, Abiomed, Inc. is a leading provider of medical devices that provide circulatory support
and oxygenation. Our products are designed to enable the heart to rest by improving blood flow and/or provide sufficient
oxygenation to those in respiratory failure. For additional information, please visit: www.abiomed.com.

FORWARD-LOOKING STATEMENTS

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

View source version on businesswire.com: https://www.businesswire.com/news/home/20210415005234/en/

Media:
Sarah Lima
Communications Manager
978-882-8211
slima@abiomed.com

Investors:
Todd Trapp
Vice President and Chief Financial Officer
(978) 646-1680
ttrapp@abiomed.com

Source: Abiomed, Inc.

https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fwww.heartrecovery.com%2F%3Futm_campaign%3Dprotectiv%26utm_source%3Dreferrals%26utm_medium%3Dpress-release&esheet=52412033&newsitemid=20210415005234&lan=en-US&anchor=HeartRecovery.com&index=9&md5=df46870852bf1b802b01eea2e1831960
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.abiomed.com&esheet=52412033&newsitemid=20210415005234&lan=en-US&anchor=www.abiomed.com&index=10&md5=ce3ec5d43b14e9a0e38d8bd2877036f6
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.abiomed.com&esheet=52412033&newsitemid=20210415005234&lan=en-US&anchor=www.abiomed.com&index=11&md5=11efdf26776c3aeb4ed41f7ff08a9bb1
http://businesswire.com/
https://www.businesswire.com/news/home/20210415005234/en/
mailto:slima@abiomed.com
mailto:ttrapp@abiomed.com

