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Boston Scientific Launches DIRECTSENSE™ Technology
Tool provides electrophysiologists with first-ever local measurement and visualization of tissue response to
radiofrequency ablation

MARLBOROUGH, Mass., June 1, 2020 /PRNewswire/ -- Boston Scientific (NYSE: BSX) announced the U.S. launch of the
DIRECTSENSE™ Technology, a tool for monitoring the effect of radiofrequency (RF) energy delivery during cardiac ablation
procedures. Available on the RHYTHMIA HDx™ Mapping System, the DIRECTSENSE Technology, which received U.S. Food
and Drug Administration approval in April, is the only tool to monitor changes in local impedance – electrical resistance –
around the tip of the INTELLANAV™ MiFi Open-Irrigated (OI) ablation catheter, offering physicians an additional measurement
of therapy effect during an ablation.

Ablation is a treatment option for patients with cardiac arrhythmias in which physicians use a catheter to create lesions and
destroy heart tissue that causes abnormal rhythms. The DIRECTSENSE Technology provides data on the impedance around
the catheter tip to measure the ability of the tissue to respond to RF energy before physicians deliver therapy. During ablation,
the tool tracks the change in local impedance which, in conjunction with other measures, offers physicians a distinct
understanding of tissue characteristics and how they are affecting that tissue. These insights may indicate temperature change
in the tissue, helping to reduce the chances of over-ablation and avoid complications.

"Knowing the change in impedance around the tip of the catheter provides unique information about local tissue characteristics
and the development of the lesion," said David J. Callans, M.D., professor of medicine at the Perelman School of Medicine,
University of Pennsylvania – the first center to use the new technology in the U.S. "Unlike existing products on the market, the
DIRECTSENSE Technology assists physicians in evaluating pre-ablation tissue health, while supporting better clinical
understanding of how they are influencing that tissue to guide minimal, predictable ablation during a procedure."

According to chronic data from the LOCALIZE clinical trial, a retrospective analysis of the DIRECTSENSE Technology
presented by Ignacio Garcia-Bolao, M.D., director of cardiology and cardiovascular surgery, University of Navarra, Pamplona,
Spain at Heart Rhythm Society 2020 Science, a local impedance decrease of ≥16.6 ohms with an inter-lesion spacing of ≤ 6mm
showed a ≥ 98% positive predicative value of durable pulmonary vein block at three months in patients with paroxysmal atrial
fibrillation (AF).

"Building upon the success seen with the DIRECTSENSE Technology in Europe, we are pleased to introduce this tool to
physicians and their patients in the U.S.," said Kenneth Stein, M.D., senior vice president and chief medical officer, Rhythm
Management and Global Health Policy, Boston Scientific. "This approval marks an exciting milestone for our growing
electrophysiology portfolio, providing physicians a more direct understanding of lesions and procedural efficiency to obtain
optimal patient outcomes."

The company continues to expand its electrophysiology offerings with the recently granted CE Mark for the POLARx™
Cryoablation System and plans to launch the product and begin enrolling European patients in a post-approval registry with the
device in the coming months. The addition of this new single-shot therapy, alongside existing products and services, affirms the
company's commitment to providing meaningful advancements for the treatment of patients with AF.

For more information on the Boston Scientific portfolio of electrophysiology products please visit:
www.bostonscientific.com/rhythmia.

About Boston Scientific
Boston Scientific transforms lives through innovative medical solutions that improve the health of patients around the world. As
a global medical technology leader for 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," "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, product launches 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. 
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Factors that may cause such differences include, among other things: future economic, competitive, reimbursement and
regulatory conditions; new product introductions; demographic trends; intellectual property; litigation; financial market
conditions; and future business decisions made by us and our competitors.  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.

CONTACTS:

US Media:
Steve Bailey
Media Relations
(651) 582-4343 (office)
Steve.Bailey@bsci.com

Susie Lisa, CFA
Investor Relations
(508) 683-5565 (office)
BSXInvestorRelations@bsci.com

SOURCE Boston Scientific Corporation

Additional assets available online: 
 Photos (1)

https://news.bostonscientific.com/2020-06-01-Boston-Scientific-Launches-DIRECTSENSE-TM-Technology

mailto:Steve.Bailey@bsci.com
mailto:BSXInvestorRelations@bsci.com
https://news.bostonscientific.com/2020-06-01-Boston-Scientific-Launches-DIRECTSENSE-TM-Technology#assets_135
https://news.bostonscientific.com/2020-06-01-Boston-Scientific-Launches-DIRECTSENSE-TM-Technology

