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Summary
In this report, we cover catalysts from 10 devices expected to occur in Q3 2018. These include important
regulatory milestones and trial data across the cardiovascular, neurology, and endocrine (including
diabetes) spaces. Additionally, at the end of this report we have included a list of Large Impact catalysts
through Q3 2018.
Like our report? Have any questions or feedback? Please let us know at
mdtaskanalyst@sagientresearch.com.

About the Author
Meddevicetracker is an all new medtech intelligence platform that provides clients with real-time data
and analysis on medical devices and diagnostics. From the people behind Biomedtracker, comes an
event-driven research service for the medical device and diagnostic marketplace. For access to
Meddevicetracker please contact your sales representative or email MDTSupport@sagientresearch.com.

Disclaimer
Copyright © 2018 Sagient Research
This report is published by Sagient Research (the Publisher). This report contains information from
reputable sources and although reasonable efforts have been made to publish accurate information, you
assume sole responsibility for the selection, suitability and use of this report and acknowledge that the
Publisher makes no warranties (either express or implied) as to, nor accepts liability for, the accuracy or
fitness for a particular purpose of the information or advice contained herein. The Publisher wishes to
make it clear that any views or opinions expressed in this report by individual authors or contributors are
their personal views and opinions and do not necessarily reflect the views/opinions of the Publisher.
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Algovita Spinal Cord Stimulation System for Chronic Pain (NVTR)
Device

Company

Partner(s)

Market(s)

Indication

Algovita Spinal Cord
Stimulation System

Nuvectra
Corporation

Aleva Neurotherapeutics SA,
Integer Holdings Corporation

Neurology

Chronic Pain

Current Marketing
Phase

Product Type

Date Range

Expected Catalyst(s)

Approved

Spinal Cord
Stimulators

08/01/2018 - 11/30/2018

PMA Supplemental Approval

The Algovita Spinal Cord Stimulation (SCS) System is a rechargeable, 24-electrode, SCS system that
delivers electrical stimulation to the dorsal column of the spinal cord for the treatment of chronic
intractable pain. The system consists of implanted components such as the implanted pulse generator,
percutaneous leads, surgical paddle leads, and extensions.
Nuvectra received CE Mark approval for its SCS system in June 2014, followed by the Premarket
Application (PMA) Approval in November 2015. Since its approval, Nuvectra announced that Algovita SCS
system had been implanted in 1,000 patients across the United States, helping patients achieve nonpharmaceutical relief from chronic pain. Furthermore, Algovita’s patented, stretchable, kink-resistant
leads with a dual coil, or coil-in-coil distinguish itself from the SCS market, where conventional stranded
wires are the standard.
Currently, Algovita Spinal Cord Stimulation System is approved to be used as an aid in the management of
chronic intractable pain of the trunk and/or limbs, including unilateral or bilateral pain associated with
failed back surgery syndrome, intractable low back pain and leg pain. After submitting a supplemental
PMA application with the U.S. Food and Drug Administration (FDA) for a full-body MRI conditional
approval in June 2017, Nuvectra later announced that it will first pursue a supplemental PMA application
for head & neck MRI conditional approval based on FDA feedback. The approval is expected between the
midpoint of third quarter of 2018 and the midpoint of the fourth quarter of 2018. Pending the approval
of the first MRI conditional approval, the full-body MRI conditional approval is expected by the end of
2018 or early 2019.
As of 2017, Medtronic, Abbott Laboratories, and Boston Scientific are leaders in the spinal cord
stimulation device market, all of which provide a wide variety of SCS devices that have been granted with
MRI conditional approvals by the FDA. Obtaining the head & neck MRI approval will not only be a
milestone for Nuvectra, but also a tremendous step to increase its market share.

July 2018 / 4

Meddevicetracker Q3 2018 Outlook Report
BioMimics 3D Stent for Peripheral Arterial Disease (PAD) (Veryan Medical)
Device

Company

Partner(s)

Market(s)

Indication

BioMimics 3D Stent

Veryan Medical,
Ltd.

N/A

Cardiovascular

Peripheral Arterial Disease
(PAD)

Current Marketing
Phase

Product Type

Date Range

Expected Catalyst(s)

PMA

Bare Metal Stents

Now 08/31/2018

PMA Approval

The BioMimics 3D Stent is a nitinol stent with a unique three-dimensional helical geometry. The
BioMimics 3D Stent has helical curvature to impart natural curvature to the diseased artery, promoting
secondary (swirling) flow and elevated wall shear stress, which has a protective effect on the
endothelium. The helical geometry of the BioMimics 3D Stent is also designed to enable coil-spring
shortening of the stented segment during knee flexion and mitigate the risk of stented segment
compression causing localized strains that in a straight stent may lead to stent fracture and chronic
vascular injury.
Veryan Medical began development of the BioMimics 3D Stent with the initiation of the MIMICS study in
February 2010. The Company announced positive top-line results at the 2012 Vascular InterVentional
Advances (VIVA) conference, with the study meeting the primary endpoint with 91.7% of patients treated
with the BioMimics 3D Stent remaining free from clinically-driven target lesion revascularization at 12
months. These results supported the CE Mark application that was approved in November 2012 for the
treatment of the superficial femoral and proximal popliteal arteries of the leg.
Looking to expand into the U.S. and Japanese markets, Veryan initiated the pivotal MIMICS-2 Study in
June 2015 with the purpose of using the data to support a Premarket Approval (PMA) application to the
FDA. The Company presented 12-month results at the 2018 Leipizig Interventional Course (LINC),
demonstrating that both the primary safety and effectiveness endpoints were met; there were no stent
fractures; the Kaplan-Meier estimate of freedom from loss of primary patency at 12 months was 81.9
percent at day 365 and the Kaplan-Meier estimate of freedom from clinically driven target lesion
revascularization (CD TLR) at 12 months was 88.4 percent.
With positive results in hand, Veryan filed a PMA application to the FDA in January 2018. The company is
also preparing a submission to the Japanese PMDA, which is expected in the third quarter of 2018. While
regulatory approval of the BioMimics 3D Stent would not represent a revolutionary change in stent
design, it would demonstrate that incremental refinements can provide meaningful benefits to patients
and give practioners another option in which to choose from.
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CardioCel for Congestive Heart Failure (CHF) and Cardiomyopathies (AMEUF)
Device

Company

Partner(s)

Market(s)

Indication

CardioCel

Admedus, Ltd.

N/A

Cardiovascular

Congestive Heart Failure
(CHF) and Cardiomyopathies

Current
Marketing
Phase

Product Type

Date Range

Approved

Heart Defect Repair and
Now Appendage Closure Devices 09/30/2018

Expected Catalyst(s)
Regulatory Approval (AUS/NZ)

CardioCel is an implantable bio-prosthetic patch developed using Admedus’s ADAPT tissue engineering
process, which creates tissue that mimics the characteristics of normal human tissue. This process
promotes a more tolerant immune response with improved tissue growth.
CardioCel is a single-ply, bio-scaffold material that remains functional, durable and free from calcification.
The bio-scaffold is used to repair congenital heart deformities and more complex heart defects, as well as
to reconstruct dysfunctional heart valves and valve leaflets. The next generation version of the device,
CardioCel 3D, has a pre-shaped curve which provides physicians immediate access to an off-the-shelf arch
reconstruction solution with non-antigenic response and calcification resistance.
CardioCel 3D was first approved in Europe in November 2015. CardioCel 3D received 510(k) clearance
from the U.S. Food and Drug Administration (FDA) in April 2017 for aortic arch repair, and was launched
in the U.S. in February 2018. A month later in March 2018, Admedus received regulatory approval for the
CardioCel 3D in Canada.
Admedus expects to receive Australian Therapeutic Goods Administration (TGA) approval for the
CardioCel 3D in third quarter of 2018. This Australian approval is significant because it allows Admedus to
launch ADAPT products in Australia, which are currently only available under the TGA's Special Access
Program. The first successful implantation under this program was performed at the Melbourne's Royal
Children's Hospital in Australia in June 2017. While the Australian market size is limited by its population
size, the TGA approval will facilitate faster regulatory approvals in much larger market opportunities in
Asia and the Middle East.
TGA approval is expected to occur, especially since CardioCel 3D is already being used in Australia under
the Special Access Program. Also, the recent U.S. and Canadian approvals will most likely be a factor in
the TGA decision making, and its successful use abroad will support the Australian approval. With
CardioCel 3D already available in multiple regions, this TGA approval decision will be the last major
milestone in launching CardioCel 3D globally.
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eCoin for Overactive Bladder (OAB) (Valencia Technologies)
Device

Company

Partner(s)

Market(s)

Indication

eCoin

Valencia Technologies
Corporation

N/A

Urology

Overactive Bladder
(OAB)

Current Marketing
Phase

Product Type

Date Range

Expected Catalyst(s)

IDE

Implantable
Neurostimulator

07/23/2018 09/30/2018

Trial Initiation

The eCoin is an electroceutical, which is a small, neurostimulator that stimulates nerves in the peripheral
nervous system to ameliorate chronic conditions. The eCoin technology is the size of a U.S. nickel with the
electrode material around the edges and bottom of the device. The eCoin is implanted subcutaneously
and works by activating the tibial nerve in the forearm. The device puts out a relatively low-powered and
well-tolerated electrical stimulus that communicates with the brain. The input goes to the hypothalamus,
midbrain, and the medulla; the signal has multiple pathways to the brain’s blood pressure control center.
Unlike competitors, the eCoin does not require external power or patient involvement.
In April 2017, Valencia Technologies received Full Health and Disability Ethics Committee approval in New
Zealand for the First-in-Man Overactive Bladder study. The company announced top-line results in May
2018, at the American Urological Association's Annual Meeting. The preliminary data showed a marked
improvement in urgency urinary incontinence (UUI) and quality of life at the 8-week assessment. At two
months, 75% of subjects had ≥50% improvement in UUI, 60% had ≥75% improvement, and 35% had
100% improvement. At two months, 70% of subjects reported quality of life score improvements ≥10 as
did 100% of subjects at three months. This data suggests great promise for the eCoin stimulation of the
posterior tibia nerve.
Regarding U.S. development, communication with the company in April 2017 revealed that Valencia
received approval with conditions from U.S. Food and Drug Administration (FDA) to conduct the study in
the U.S. In November 2017, Valencia confirmed via a representative that the company submitted an
Investigational Device Exemption (IDE) application for a separate pivotal trial. The company then publicly
announced in March 2018 that the FDA approved the conduct of a pivotal U.S. clinical trial which will be
carried out at 20 different medical centers. The IDE study is not yet open for enrollment; however,
Valencia is targeting recruitment in late July, with implantations to begin in August 2018. To date, half of
the 20 investigators involved in the trial have been trained in the surgical approach, and the other half
will be trained by July 2018. The results of the First-In-Man study in New Zealand are promising, and with
low rates of serious adverse events (n=2/19), we can predict that the U.S. IDE trial will also have low rates
of adverse events, and enrollment and treatment should go as planned.
The main advantages of the eCoin is its tiny size and the lack of wires, thus eliminating the potential for
wire breaks. Currently, the eCoin device is the size of a U.S. nickel, however by the fourth generation of
the device, the company aims to reduce the device to the size of about a button. eCoin is first being
developed for overactive bladder, then resistant hypertension; and additional applications include
depression, heart failure, dyslipidemia, knee osteoarthritis, erectile dysfunction and chronic pain. The
neurostimulation market is expansive, and Valencia Technologies is poised to make a significant impact
across many disease areas with it’s tiny, inexpensive, and relatively side-effect free device.
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Ovation Alto System for Aortic Aneurysm (ELGX)
Device

Company

Partner(s)

Market(s)

Indication

Ovation Alto System

Endologix, Inc.

N/A

Cardiovascular

Aortic
Aneurysm

Current Marketing
Phase

Product Type

Date Range

Expected Catalyst(s)

IDE

Covered Stents/Stent
Grafts

Now 09/30/2018

ELEVATE 6-Month Results

The Ovation Alto System is the next generation version of the Ovation Abdominal Stent Graft System,
which is an endovascular device delivered via catheter to treat abdominal aortic aneurysms (AAAs). The
stent graft relines the diseased vasculature, providing an endovascular blood conduit for isolating the
aneurysm from the high-pressure flow of blood to reduce the risk of rupture. The stent graft is comprised
of an aortic body section, two iliac limbs, and iliac extensions, as required. The Ovation Alto System raises
the primary sealing ring close to the renal arteries and is designed to expand endovascular aneurysm
repair (EVAR) to treat even more hostile neck anatomies. By moving the sealing ring up, the treatment
population can be expanded to include more patients with short hostile necks.
The Ovation Alto is currently being studied in the ELEVATE clinical trial, which received Investigational
Device Exemption (IDE) approval from the U.S. Food and Drug Administration (FDA) in January 2017. As
an IDE study, the ELEVATE clinical trial is designed to collect safety and effectiveness data on the Ovation
Alto to support a Premarket Approval (PMA) submission to the FDA, which Endologix is planning to
complete in the third quarter of 2018. In the same timeframe, the Company plans to release top-line
results from the ELEVATE study, which will form the basis of the PMA submission and provide insight on
the treatment potential of the Ovation Alto System. Initial results from the First-In-Man Study featuring
the Ovation Alto were extremely promising, suggesting that the device has the potential to expand EVAR
indications beyond what is currently available with competitor devices.
According to the National Institutes of Health, the total number of AAAs in the U.S. is 45,000 annually,
however the overall use of EVAR has risen significantly over the past ten years. This increase
demonstrates a preference for EVAR compared to open aneurysm repair (OAR), likely due to the lower
mortality rates demonstrated by EVAR. Given these statistics, stents that can treat multiple anatomies will
be in high demand due to the evolving complexities of AAA patients. If the next generation Ovation
System generates clinical data similar to the long-term safety and effectiveness data of the original
Ovation System, Endologix will greatly strengthen its case for FDA approval, which in turn will allow the
Company to enhance its market share amongst the market leaders in EVAR; Gore and Medtronic.

Find out more about the full Report
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