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Boston Scientific Receives U.S. FDA Approval for the Vercise™ Deep Brain Stimulation
System
Platform Offers Physicians Advanced Technology to Treat Symptoms of Parkinson's disease

MARLBOROUGH, Mass., Dec. 11, 2017 /PRNewswire/ -- Boston Scientific Corporation (NYSE: BSX) today announced that it
has received approval from the U.S. Food and Drug Administration (FDA) for the Vercise™ Deep Brain Stimulation (DBS)
System. DBS is used to treat the symptoms of Parkinson's disease (PD), a degenerative condition that affects more than one
million people in the United States and 10 million worldwide.1 DBS works by stimulating a targeted region of the brain through
implanted leads that are powered by a device called an implantable pulse generator (IPG).

Experience the interactive Multichannel News Release here: https://www.multivu.com/players/English/7839554-boston-
scientific-vercise-deep-brain-stimulation-system/

The approval was based on the INTREPID study, the first multi-center, prospective, double-blind, randomized sham-controlled
study of DBS for PD in the U.S. The INTREPID study evaluated the safety of the system in 292 patients at 23 sites and also
evaluated its effectiveness. It successfully met its primary endpoint of mean change in waking hours with good symptom control
(n=160). Data from the INTREPID study is expected to be released in 2018. The filing was also supported by safety data from
the European multi-center, prospective, single-arm VANTAGE study. In the VANTAGE study, 40 patients treated with the
Vercise DBS System demonstrated a 63 percent improvement in motor function at 52 weeks from baseline as measured by the
Unified Parkinson's Disease Rating Scale III, as well as improvements in quality of life and medication usage.2

Following FDA approval, the first commercial implant in the U.S. with the Vercise System will take place at the University of
Minnesota Medical Center in Minneapolis, MN by faculty physicians from the University of Minnesota Medical School including
Jerry Vitek, M.D., Ph.D, professor and chair, Department of Neurology, Michael C. Park, M.D., Ph.D, assistant professor,
Department of Neurosurgery and Lauren E. Schrock, M.D., MnDrive neuromodulation faculty scholar, Department of Neurology.
 

"The Vercise DBS System changes the landscape of what physicians can do to help improve the quality of life for people living
with Parkinson's disease," said Dr. Vitek, coordinating principal investigator for the INTREPID study. "This system provides an
ability to sculpt the current field in the DBS target using novel technology that offers flexibility in programming. This flexibility
allows us to target different regions of the subthalamic nucleus, which we believe will improve outcomes while reducing side
effects."

The Vercise System first launched in Europe in 2012 and was developed from a foundation of cochlear implant technology,
designed to specifically stimulate auditory nerves to produce a sense of hearing. The Vercise IPG is the smallest, rechargeable
DBS device available in the U.S. and, depending on individual use, can have a battery life of more than 15 years. The Vercise
System has a proprietary capability that independently controls the amount of current delivered by each of the electrodes on the
implanted leads. The Vercise System leads have eight contacts with a long total span of 15.5mm, tight spacing between each
contact of .5mm, and multi-lumen construction. These system features are designed to work together to address common
challenges in DBS therapy such as fluctuations in symptoms and the progressive nature of the condition by offering more
adaptable delivery of stimulation. 

"This approval marks an important step for patients who will now have the choice to be treated with one of the most innovative
neuromodulation technologies available today," said Maulik Nanavaty, president and senior vice president, Neuromodulation,
Boston Scientific. "Our system stands apart from the field in its approach and is changing the traditional definition on how we
can leverage technology to treat patients with Parkinson's disease."

Since 2012, Boston Scientific has continued to advance its DBS portfolio, including the launch this year in Europe of the
Vercise™ Gevia™ Deep Brain Stimulation System* with the Cartesia™ Lead**, providing the first directional, rechargeable and
magnetic resonance (MR) conditional system.3 The company also recently introduced a new programming software, Neural
Navigator 2, which enables physicians to visualize the stimulation field while configuring DBS programs for patients.  The
company is also supporting ongoing research in the field, including the use of DBS for stroke recovery and to treat Alzheimer's
disease.

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 more than 35 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
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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 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.

Factors that may cause such differences include, among other things: future economic, competitive, reimbursement and
regulatory conditions; new product introductions; demographic trends; the closing and integration of acquisitions; 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.
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*The Vercise™ Gevia™ DBS System is not available for use or sale in the U.S.

**Vercise Cartesia™ Directional Lead - Caution: Investigational Device.  Limited by Federal (or U.S.) law to investigational use
only.  Not available for sale in the U.S.

References

1Parkinson's Foundation. Accessed 04AUG2017.
2 Timmermann, Lars et al. Multiple-source current steering in subthalamic nucleus deep brain stimulation for Parkinson's
disease (the VANTAGE study): a non-randomised, prospective, multicentre, open-label study. The Lancet Neurology, Volume
14, Issue 7, 693 - 701.
31.5 Tesla MR conditional when all conditions of use are met.

SOURCE Boston Scientific Corporation

https://news.bostonscientific.com/2017-12-11-Boston-Scientific-Receives-U-S-FDA-Approval-for-the-Vercise-TM-Deep-Brain-
Stimulation-System

mailto:Catherine.Brady@bsci.com
mailto:investor_relations@bsci.com
http://www.pdf.org/parkinson_statistics
https://www.parkinson.org/understanding-parkinsons/statistics
https://pubmed.ncbi.nlm.nih.gov/26027940/
https://news.bostonscientific.com/2017-12-11-Boston-Scientific-Receives-U-S-FDA-Approval-for-the-Vercise-TM-Deep-Brain-Stimulation-System

