
 

 

 

 

 

 

 

NEWS RELEASE 
NASDAQ, TSX: NVCN 
 
 

Neovasc Announces Results for the Fourth Quarter and Fiscal Year 2017 
 

VANCOUVER, BC – March 28, 2018 -- Neovasc Inc. ("Neovasc" or the "Company") (NASDAQ, TSX: NVCN), 
a leader in the development of minimally invasive transcatheter mitral valve replacement technologies and the 
Reducer therapy for Refractory Angina, today announced financial results for the fourth quarter and fiscal year 
ended December 31, 2017 (all figures in U.S. dollars unless otherwise indicated).  
 
"Since joining Neovasc in late January, I have been evaluating the Company’s current clinical and commercial 
activities, as well as organizational and financial matters. We are making adjustments to these programs and 
have started to implement a broader turnaround strategy designed to more effectively create value for our 
patients, customers, shareholders and employees, while bringing our innovative products to market," 
commented Fred Colen, Neovasc’s Chief Executive Officer. “We still face challenges, however, I believe that 
our innovative and promising products, as well as the determination of our team will lead us to long-term 
success.”    
 
“We have three specific tasks to focus on, in order to recognize the potential of our Tiara and Reducer 
products. Our goal is to expand on the foundation we established in Europe and on the growing enthusiasm in 
the market for the Reducer therapy, based on the initial, promising clinical experiences. We also remain 
pleased with the clinical results to-date from the first 50 Tiara implants, with ongoing enrollment in our Tiara I 
and II studies, as well as the initiation of the development of the transfemoral, trans-septal version of Tiara,” 
concluded Colen.  
 
The Tiara Mitral Valve 
The Tiara™ (the "Tiara") Mitral Valve has shown its potential as a viable clinical treatment in the early results 
of the Company’s clinical science programs, as well as in compassionate use cases for patients with severe 
Mitral Regurgitation and enlarged left ventricles, in patients who are considered to be at high risk for surgery.  
 
Neovasc will continue to focus on enrolling patients in the European Tiara II CE Mark clinical study. To date, 
12 patients have been enrolled in this study, with an additional two patients scheduled for implantation and 
several other patients currently under evaluation for eligibility. The 30-day survival rate in the first 49 patients 
is 44 of 49, or 90%. There were 21 cases performed in 2017, each of which was a technical success (100%), 
and had a 90% survival rate at 30 days. 
 
The European Tiara II CE Mark clinical study is on track to allow the Company to apply for CE Mark approval 
in approximately 2020. In an effort to streamline and increase patient enrollment for this trial, the Company 
has worked hard to establish an easy-to-use, local pre-screening process and tool, which has recently been 
completed and is now being implemented in Europe. Neovasc has also increased its field clinical engineering 
support in Europe, which will provide greater “on the ground” support to the sites and streamline the screening 
process by reducing the time it takes from initially identifying a patient to the time of implantation. 
 
Simultaneously, Neovasc is in the process of recruiting and qualifying additional clinical study sites in 
Germany, the UK, Spain and Israel. The Company currently has ten clinical sites: five in Germany, three in 
Italy and two in the UK.  Neovasc will seek to add six clinical sites in the first list of countries over the course of 
the next few months, and is in early-stage discussions on additional clinical study sites in Germany and one in 
the Netherlands. 
 
 
 
 
 



 

 

 

 

 

 

 
 
The Reducer 
The Neovasc Reducer™ (the "Reducer") has a solid market opportunity as implant rates start to gain traction 
in Europe and the Middle East.  The commercial progress for the Reducer in the first 2018 quarter to-date has 
been encouraging with a 41% increase in implants compared to the same time-period of 2017. The Company 
plans to further increase that momentum to achieve a doubling of implants in EMEA in 2018 over 2017. A key 
factor for success and growth is the NUB 1 status for new therapies in Germany, which the Reducer received 
at the end of January 2018. 
 
The Company continues to enroll in the Reducer I clinical study and is exploring options for initiating of the 
COSIRA-II IDE study, an approximately 380-patient study to be conducted at up to 35 centers in the United 
States, which was recently approved by the FDA in late 2017. 
 
Results for the quarters ended December 31, 2017 and 2016 
 
Revenues 
Revenues decreased 43% to $5,389,014 for the year ended December 31, 2017, compared to revenues of 
$9,512,796 for the same period in 2016. The Company continues to focus its business away from its 
traditional revenue streams and towards the development and commercialization of its own products, the 
Reducer and the Tiara. In December 2017, the Company closed its contract manufacturing and consulting 
services. 
 
Sales of the Reducer for the year ended December 31, 2017 were $1,128,126, compared to $1,004,948 for 
the same period in 2016, representing an increase of 12%. While the Company is disappointed by this top line 
growth, management can point to a 38% increase in implantations from 174 in 2016 to 240 in 2017 as a sign 
that the underlying business is growing.  Importantly, in the fourth quarter of 2017, the Company reported a 
doubling of the implant rate as compared to the same period in 2016.  The Company expects that orders from 
our distributors, and our recorded revenue, will trend toward this underlying growth rate in the coming periods.  
The Company recognizes that future revenues may be unstable before the Reducer becomes widely adopted.  
The continued success of the commercialization of the Reducer will be dependent on the amount of internal 
resources allocated to the product, obtaining appropriate reimbursement codes in various territories and 
correctly managing the referrals process. 
 
Contract manufacturing revenues for the year ended December 31, 2017 were $949,379, compared to 
$3,746,521 for the same period in 2016, representing a decrease of 75%. The decrease in revenue for the 
year ended December 31, 2017 compared to the same period in 2016 is primarily due to the loss of Boston 
Scientific Corporation (“Boston Scientific”) as a customer.  Revenues from consulting services for the year 
ended December 31, 2017 were $3,311,509, compared to $4,761,327 for the same period in 2016, 
representing a decrease of 30%. This decline is indicative of the trend the Company was seeing in consulting 
service revenue prior to closing its consulting services. 
 
Cost of Goods Sold 
The cost of goods sold for the year ended December 31, 2017 was $3,477,821, compared to $7,091,761 for 
the same period in 2016. The overall gross margin for the year ended December 31, 2017 was 35%, 
compared to 25% gross margin for the same period in 2016.  The Company has seen its gross margins 
increase due to a change in the product mix as Reducer revenues reflect an increasing proportion of the 
overall revenues. 
 
Expenses 
Total expenses for the year ended December 31, 2017 were $34,060,101, compared to $39,243,928 for the 
same period in 2016, representing a decrease of $5,183,857 or 13%.  The decrease in total expenses for the 
year ended December 31, 2017 compared to the same period in 2016 reflects a $3,498,004 reduction in 
general and administrative expenses (of which, $10,377,241 relates to a decrease in litigation expenses offset 
by expenses related to the 2017 Financings (as defined below) of $5,447,182) and a $1,875,411 decrease in 
product development and clinical trial expenses to preserve cash resources.  



 

 

 

 

 

 

 
 
Selling expenses for the year ended December 31, 2017 were $886,226, compared to $696,638 for the same 
period in 2016, representing an increase of $189,588, or 27%. The increase in selling expenses for the year 
ended December 31, 2017 compared to the same period in 2016 reflects an increase in costs incurred for 
commercialization activities related to the Reducer.  The Company continues to minimize its selling expenses 
in the light of the impact of litigation on the cash resources of the Company. 
 
General and administrative expenses for the year ended December 31, 2017 were $15,684,783, compared to 
$19,182,787 for the same period in 2016, representing a decrease of $3,498,004, or 18%.  The decrease in 
general and administrative expenses for the year ended December 31, 2017 compared to the same period in 
2016 can be substantially explained by a $10,759,788 decrease in litigation expenses, partially offset by an 
increase in expenses related to the 2017 Financings of $5,447,182.  
 
Product development and clinical trial expenses for the year ended December 31, 2017 were $17,489,092 
compared to $19,364,503 for the same period in 2016, representing a decrease of $1,875,411, or 10%.  The 
decrease in product development and clinical trial expenses for the year ended December 31, 2017 was the 
result of a decision and need to preserve cash resources until the decision from the Appeals Court in the 
primary U.S. litigation with CardiAQ was final. 
 
Other Income and Loss 
The other income for the year ended December 31, 2017 was $9,724,615, compared to a loss of $49,471,477 
for the same period in 2016, an increase in other income of $59,196,092.  The increase in the other income 
can be substantially explained by a $111,781,096 damages provision in relation to the Company’s litigation 
with CardiAQ charged in year ended December 31, 2016 and an offsetting $65,095,733 gain on sale of assets 
related to an agreement with Boston Scientific in the same year.  The accounting treatment of the 2017 
Financings resulted in a $7,380,102 net gain and foreign exchange changes accounted for a $5,690,603 gain 
between the years. 
 
Losses 
The operating losses and comprehensive losses for the year ended December 31, 2017 were $22,908,721 
and $24,859,117, respectively, or $0.28 basic and diluted loss per share, as compared with losses of 
$86,494,893 and $82,397,922, respectively, or $1.28 basic and diluted loss per share, for the same period in 
2016.  
 
The $63,870,077 decrease in the operating loss incurred for the year ended December 31, 2017 compared to 
the same period in 2016 is mostly attributable to a $111,781,096 damages provision in relation to the 
Company’s primary U.S. litigation with CardiAQ that was charged in year ended December 31, 2016 and an 
offsetting gain of $65,095,733 on the sale of assets related to an agreement with Boston Scientific in the same 
year.  The accounting treatment of the 2017 Financings resulted in a net $7,380,102 gain and foreign 
exchange changes accounted for a $5,690,603 gain between the years. In addition, there was a $3,498,004 
reduction in general and administrative expenses, of which, $10,377,241 relates to a decrease in litigation 
expenses offset by expenses related to the 2017 Financings of $5,447,182, and a decrease of in product 
development and clinical trial expenses of $1,875,411.   
 
Discussion of Liquidity and Capital Resources 
Neovasc finances its operations and capital expenditures with cash generated from operations and equity, and 
debt financings.  As at December 31, 2017, the Company had cash and cash equivalents of $17,507,157 
compared to cash and cash equivalents of $22,954,571 as at December 31, 2016.  The Company will require 
significant additional financing in order to continue to operate its business.  There can be no assurance that 
such financing will be available on favorable terms, or at all, and the Company's outstanding Warrants and 
Notes (as defined below) will make raising this capital more difficult. These circumstances create material 
uncertainty and cast substantial doubt about the Company's ability to continue as a going concern. 
 
The Company has paid the $112 million litigation damages associated with the primary U.S. CardiAQ litigation 
and there is no provision for litigation damages as of December 31, 2017.   



 

 

 

 

 

 

 
 
Outstanding Share Data 
On November 17, 2017, the Company completed an underwritten offering of 6,609,588 Series A units and 
19,066,780 Series B units of the Company, at a price of $1.46 per Unit for gross proceeds of approximately 
$37,487,497 (the "2017 Public Transaction"). Concurrent with the 2017 Public Transaction, the Company 
completed a private placement for the sale of $32,750,000 aggregate principal amount of senior secured 
convertible notes (the "Notes") and Series E warrants of the Company (the “2017 Private Placement”, and 
together with the 2017 Public Transaction, the “2017 Financings”). The proceeds from the 2017 Financings 
were mostly applied towards damages and interest awards associated with the primary U.S. CardiAQ 
litigation.  
 
On January 30, 2018, the remaining 1,698,841 Series D warrants issued pursuant to the 2017 Public 
Transaction were exercised for gross proceeds of $16,699 and 1,698,841 shares were issued from treasury. 
 
As of March 28, 2018, of the 25,676,368 Series B warrants initially issued pursuant to the 2017 Public 
Transaction (the "Series B Warrants"), 11,170,788 had been exercised using the cashless alternative net 
number mechanism for 149,350,096 common shares of the Company and of the 22,431,506 Series F 
Warrants initially issued pursuant to the 2017 Public Transaction (the "Series F Warrants"), 21,041,660 had 
been exercised using the cashless alternative net number mechanism for 223,427,286 common shares of the 
Company.  As of March 28, 2018, there were 14,505,580 Series B Warrants and 1,389,846 Series F Warrants 
outstanding.  
 
As at March 28, 2018, the Company had 477,441,751 common voting shares issued and outstanding.  
Further, the following securities are convertible into common shares of the Company: 9,419,117 stock options 
with a weighted average price of C$3.13, 74,277,272 warrants and a convertible note that could convert into 
22,431,507 common shares (not taking into account the alternate net number mechanism in the Series B 
Warrants and Series F Warrants or the alternate conversion price mechanism in the Notes). Our fully diluted 
share capital as of the same date is 583,569,647. Our fully diluted share capital, adjusted on the assumption 
that all the remaining Series B Warrants and Series F Warrants are exercised using the cashless alternative 
net number mechanism and the outstanding Notes are exercised using the alternate conversion price at the 
closing price on March 27, 2018 is 1,519,760,607.  
 
For description of the terms of the securities issued pursuant to the 2017 Financings, see the forms of 
warrants and note previously filed on SEDAR and with the SEC on Form 6-K and the prospectus supplement 
previously filed on SEDAR and with the SEC. For a description of the risks associated with the securities 
issued pursuant to the 2017 Financings, the amount of such securities exercised to date and the dilution to 
date caused by such exercises, see the Company's Annual Information Form, which is available on SEDAR at 
www.sedar.com and on Form 6-K furnished with the SEC at www.sec.gov. 
 
The Company prepares its consolidated financial statements in accordance with International Financial 
Reporting Standards, as issued by the International Accounting Standards Board. 
 
Neovasc's 2017 Annual Information Form, Management's Discussion and Analysis and Consolidated Financial 
Statements and related notes will be posted on the Company's website at www.neovasc.com and will be filed 
on SEDAR and with the SEC on Form 6-K. In addition to the summary contained herein, readers are 
encouraged to review the full disclosure in these documents. The Company's Annual Report on Form 20-F will 
be filed with the SEC by April 30, 2018. 
 
Conference Call and Webcast information 
Neovasc will be hosting a conference call today at 4:30 pm ET to discuss these results. To participate in the 
conference, dial 800-281-7973 (domestic) or 323-794-2093 (international) and using passcode 4395026#.  A 
recording of the call will be available until April 10, 2018 by calling 844-512-2921 or 412-317-6671 and using 
passcode 4395026#. A link to the live and archived audio webcast of the conference call will also be available 
on the Presentations and Events page of the Investors section of Neovasc's website at www.neovasc.com.  

http://www.neovasc.com/


 

 

 

 

 

 

 
 
About Neovasc Inc. 
Neovasc is a specialty medical device company that develops, manufactures and markets products for the 
rapidly growing cardiovascular marketplace. Its products include the Neovasc Reducer™, for the treatment of 
refractory angina, which is not currently available in the United States and has been available in Europe since 
2015, and the Tiara™, for the transcatheter treatment of mitral valve disease, which is currently under clinical 
investigation in the United States, Canada and Europe. For more information, visit: www.neovasc.com. 
 
This news release contains forward-looking statements within the meaning of the U.S. Private Securities Litigation Reform 
Act of 1995 and applicable Canadian securities laws regarding the Company's plans and expectations concerning 
implementing a turnaround strategy to create value and bring its products to market, its products leading it to long-term 
success, expanding enthusiasm for the Reducer, future enrollment in the Tiara I and II studies, the development of a 
transfemoral, trans-septal version of Tiara, the viability of the Tiara as a clinical treatment, the Company's ability to complete 
the Tiara II study and timing of any application for CE Mark approval, the Company's ability to support additional clinical sites 
in Europe and to reduce time between when a site identifies a patient to when they are enrolled, the Company's ability to 
recruit additional clinical sites for the Tiara II study, the opportunity for the Reducer to gain traction in Europe and the Middle 
East, the Company's plan to double the number of implants in EMEA in 2018 over 2017, the Company's ability to initiate the 
COSIRA-II IDE study, the Company's ability to minimize selling expenses to preserve cash resources, the Company's ability 
to raise significant additional financing in order to continue to operate its business, and the shares issuable upon exercise 
or conversion of the warrants (the "Warrants") and notes (the “Notes”) issued pursuant to the 2017 Financings. Words and 
phrases such as "believe", "goal", "ongoing", "potential", "on track", "plan", "initiating", "may", “intends", "expect", 
"could", "continue" and "will", and similar words or expressions, are intended to identify these forward-looking 
statements. Forward-looking statements are based on estimates and assumptions made by the Company in light of its 
experience and its perception of historical trends, current conditions and expected future developments, as well as other 
factors that the Company believes are appropriate in the circumstances. Many factors and assumptions could cause the 
Company's actual results, performance or achievements to differ materially from those expressed or implied by the forward-
looking statements, including, without limitation, the substantial doubt about the Company's ability to continue as a going 
concern; risks relating to the Warrants and Notes issued pursuant to the 2017 Financings, resulting in significant dilution to 
the Company's shareholders; risks relating to the Company's need for significant additional future capital and the Company's 
ability to raise additional funding;  risks relating to cashless exercise and adjustment provisions in the Warrants and Notes 
issued pursuant to the 2017 Financings, which could make it more difficult and expensive for the Company to raise additional 
capital in the future and result in further dilution to investors; risks relating to the sale of a significant number of common 
shares of the Company; risks relating to the exercise of Warrants or conversion of Notes issued pursuant to the 2017 
Financings, which may encourage short sales by third parties; risks relating to the possibility that the Company's Common 
Shares may be delisted from the Nasdaq or the TSX, which could affect their market price and liquidity; risks relating to the 
Company's Common Share price being volatile; risks relating to the influence of significant shareholders of the Company 
over the Company's business operations and share price; risks relating to the Company's significant indebtedness, and its 
effect on the Company's financial condition; risks relating to claims by third parties alleging infringement of their intellectual 
property rights; risks relating to lawsuits that the Company is subject to, which could divert the Company's resources and 
result in the payment of significant damages and other remedies; the Company's ability to establish, maintain and defend 
intellectual property rights in the Company's products; risks relating to results from clinical trials of the Company's products, 
which may be unfavorable or perceived as unfavorable; the Company's history of losses and significant accumulated deficit; 
risks associated with product liability claims, insurance and recalls; risks relating to use of the Company's products in 
unapproved circumstances, which could expose the Company to liabilities; risks relating to competition in the medical device 
industry, including the risk that one or more of the Company's competitors may develop more effective or more affordable 
products; risks relating to the Company's ability to achieve or maintain expected levels of market acceptance for the 
Company's products, as well as the Company's ability to successfully build its in-house sales capabilities or secure third-
party marketing or distribution partners; the Company's ability to convince public payors and hospitals to include the 
Company's products on their approved products lists; risks relating to new legislation, new regulatory requirements and the 
efforts of governmental and third-party payors to contain or reduce the costs of healthcare; risks relating to increased 
regulation, enforcement and inspections of participants in the medical device industry, including frequent government 
investigations into marketing and other business practices; risks associated with the extensive regulation of the Company's 
products and trials by governmental authorities, as well as the cost and time delays associated therewith; risks associated 
with post-market regulation of the Company's products; health and safety risks associated with the Company's products and 
industry; risks associated with the Company's manufacturing operations, including the regulation of the Company's 
manufacturing processes by governmental authorities and the availability of two critical components of the Reducer; risk of 
animal disease associated with the use of the Company's products; risks relating to the manufacturing capacity of third-party 
manufacturers for the Company's products, including risks of supply interruptions impacting the Company’s ability to 
manufacture its own products; risks relating to the Company's dependence on limited products for substantially all of the 
Company's current revenues; risks relating to the Company's exposure to adverse movements in foreign currency exchange 

http://www.neovasc.com/


 

 

 

 

 

 

 
rates; risks relating to the possibility that the Company could lose its foreign private issuer status under U.S. federal securities 
laws; risks relating to breaches of anti-bribery laws by the Company's employees or agents; risks associated with future 
changes in financial accounting standards and new accounting pronouncements; risks relating to the Company's 
dependence upon key personnel to achieve its business objectives; the Company's ability to maintain strong relationships 
with physicians; risks relating to the sufficiency of the Company's management systems and resources in periods of 
significant growth; risks associated with consolidation in the health care industry, including the downward pressure on 
product pricing and the growing need to be selected by larger customers in order to make sales to their members or 
participants; risks relating to the Company's ability to successfully identify and complete corporate transactions on favorable 
terms or achieve anticipated synergies relating to any acquisitions or alliances; risks relating to the Company's ability to 
successfully enter into fundamental transactions as defined in the Series C warrants issued pursuant to the 2017 Financings; 
anti-takeover provisions in the Company's constating documents which could discourage a third party from making a 
takeover bid beneficial to the Company's shareholders; and risks relating to conflicts of interests among the Company’s 
officers and directors as a result of their involvement with other issuers. These risk factors and others relating to the Company 
are discussed in greater detail in the "Risk Factors" sections of the Company's Annual Information Form, which has also 
been filed on Form 6-K with the United States Securities and Exchange Commission (copies of which filings may be obtained 
at  www.sedar.com or www.sec.gov).  These factors should be considered carefully, and readers should not place undue 
reliance on the Company's forward-looking statements.  The Company has no intention and undertakes no obligation to 
update or revise any forward-looking statements, whether as a result of new information, future events or otherwise, except 
as required by law.  

 
CONTACT 
Chris Clark, Chief Financial Officer 
Neovasc Inc. 
604 248-4138 
cclark@neovasc.com 
 
Jeremy Feffer 
LifeSci Advisors, LLC 
212-915-2568 
jeremy@lifesciadvisors.com 
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