
1

EuroPCR – the official congress of the European Association  
of Percutaneous Cardiovascular Interventions
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The new and improved Meddevicetracker has 
been updated with better functionality and additional 
content streams to provide you with the ability to 
almost instantly access a universe of detailed market 
data. Discover new markets, research information, 
stay ahead of competitors, keep track of products and 
companies and never miss out on valuable partnerships 
and opportunities again!

This report highlights Meddevicetracker’s coverage 
on the recent EuroPCR event and shows you how 
information is easier to find and the additional benefits 
from the data and analysis provided on this new and 
flexible user interface.
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Use Event Search to locate events that occurred at EuroPCR 2016:

Once on the Event Search Page, select Source Type “EuroPCR” to find events.
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Specify a date range to ensure you get results from EuroPCR 2016:

Your search results will display on the screen:

Select the event you are interested in (Top Line Trial Data for Lotus Valve):
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The details of your event will display:
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Analysis:
The abstract titled “Procedural and 30-day clinical outcomes  
following TAVI with the Lotus valve: results of the RELEVANT study” was 
presented at the 2016 EuroPCR meeting on May 17, 2016.  
Some abstracts were released prior to the meeting and published in 
EuroIntervention.

Design
Five major Italian centres performing TAVI using the Lotus valve partici-
pated in the RELEVANT (REgistry of Lotus valvE for treatment of aortic 
VAlve steNosis with Tavi) study, an Italian national prospective non-
randomised multicentre registry. All consecutive high-risk symptomatic 
patients with severe aortic stenosis were evaluated by a Heart Team and 
screened for eligibility for TAVI. One hundred and ninety-two patients 
undergoing TAVI with the Lotus valve up to December 2015 were en-
rolled. Mean age was 83.7 years, 52% were females. The procedure was 
performed through femoral artery access in 187 patients (97.4%) and 
subclavian artery access in 5 patients (2.6%).

Endpoints
The primary endpoint was periprocedural and 30-day mortality.  
Secondary endpoints included periprocedural and 30-day safety/ 
effectiveness metrics according to Valve Academic Research  
Consortium (VARC)-2 criteria.

Results
For results see tables above and below.

Per the EuroPCR abstract, procedural success was achieved in all 
patients. The survival rate was 97.4% at discharge and at 30 days. Four 
patients required urgent cardiac surgery for cardiac tamponade. The 
stroke rate was 1.6% at discharge and at  
30 days. Three major and seven minor VARC-2 defined periprocedural 
vascular complications occurred. Patients requiring a permanent 
pacemaker implantation were 26.6% at discharge and 27.6% at 30 
days. Paravalvular regurgitation (PVR) was trace/mild in all patients at 
discharge. Only one patient had moderate PVR at 30 days, whereas 
none had severe PVR.

Conclusion
The RELEVANT study showed that TAVI using the Lotus valve was safe 
and effective in a real-world population of patients with severe aortic 
stenosis at high risk for cardiac surgery, with excellent periprocedural 
and 30-day clinical outcomes.

Aortic Regurgitation
Baseline Discharge 30-Day

None 20% 68% 67%
Mild 51% 31% 32%
Moderate 24% 1% 1%
Severe 5% 0% 0%
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Go back to search results to view more events:

Select Fantom Bioresorbable Scaffold
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Select “View Analysis” to find out more about the clinical and developmental 
history of the product, as well as see upcoming milestones:

Product Description and Analysis:
REVA’s Fantom sirolimus-eluting bioresorbable scaffold is designed 
to provide the same acute benefits as permanent drug-eluting metal 
stents: open up the artery to restore blood flow and then support the 
artery through healing. However, once its acute job is complete, it re-
sorbs (i.e., disappears) from the body over a period of time, restoring 
the natural movement and function of the artery. Fantom has thin 
scaffolds struts and a low crossing profile, which aid in its deliverabil-
ity. The scaffold can be delivered either through the femoral artery in 
the groin or through the radial artery of the wrist.

The Fantom scaffold is completely visible under x-ray. Once posi-
tioned in its intended location, Fantom is able to be expanded in 
one smooth and continuous inflation step, similar to traditional 
metal stents, minimizing the procedure time for the physician and 
the patient.

The Fantom scaffolds are drug-eluting fully bioresorbable polymer 
scaffolds that are implanted using a balloon catheter. The underlying 
technology primarily consists of a proprietary polymer, a drug coat-
ing, and a unibody deformable stent design.The polymer formulation 
used in Fantom is a combination of the company’s desaminotyrosine 
polycarbonate polymer and other polymeric components.
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Select “View Analysis” to find out more about the clinical and developmental 
history of the product, as well as see upcoming milestones:
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Select Coronary Artery Disease to view the Competitive Landscape for 
Coronary Artery Disease:
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Use the Sorting/Filtering functionality to filter the landscape by product type:

Select the Product Type “Drug-Eluting Stents” to view the entire landscape:
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View the Market Analysis for the product type, “Drug-Eluting Stents”:

Select Published Reports to view all related full market reports:

Exhibit ES-1: U.S. Coronary Drug-Eluting Stent Systems, Market Forecast, 2015-2020

Published April 2016

Coronary Drug-Eluting Stents
In the United States (U.S.), drug-eluting 
stents (DESs) have all but replaced bare-
metal stents in coronary stenting proce-
dures. Once a premium priced device, the 
average sale price of DESs has steadily  
declined due to price erosion as a result of 
the increasing competition and growing 
number of DESs available for use in the U.S.

Over the next half-decade, drug-eluting 
stent (DES) sales for coronary indications in 
the U.S. are forecast to decrease at a com-
pound annual rate of 0.1%, declining from 
approximately $1,700.0 million in 2015 to an 
estimated $1,695.0 million in the year 2020. 

Exhibit ES-1 presents the U.S. market  
forecast for coronary DESs for the years 
2015 through 2020. 
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Go to the listed report:

EXECUTIVE SUMMARY
In the United States (U.S.), approximately 85.6 million adults have at least one type of cardiovascular disease 
(CVD), a broad group of disorders that affect the heart and circulatory system.  Cardiovascular disease in all its 
forms accounts for more deaths than any other major cause in the U.S., including cancer, with one of every 
three deaths in the country due to CVD and over 2,200 people dying from the disease each day (or an average 
of one death from CVD every 40 seconds). 

Coronary heart disease (CHD), also known as ischemic heart disease, is a form of CVD that is associated with a 
reduction in blood flow through the vasculature of the heart.  Classified under the umbrella of CHD are acute 
and chronic conditions such as atherosclerosis, angina pectoris, and myocardial infarction (MI).  Approximately 
15.5 million adults age 20 or older in the U.S. suffer from CHD, which is the single largest cause of death in the 
U.S. and also is the greatest cause of premature and permanent disability in the labor force (AHA, 2016).

This report will cover:

•	 interventional diagnostic and therapeutic products for the treatment of CVD;

•	 procedure and market forecasts for the years 2015 to 2020;

•	 key market drivers and limiters;

•	 estimated revenues and market shares for major U.S. competitors; and,

•	 analysis of lead products and emerging products/technologies.

Diseases/disorders of the heart are managed using a variety of methods including noninvasive imaging, open 
surgery, and catheter-based modalities.  Interventional cardiology is a continually evolving area of medicine 
that involves the use of catheter-based, or transcatheter, tools and techniques to diagnose and treat coronary 
vascular and structural disorders.  Today, interventional techniques are a mainstay for the diagnosis and treat-
ment of patients with CHD and certain other types of CVD, as the transcatheter procedures typically are more 
cost-effective and less traumatic to patients than open surgical methods.

Interventional cardiology procedures may be broadly classified as either diagnostic or therapeutic.  Diagnostic 
interventional cardiology procedures covered by the scope of this report include standard transcatheter coro-
nary angiography, guidewire-based intravascular stenosis assessment, intracardiac echocardiography (ICE), 
intravascular ultrasound (IVUS), and optical coherence tomography (OCT).  Therapeutic interventional cardiol-
ogy procedures covered by the scope of this report include percutaneous transluminal coronary angioplasty 
(PTCA), coronary stenting, laser and mechanical atherectomy, aspiration and mechanical thrombectomy, and 
transcatheter septal defect repair.  In 2015, diagnostic and therapeutic interventional cardiology methods 
were employed in approximately 3,800,700 procedures in the U.S., generating approximately $3,345.1 million 
in corresponding products sales; it is expected that, in the year 2020, these methods will be employed in an 
estimated 3,842,300 procedures in the U.S., generating an estimated $3,558.7 million in corresponding prod-
uct sales.  Total interventional diagnostic and therapeutic procedure volumes are anticipated to increase at a 
compound annual growth rate of 0.2%, while total market sales for the U.S. interventional cardiology products 
market is expected to expand at a compound annual growth rate of 1.2%.
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Use the Navigation Menu to quickly and easily navigate to the section  
of interest:



Contact Us

For more information
Visit: www.meddevicetracker.com
Email:  meddevicetracker@informa.com
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