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BIO: 

Alexei Marko has worked extensively 

in the medical device field for over 15 

years. Mr. Marko has been an execu-

tive with Neovasc’s predecessor com-

panies since 1999, and has been ac-

tively involved in the development 

and commercialization of a range of 

medical device technologies. In 2005, 

Business in Vancouver newspaper 

named him one of the city’s “Top 

Forty Under 40” business profession-

als. Mr. Marko completed both his 

B.Sc. (Hons) at Queen’s University 

and a M.Sc. in electrical engineering 

at the University of British Columbia, 

specializing in medical device devel-

opment. He is a registered profes-

sional engineer and is a listed inven-

tor on several issued or pending 

medical technology patents. 

 

Company Profile: 

Neovasc Inc. is a specialty vascular 

device company that develops, manu-

factures and markets medical devices 

for the rapidly growing cardiovascular 

marketplace. The company's current 

products include the Neovasc Re-

ducer™, a novel product in develop-

ment to treat refractory angina, as 

well as a line of advanced biological 

tissue technologies that are used to 

enhance surgical outcomes and as 

key components in a variety of third-

party medical products such as percu-

taneous heart valves. For more in-

formation, visit: www.neovasc.com. 

 

Interview conducted by: 

Lynn Fosse, Senior Editor 

CEOCFOinterviews.com 

 

CEOCFO: Mr. Marko, what was the 

vision when you started Neovasc, and 

where are you today? 

Mr. Marko: The vision when we 

started Neovasc was to create a 

medical device company that pro-

vides innovative products to interven-

tional cardiologists. Our goal was to 

work in the area of treating heart dis-

ease and related conditions and pro-

vide products to them that met clear 

and obvious unmet clinical needs. 

 

CEOCFO: Why that particular seg-

ment of medicine? 

Mr. Marko: It is an area that is grow-

ing very rapidly and where there is a 

tremendous amount of clinical inter-

est. The treatment of heart disease 

over the last decade has really been 

at the forefront of innovation, with 

rapid changes and new technologies 

being brought to the market. There-

fore, it is an area that is very recep-

tive to innovation and it has a very 

rapidly growing patient population as 

well. So it is a fast moving and excit-

ing area in which to be working. 

 

CEOCFO: What types of products 

specifically is Neovasc working on? 

Mr. Marko: We have two main prod-

uct lines. One is a line of biological 

tissue products. In some cases these 

are used by physicians as a stand-

alone product for patching an artery 

or for use in various types of surgical 

repair. However, more frequently we 

supply these materials to industry 

customers for incorporation into their 

own medical device products, with the 

majority of these activities focusing 

on customers who make transcatheter 

heart valves. Over the last five years 

or so, there has been a tremendous 

amount of activity in terms of devel-

oping minimally invasive heart valves 

- taking what used to require open 

heart surgery for replacement of a 

heart valve, and turning it into some-

thing that one can do through a cathe-

ter, either inserting it through a small 

incision in the chest or through a 

small incision in the groin, where the 

physician comes in through an artery 

or a vein. The development of mini-

mally invasive heart valves is impor-

tant because many of these patients 

are too old or too ill to undergo the 

rigors of open heart surgery. Mini-

mally invasive heart valves provide a 

much safer and more cost effective 

option that will enable many more 

patients to be treated for valve dis-

ease. What is exciting from our per-

spective is that minimally invasive 

heart valves are made up of some 

type of frame that houses artificial 

leaflets, which replace the function of 

the native heart valve leaflets we 

have in our bodies. These artificial 

leaflets are most frequently made out 

of engineered biological tissue, and 

we are the leading independent sup-

plier of this tissue to this field. Ne-

ovasc’s tissue business is currently 

operating at cash flow positive and 

growing steadily. 



The other side of our business is 

bringing new products to market, with 

our primary focus on our Neovasc 

Reducer™ product. Reducer is a 

small device that is implanted in the 

coronary sinus of the heart, and that 

is intended to treat a condition called 

refractory angina. Angina is severe 

heart pain that typically results from 

inadequate blood flow to the heart 

muscle (also known as “ischemia”) as 

a result of progressive heart disease, 

heart attacks or a range of related 

conditions. “Refractory” angina has 

progressed to the point where there is 

not much that a physician can do to 

treat it anymore. These patients are 

forced to simply live with the condi-

tion, which often severely limits their 

ability to go about even simple daily 

activities. The Reducer is intended to 

increase blood flow to the heart mus-

cle, thereby improving patients’ ability 

to function as well as their 

quality of life. It is implanted 

in the heart using a rapid, 

minimally invasive catheter-

based procedure. Once im-

planted, the Reducer 

changes the way the blood 

flows through the heart mus-

cle, directing blood back into 

the ischemic areas, relieving 

angina pain and the associ-

ated disability. The product 

has shown excellent results 

in a pilot study of 15 pa-

tients. We are currently completing a 

124 patient pivotal trial at centers in 

Canada and Europe. We expect to 

complete this trial and introduce the 

product to the European market next 

year. 

 

We have also just announced a pro-

gram to develop a new product to 

treat disease of the mitral heart 

valve—similar to the minimally inva-

sive heart valve approaches I noted 

earlier. This project is relatively early 

stage but showing promise and we 

will be accelerating activities on this 

over the next few months. 

 

CEOCFO: How is the Reducer an 

improvement on what is done now? 

Mr. Marko: Right now there is not 

much that people suffering from re-

fractory angina can do in order to im-

prove their condition. Typically, these 

patients have already had a coronary 

artery bypass surgery. They have also 

typically had one or more stents im-

planted to open blockages in their 

coronary arteries and are on a variety 

of drug therapies to manage their an-

gina and angina pain. But in spite of 

all these things, there is still insuffi-

cient blood reaching the heart muscle 

and they experience pain with even 

minimal activity – often simply walk-

ing to the bathroom is enough to 

cause them severe chest pain. Re-

fractory in medical terminology really 

means “untreatable” or “non-

responsive”, so these patients are not 

responding anymore to what contem-

porary medicine is able to do. There 

are literally millions of refractory an-

gina patients out there today, with 

their numbers increasing as treatment 

of cardiovascular disease improves 

and patients living longer such that 

their disease progresses to this point. 

If you think back 30 or 40 years ago, 

people often did not survive heart 

attacks and mortality rates for cardio-

vascular disease were much higher 

than today. We have gotten so good 

at treating heart disease that patients 

are living decades longer than they 

did in the 1960’s. As a result, a grow-

ing number are living to reach this 

stage of advanced heart disease, yet 

there currently are very limited treat-

ment options. We believe the Re-

ducer could represent a major ad-

vance for these patients. 

 

The Reducer operates differently from 

conventional therapies, which focus 

on improving inflow of blood to the 

heart muscle through the arteries. The 

Reducer is implanted in the venous 

circulation to modulate the outflow of 

blood from the heart muscle, re-

distributing the blood already reaching 

the heart muscle to these ischemic 

areas that are causing the angina 

pain. This approach is novel and pro-

vides a therapy that can be used in 

conjunction, with or following existing 

therapies. 

 

CEOCFO: What is the timetable on 

the Neovasc Reducer product? 

Mr. Marko: We are expecting to 

complete enrollment in our pivotal 

clinical trial by the end of this year. 

The primary endpoint for the trial is at 

6-month follow up – essentially look-

ing at the patients six months after 

the device is implanted. We will have 

that six-month data in the middle of 

2012--about a year out from now. As 

soon as we have that data we will file 

for CE marking and then we can 

launch the product in Europe. That is 

the last piece of the puzzle that we 

need for European marketing.  FDA 

approval in the US will require a lar-

ger trial and we expect to 

initiate that trial later next 

year. 

 

CEOCFO: With regard to 

the PeriPatch™, Neovasc is 

the leading company in that 

field; is there much competi-

tion, and what is your geo-

graphic reach? 

Mr. Marko: Our patches are 

made out of pericardium, 

which is the sack that sur-

rounds the heart of a cow, 

pig or horse. We obtain these peri-

cardial sacks from a range of sources 

and run them through a chemical 

process that turns them into what is 

essentially “biocompatible leather”. 

We create a very thin, flexible and 

tough material that the body sees as 

being invisible, so it does not elicit 

any kind of a host response or im-

mune rejection. Therefore, we can 

use this material and implant it at will 

within the human body. There are a 

number of companies out there that 

provide this type of material for gen-

eral surgical use such as hernia re-

pair, but we are the only group that is 

focused on vascular applications and 

in particular, the heart valve industry. 

There are a couple of reasons for our 

dominant position, but one of the pri-

mary reasons is that our tissue proc-

ess was originally developed about 20 

years ago for fabricating traditional 

surgical heart valves, and it has a 

It is an area that is growing very rapidly and 

where there is a tremendous amount of clinical 

interest. The treatment of heart disease over 

the last decade has really been at the forefront 

of innovation, with rapid changes and new 

technologies being brought to the market. 

Therefore, it is an area that is very receptive to 

innovation and it has a very rapidly growing 

patient population as well. So it is a fast mov-

ing and exciting area in which to be working. 

                                                      - Alexei Marko 



proven history in this application. This 

history allows our customers to be 

confident that our tissue products will 

meet the specific requirements they 

have for developing next-generation 

minimally invasive heart valves. We 

also provide a range of highly special-

ized services to our customers to pro-

vide them with tissue to meet their 

exact specifications in terms of 

shape, thickness and mechanical 

characteristics.  We also have a 

number of specialized certifications 

for our tissue that facilitate obtaining 

regulatory approval for devices con-

taining our tissue. Finally, we offer 

contract manufacturing capability 

specific to fabricating actual valve 

assemblies for our customers. We 

believe that we are unique in offering 

all of these elements and as such, 

have been able to achieve a domi-

nant market position in this highly 

specialized, but rapidly growing area. 

We supply our biocompatible tissue to 

customers around the world. 

 

CEOCFO: Who is the Neovasc cus-

tomer? 

Mr. Marko: Our customers are pri-

marily other companies developing or 

marketing cardiovascular device 

products. We sell to a variety of in-

dustry partners; everybody from the 

major firms down to start-up compa-

nies with only a handful of employees. 

We have primarily adopted a busi-

ness-to-business model, which is 

working very well for us. 

 

CEOCFO: Where does Neovasc 

manufacture its products? 

Mr. Marko: All our facilities are lo-

cated in Vancouver Canada, but we 

distribute our products around the 

world. 

 

CEOCFO: Would it be correct to say 

that Neovasc has had a good year? 

Mr. Marko: Yes, we have had a cou-

ple of good years. We created Ne-

ovasc through a merger of three com-

panies and launched it in 2008, which 

was obviously not a very good time as 

the markets crashed that fall. At that 

point we had to make some tough 

decisions and chose to strip down the 

company to its essential elements to 

preserve capital and focus on activi-

ties that would get us to cash flow 

positive as soon as possible, while 

also preserving our highest value 

pipeline opportunities. So we concen-

trated on the tissue business and we 

worked on one or two small pipeline 

projects. All other activities and pro-

jects were shelved and we cut staff 

and consolidated operations accord-

ingly. With this tight focus we were 

able to steadily grow the tissue busi-

ness over the last several years and 

get it to the point where it is cash flow 

positive. As that business has be-

come cash flow positive, it has al-

lowed us to start reinvesting in new 

projects such as the Reducer and 

more recently in technologies for 

treating mitral valve disease. There-

fore, 2010 was really about continuing 

to grow our tissue business while 

gradually ramping up activities to ad-

vance our pipeline projects. We fin-

ished the last year with roughly $4.3 

million in sales. We expect 2011 to be 

a better year and we have some very 

positive hopes for 2012. We supply a 

large number of customers with pre-

commercial programs and we expect 

a number of those customers’ prod-

ucts to reach the market in 2012, po-

tentially providing us with significant 

increases in sales. The last couple of 

years we have been laying the 

groundwork for this coming growth 

and we are cautiously optimistic that 

in 2012, we will see a significant up-

turn in our business. 

 

CEOCFO: What challenges do you 

see looking forward? 

Mr. Marko: We are lucky to be in an 

area of medicine and the medical in-

dustry where there is a tremendous 

amount of growth. I see our markets 

continuing to grow, with a lot of ex-

citement around the types of tech-

nologies that we are developing. We 

are quite confident about our market 

and where we are positioned right 

now. The big challenges for us are 

going to be managing growth, which 

is a nice problem to have. Access to 

capital is always a challenge, but we 

are in a position where our need for 

capital is relatively minimal with our 

growing revenues. The things that 

keep us awake at night are primarily 

related to ensuring that our Reducer 

product Phase III clinical trial contin-

ues to go well and preparing for 

commercial launch of that product. 

Anytime you try to get a medical de-

vice product through the regulatory 

approval process and in particular as 

we start making plans to launch into 

the U.S., which is a couple years fur-

ther out, it is never easy. As many 

observers are noting, the FDA ap-

proval process has become much 

more uncertain over the last couple of 

years, and a lot more onerous. That is 

something that we recognize is going 

to be a very significant challenge and 

that is going to take a lot of our en-

ergy to work through. Otherwise I 

think the business has been going 

very well and will continue to do so. 

 

CEOCFO: Is the investment commu-

nity paying attention? 

Mr. Marko: The investment commu-

nity is starting to pay attention to the 

medical device industry again. It has 

been beaten up over the last several 

years and it is pretty tough to com-

pete with the resource industry, oil 

and gas, social media, and all of 

these other sectors that are in vogue 

right now. However, I see signs of that 

turning and I generally am seeing 

more interest at present. As far as 

Neovasc specifically - as a $40M Ca-

nadian company, it is tough to get up 

on the radar screens of many inves-

tors, particularly south of the border. 

The fact that we are very tightly held 

makes this even more difficult. But we 

do see this starting to change and 

there is steadily growing interest in 

what we are doing, particularly as our 

revenues continue to grow and our 

pipeline projects continue to advance. 

 

CEOCFO: In closing, why should po-

tential investors pay attention to Ne-

ovasc today? 

Mr. Marko: We are a company that is 

operating at the leading edge of a 

very rapidly growing area of cardio-

vascular medicine. We have one 

product line that is already commer-

cialized and generating cash. We 

have another product line that ad-

dresses a huge clinical and market 

need and is expected to reach the 

market next year, and we also have 

additional pipeline projects with sig-

nificant potential. We are on solid 

footing from a financial perspective 

with growing revenues and minimal 

need to raise additional capital. I think 

our future is very bright indeed. 
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