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REAL-PE Study Demonstrates Statistically Significant Lower Major Bleeding Rates with
the EKOS™ Endovascular System Compared to Mechanical Thrombectomy Device for
Treatment of Pulmonary Embolism

Analysis is first to compare health system-based electronic health record data for treatment of pulmonary embolism with
interventional devices

MARLBOROUGH, Mass., Oct. 24, 2023 /PRNewswire/ -- Data from the REAL-PE study was presented today at Transcatheter
Cardiovascular Therapeutics (TCT), the annual scientific symposium of the Cardiovascular Research Foundation,
demonstrating that patients treated for pulmonary embolism (PE) with the Boston Scientific (NYSE: BSX) EKOS™ Endovascular
System (EKOS) had lower rates of adverse events, including statistically significant lower rates of major bleeding, within seven
days following their procedure compared to the Inari FlowTriever® System. The analysis is the largest comparative study to use
near real-time health system-based electronic health record (EHR) data to understand clinical practices and outcomes related to
PE.

Each year, approximately 350,000 patients in the United States are affected by PE, a blood clot causing a blockage in one or
more pulmonary arteries in the lungs and a leading cause of in-hospital death in the U.S. i,ii While treatment for PE has
historically included anticoagulant medication, the use of new interventional therapies, such as the EKOS system, is
increasing.iii The EKOS system uses a combination of ultrasound energy and a low thrombolytic drug dose to restore blood flow
in patients with PE and other occlusions in the peripheral vasculature.

The REAL-PE study reviewed data from Truveta, a data and analytics company that provides EHR data from more than 30 U.S.
health systems and 100 million patients, including lab values, co-morbidities, images, demographics and clinical outcomes, as
well information about the performance of specific medical devices. In the REAL-PE analysis, 2,259 patients who experienced
PE and received interventional treatment with either the EKOS system or the FlowTriever system between 2009 and 2023 were
identified, and safety events associated with both devices were compared.

"In the past decade, there have been a number of advances in interventional therapies for the treatment of PE, but gaps in
clinical evidence still exist when it comes to determining the optimal modality for each patient's unique needs," said Peter
Monteleone, MD, FACC, FSCAI, an interventional cardiologist with Ascension and principal investigator of the REAL-PE study.
"The REAL-PE study provides comprehensive data and unprecedented insight into the real-world performance of specific
interventional devices, which can help physicians make more informed clinical decisions."

Major bleeding events in the REAL-PE study were based on definitions derived from established clinical criteria and guidelines,
with statistically significant lower rates within seven days of the procedure consistently found in the cohort of patients treated
with the EKOS system:

A rate of 12.4% for patients treated with the EKOS system vs. 17.3% for those treated with the FlowTriever system
(p=0.0018), using the International Society on Thrombosis and Haemostasis (ISTH) definition, and;iv

A rate of 11.8% for patients treated with the EKOS system vs. 15.4% for those treated with the FlowTriever system
(p=0.0190), using the Bleeding Academic Research Consortium type 3b (BARC3b) definition.v

Medical coding data in the analysis also demonstrated that intracerebral hemorrhage within seven days following the procedure
occurred statistically significant less frequently among patients treated with the EKOS system (0.3% vs.1.3%, p=0.005). All
other studied safety events also trended in favor of the EKOS system, including in-hospital mortality (2.6% vs. 3.7%) and all-
cause 30-day readmission rates (5.1% vs. 5.4%). Median lengths of hospital stay were comparable at 3.6 days for both groups.

"Electronic health record data of this scale provides in-depth information about larger, more diverse patient populations, while
also accounting for multiple variables including complex medical histories or co-morbidities that often exclude patients from
clinical trials," said Michael R. Jaff, D.O., chief medical officer and vice president, Clinical Affairs, Technology and Innovation,
Peripheral Interventions, Boston Scientific. "While data from clinical trials and registries will always play an important role in
healthcare, access to the breadth of data such as that used in the REAL-PE study has the potential to better inform and
accelerate clinical decision-making and, ultimately, improve patient care."

To date, the EKOS system has been used to treat more than 100,000 patients with PE globally, and the next-generation
EKOS+™ Endovascular System received U.S. Food and Drug Administration 510(k) clearance in 2022.

More information on the REAL-PE study is available here and on the EKOS system here.
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Boston Scientific transforms lives through innovative medical solutions that improve the health of patients around the world. As
a global medical technology leader for more than 40 years, we advance science for life by providing a broad range of high-
performance solutions that address unmet patient needs and reduce the cost of healthcare. For more information, visit
www.bostonscientific.com and connect on Twitter and Facebook.

Cautionary Statement Regarding Forward-Looking Statements

This press release contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and
Section 21E of the Securities Exchange Act of 1934. Forward-looking statements may be identified by words like "anticipate,"
"expect," "project," "believe," "plan," "may", "estimate," "intend" and similar words. These forward-looking statements are based
on our beliefs, assumptions and estimates using information available to us at the time and are not intended to be guarantees
of future events or performance.  These forward-looking statements include, among other things, statements regarding our
business plans and product performance and impact. If our underlying assumptions turn out to be incorrect, or if certain risks or
uncertainties materialize, actual results could vary materially from the expectations and projections expressed or implied by our
forward-looking statements. These factors, in some cases, have affected and in the future (together with other factors) could
affect our ability to implement our business strategy and may cause actual results to differ materially from those contemplated
by the statements expressed in this press release. As a result, readers are cautioned not to place undue reliance on any of our
forward-looking statements. 

Factors that may cause such differences include, among other things: future U.S. and global economic, political, competitive,
reimbursement and regulatory conditions; new product introductions; expected procedural volumes; the closing and integration
of acquisitions; demographic trends; intellectual property rights; litigation; financial market conditions; the execution and effect of
our business strategy, including our cost-savings and growth initiatives; and future business decisions made by us and our
competitors. New risks and uncertainties may arise from time to time and are difficult to predict. All of these factors are difficult
or impossible to predict accurately and many of them are beyond our control. For a further list and description of these and
other important risks and uncertainties that may affect our future operations, see Part I, Item 1A – Risk Factors in our most
recent Annual Report on Form 10-K filed with the Securities and Exchange Commission, which we may update in Part II, Item
1A – Risk Factors in Quarterly Reports on Form 10-Q we have filed or will file hereafter. We disclaim any intention or obligation
to publicly update or revise any forward-looking statements to reflect any change in our expectations or in events, conditions or
circumstances on which those expectations may be based, or that may affect the likelihood that actual results will differ from
those contained in the forward-looking statements. This cautionary statement is applicable to all forward-looking statements
contained in this document.
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