
 1 

 

 

 

 

Issue: 

October 1, 2012 

 

All rights reserved! 

ceocfointerviews.com 

CEOCFO Magazine - The Most Powerful Name In Corporate News and Information 

 

With their Tack-It Endovascular Stapler System™ Designed to Optimize Peripheral 

Balloon Angioplasty Results in Treating Peripheral Artery Disease, Intact Vascular, Inc. 

is offering a Completely Different Paradigm, Giving Control Back to the Physicians 

and Providing Significantly Better Outcomes for Patients 

 

Healthcare 

Medical Devices 

(Private) 

 

Intact Vascular, Inc. 

150 Strafford Avenue, #303 

Wayne, PA 19087 

Tel: 484.253.1048 

www.intactvascular.com 

 

 

 

Carol A. Burns 

President and CEO 

 

BIO: 

Carol A. Burns has experience in key 

executive management, marketing 

and sales roles for both large and 

small start-up medical device compa-

nies. Most recently, Ms. Burns served 

as the Vice President of Product and 

Business Development for Embrella 

Cardiovascular which developed a 

novel embolic protection device for 

use in Transcatheter Aortic Valve Im-

plantation (TAVI) procedures. 

 

In her tenure, she led product devel-

opment and drove key strategies 

leading to the acquisition of Embrella 

to Edwards Lifesciences. Prior to Em-

brella Cardiovascular she was the Sr. 

Director of International Sales and 

Marketing at Animas Corporation, 

(acquired by Johnson and Johnson) 

where she was responsible for devel-

oping OUS marketing strategies and 

generating sales for insulin pump 

therapy products through a worldwide 

distribution network. Ms. Burns also 

served as the Managing Director, 

Europe at Ventrica, Inc. (acquired by 

Medtronic). While living in Frankfurt, 

Germany she had responsibility for 

both European clinical trial execution 

and European commercialization of 

the first automated distal coronary 

anastomotic device. From 1996 to 

2001 Ms. Burns held various man-

agement positions at Guidant Corpo-

ration. Ms. Burns and her team were 

in charge of developing a compre-

hensive physician training program 

for the first endovascular abdominal 

aortic aneurysm repair products. Ms. 

Burns also worked within the Cardiac 

Surgery Group on the VasoView® 

System platform for endoscopic ves-

sel harvesting as well as worked at 

Origin Medsystems, Inc., Guidant's 

Minimally Invasive Surgery division. 

 

Ms. Burns received her BSN degree 

from The College of New Jersey, in 

Ewing, New Jersey. 

 

Company Profile: 

Intact Vascular is a privately held 

medical device company that devel-

ops minimally invasive peripheral 

vascular products. The Tack-It En-

dovascular Stapler System™ is de-

signed to optimize peripheral balloon 

angioplasty results in the treatment of 

peripheral artery disease. This tech-

nology will offer physicians a new 

treatment option for treating periph-

eral artery disease. Intact Vascular is 

committed to developing safe and 

efficacious products for patients and 

for the physicians who use these 

products. 

 

Interview conducted by: 

Lynn Fosse, Senior Editor 

CEOCFO Magazine 

 

CEOCFO: Ms. Burns, would you tell 

us about Intact Vascular? 

Ms. Burns: Intact Vascular is a medi-

cal device company that is focusing 

on finding solutions for vascular prob-

lems particularly in the lower extrem-

ity. We have developed a technology 

called the Tack-It Endovascular Sta-

pler, which is a device that will enable 

the physicians to improve upon their 

angioplasty results. 

 

CEOCFO: What is the procedure now 

that you are replacing or improving 

and how does it work? 

Ms. Burns: Currently when someone 

has a blocked artery in one of the ar-

teries in the leg, the most common 

procedure is to put a balloon into the 

artery, cross the lesion and blow up 

the balloon in hopes of improving the 

blood flow. It is going to increase the 

LUMIN and it would improve the 

blood flow going down to the foot, 

which is usually where they are hav-

ing problems. Either they have an 

ulcer or a wound in the foot that is not 

healing or they get pain when the 

walk. The plan is to put in a balloon 

and improve the LUMIN size. The 

challenge with that alone is frequently 

not enough because after a physician 

inflates the balloon and does the an-

gioplasty, the LUMIN becomes very 

irregular shaped. There can be tissue 

which has dissected away from the 

tissue wall, there can be plaque that is 

hanging in the LUMIN and what a 
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physician does currently is look at it 

through contrast during the procedure 

and if they do not like the looks of that  

they will put a regular stent in. Stents 

are a great deal of scaffolding, lots of 

metal placement in the arteries to 

prop it up in hopes of smoothing out 

the LUMIN. Stents work very well in 

the coronary arteries of the heart, but 

when you try to put them in leg arter-

ies, it is a completely different vascu-

lar bed. Therefore, it is almost as if 

we skipped a step with these types of 

technologies and did not really con-

sider the vast differences between the 

heart and the legs. The heart has pro-

tection from the ribcage. There is high 

flow in the arteries and the heart has 

more pulsatile flow. The legs are a 

completely different animal in that 

with leg arteries, you have a great 

deal of bending and flexing as 

you move your legs. There 

are also longer arteries with 

slower flow through the leg 

arteries and as a result, what 

happened was companies just 

said “Hey why don’t we take a 

stent, let’s just make it longer 

and put it into the leg arter-

ies.” They just do not behave 

the same way and because of 

all this moving and flexing 

and this chronic micro friction 

that occurs at the cellular 

level, the stents over time will 

block off. The founder Dr. Pe-

ter Schneider said that we are 

putting in way to much metal 

into the peripheral arteries, so what if 

instead of trying to lay a lot of scaf-

folding in the artery, we could have 

significantly shorter, smaller, circular 

tacks just to tack up those focal areas 

of irregularity to create a smooth LU-

MIN. 

 

CEOCFO: Where are you in the re-

search and development process? 

Ms. Burns: We have done a great 

amount of animal work and we have 

done a First-in-Man clinical study 

where we implanted multiple devices 

into fifteen limbs from eleven pa-

tients. We have some one-year an-

giographic follow-up data that looks 

very good. We decided to embark on 

a post CE mark study in Europe with 

studying up to 138 patients and we 

will follow all of those patients out to 

one year and assess the performance 

of the device. 

 

CEOCFO: You have chosen Europe 

because it is easier than the US, is 

that correct? 

Ms. Burns: Yes and we already have 

our CE certification that is required to 

market any type of products in 

Europe. In other words, we are free to 

sell the product but we want to con-

tinue to do some good clinical re-

search. 

 

CEOCFO: If you implanted and it was 

not working, would you know that 

soon enough to be able to make a 

correction? 

Ms. Burns: You see an acute result. 

The procedure calls for the balloon 

angioplasty and then you take the 

multi-loaded catheter, which has four 

of these circular tacks in them and 

wherever you see the irregularity, you 

would tack up that area. Then, the 

physician injects contrast and you can 

see immediately the acute result at 

the time of the procedure. 

 

CEOCFO: Has the medical commu-

nity started to pay attention or is it too 

early? 

Ms. Burns: Physicians are very ex-

cited about this. At many of the vas-

cular interventional meetings, there is 

much interest in minimizing the foot-

print or the amount of metal that is 

inserted in leg arteries. Currently, the 

stent insertion is at one year and the 

results are not that impressive. For 

above the knee, about 65% to 80% of 

those are open at the end of one year. 

That is not good enough. We believe 

that we can improve on that result 

quite a bit because what we are trying 

to do is preserve tissue for patients 

that have peripheral artery disease. 

We all want to work and improve the 

results of amputation that we are see-

ing with people with diabetes. Every-

one knows the incidence of diabetes 

and obesity is dramatically increasing 

worldwide. With that, there is a direct 

association with peripheral vascular 

disease. We are looking to preserve 

tissue and prevent limb loss. Physi-

cians are looking for ways to get bet-

ter results and less metal is clearly an 

area of interest. 

 

CEOCFO: What is the overall market 

opportunity? 

Ms. Burns: There are about 215,000 

procedures done in the US in the 

above-the-knee area. The 

real concern is with the in-

crease in diabetes, we are 

also seeing double-digit 

growth rates in the number of 

interventional procedures per-

formed in the leg artery. If 

you think about different 

medical procedures, many of 

them are flat but peripheral 

vascular disease is growing at 

double-digit rates. In the US 

market, there are 50,000 pro-

cedures done per year in 

2010 and this is according to 

Millennium Research Group. 

For those that are above the 

knee, there are 215,000 pro-

cedure performed in 2010. 

 

CEOCFO: You recently had some 

funding; how far will that take Intact 

Vascular? 

Ms. Burns: This funding will support 

the efforts for the clinical research for 

this first clinical trial that we are doing 

in Europe and then we will have a 

follow on trial with the below-the-knee 

device. It will also help to support our 

efforts in getting ready to execute on 

a plan for the US market so it will last 

us for a few years. 

 

CEOCFO: What is ahead for the next 

year or so? 

Ms. Burns: This next year, we will 

focus on the enrollment of this very 

important multicenter clinical trial that 

will take place in Germany, Austria, 

Belgium and the Netherlands. Our 

We believe this is a novel new approach to 

treating peripheral vascular disease. In pre-

vious times, you treated the lesion by what 

was on the shelf. If a lesion were a certain 

length, you would just try to find whatever 

stent was available that would fit the lesion. 

This is a completely different paradigm and 

this is giving control back to the physicians 

so that they can customize the treatment for 

that specific patient without putting in too 

much of an implant. We believe that this of-

fers a great deal of flexibility and we believe 

that it is going to provide significantly better 

outcomes for the patient. - Carol A. Burns 
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focus is completing that clinical trial 

and completing our development of 

the smaller device that will treat le-

sions below the knee and then that 

subsequent clinical trial as well, so 

that will probably be initiated some-

time next year.  

 

CEOCFO: Do you see partnerships 

for distribution or manufacturing on 

the horizon or are we early for that? 

Ms. Burns: I think we are a little early 

for that. We are all about ensuring 

that we get solid clinical results and 

we want to make sure that physicians 

are using the device correctly and that 

they are enrolling the right patients in 

the clinical trial, following the inclu-

sion/exclusion criteria. Right now with 

the small company, our efforts again 

are going to focus on clinical data, so 

thinking about distribution at this time 

is premature. 

 

CEOCFO: Why should investors and 

people in the business community pay 

attention to Intact Vascular? 

Ms. Burns: The biggest reason is that 

there is a huge unmet need that this 

technology addresses. There are 

many products, which are improve-

ments on an existing technology. 

However, we believe this is a novel 

new approach to treating peripheral 

vascular disease. In previous times, 

you treated the lesion by what was on 

the shelf. If a lesion were a certain 

length, you would just try to find 

whatever stent was available that 

would fit the lesion. This is a com-

pletely different paradigm and this is 

giving control back to the physicians 

so that they can customize the treat-

ment for that specific patient without 

putting in too much of an implant. We 

believe that this offers a great deal of 

flexibility and we believe that it is go-

ing to provide significantly better out-

comes for the patient. It is like if you 

think about putting an extension cord 

in your patio, when you do that you 

take your staple gun and you put  

your first staple, well you do not sta-

ple all along the extension cord, you 

staple and then you see where there 

is slack and then you put another sta-

ple at that point. We are not trying to 

put in a large amount of metal, we are 

just trying to tack only where you 

need it. We believe this will yield 

much better clinical results for a pa-

tient. 
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