
 
 

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, DC 20549
_________________

FORM 8-K
_________________
CURRENT REPORT

Pursuant to Section 13 or 15(d) of the
Securities Exchange Act of 1934

May 9, 2019
Date of Report (date of earliest event reported)

_________________

TransEnterix, Inc.
(Exact name of Registrant as specified in its charter)

_________________

Delaware
(State or other jurisdiction of incorporation or

organization)

 0-19437
(Commission
File Number)

 11-2962080
(I.R.S. Employer

Identification Number)
 

635 Davis Drive, Suite 300
Morrisville, North Carolina

(Address of principal executive offices)

919-765-8400
(Registrant’s telephone number, including area code)

Not Applicable
(Former name or former address, if changed since last report)

_________________

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions (see General
Instruction A.2. below):
☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 
Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of the
Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company ☐
If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial
accounting standards provided pursuant to Section 13(a) of the Exchange Act.       ☐

Securities registered pursuant to Section 12(b) of the Act:
 

Title of each class  Trading symbol  Name of each exchange on which registered
Common Stock

$0.001 par value per share  
TRXC  NYSE American

 
 
 

 



 
Item 2.02 Results of Operations and Financial Condition

On May 9, 2019, TransEnterix, Inc., a Delaware corporation (the “Company”), issued a press release announcing its financial results for the first quarter ended
March 31, 2019. A copy of the press release is furnished herewith as Exhibit 99.1.

Also on May 9, 2019, following the issuance of the press release referred to above, the Company conducted a conference call to discuss the reported operating and
financial results for the first quarter ended March 31, 2019. The Company had issued a press release on April 24, 2019 to announce the scheduling of the conference
call. A copy of the transcript of the conference call is furnished herewith as Exhibit 99.2.

The information included herein and in Exhibit 99.1 and Exhibit 99.2 shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934
(“Exchange Act”) or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Securities Act of 1933
or the Exchange Act, except as expressly set forth by specific reference in such filing.

Item 9.01 Financial Statements and Exhibits

(d) Exhibits.
   
99.1  Press Release, dated May 9, 2019
  

99.2  May 9, 2019 conference call script
SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned,
thereunto duly authorized.
 
       
    TransEnterix, Inc.
   

Date: May 10, 2019    /s/ Joseph P. Slattery
    Joseph P. Slattery
    EVP and Chief Financial Officer

 

 



 
Exhibit 99.1

TransEnterix, Inc. Reports Operating and Financial Results for the First
Quarter 2019
May 9, 2019 at 4:05pm ET
 

RESEARCH TRIANGLE PARK, N.C.--(BUSINESS WIRE)--May 9, 2019-- TransEnterix, Inc. (NYSE
American:TRXC), a medical device company that is digitizing the interface between the surgeon and the patient to
improve minimally invasive surgery, today announced its operating and financial results for the first quarter of 2019.

Recent Highlights

 ● Total revenue of $2.2 million in the first quarter of 2019
 ● Sold one Senhance System globally in the first quarter in 2019
 ● Received U.S. FDA clearance for Senhance Ultrasonic System
 
“Commercially, we were disappointed with our results in the first quarter.  We did however make solid progress towards
the expansion of our global sales infrastructure and the development of our U.S. installed base to support future growth,”
said Todd M. Pope, President and CEO of TransEnterix. “As we look to the balance of 2019, we will continue to leverage
the commercial foundation we have built globally to drive the adoption of Senhance both in the U.S. and abroad.  We
remain confident in the quality of the global pipeline and expect to show meaningful revenue growth in the second half of
the year.”

Commercial and Clinical Update

In the quarter ended March 31, 2019, the Company sold one Senhance System, in Asia.

On January 15, 2019, the Company announced it had received FDA 510(k) clearance for its Senhance Ultrasonic System.
Advanced energy devices, including ultrasonic devices, represent some of the most versatile and critical tools for surgeons
in minimally invasive surgery. These instruments deliver

 



 
controlled energy to effectively ligate and divide tissue, and minimize thermal injury to surrounding structures.

First Quarter Financial Highlights

For the three months ended March 31, 2019, the Company reported revenue of $2.2 million as compared to revenue of
$4.8 million in the three months ended March 31, 2018. Revenue in the first quarter of 2019 included $1.3 million in
system sales, $546 thousand in instruments and accessories, and $348 thousand in services.

For the three months ended March 31, 2019, total net operating expenses were $21.6 million, as compared to $5.4 million
in the three months ended March 31, 2018.

For the three months ended March 31, 2019, net loss was $22.5 million, or $0.10 per share, as compared to a net loss of
$882 thousand, or $0.00 per share, in the three months ended March 31, 2018.

For the three months ended March 31, 2019, adjusted net loss was $18.7 million, or $0.09 per share, as compared to an
adjusted net loss of $11.3 million, or $0.06 per share in the three months ended March 31, 2018, after adjusting for the
following charges: change in fair value of warrant liabilities, amortization of intangible assets, change in fair value of
contingent consideration, acquisition-related costs and the loss (gain) on the sale of the SurgiBot assets.  Adjusted net loss
is a non-GAAP measure.  See the reconciliation to GAAP below.

The Company had cash, restricted cash and short term investments of approximately $49 million as of March 31, 2019.
The Company believes that it has sufficient cash and short term investments and additional debt proceeds under the
current agreement to fund the business into late 2020.

Conference Call

TransEnterix, Inc. will host a conference call on Thursday, May 9, 2019 at 4:30 p.m. ET to discuss its first quarter 2019
operating and financial results. To listen to the conference call on your telephone, please dial (844) 804-5261 for domestic
callers or (612) 979-9885 for international callers and reference conference ID 3499015 approximately ten minutes prior
to the start time. To

 



 
access the live audio webcast or archived recording, use the following link http://ir.transenterix.com/events.cfm. The
replay will be available on the Company's website.

About TransEnterix

TransEnterix is a medical device company that is digitizing the interface between the surgeon and the patient to improve
minimally invasive surgery by addressing the clinical and economic challenges associated with current laparoscopic and
robotic options in today's value-based healthcare environment. The Company is focused on the commercialization of the
Senhance™ Surgical System, which digitizes laparoscopic minimally invasive surgery. The system allows for robotic
precision, haptic feedback, surgeon camera control via eye sensing and improved ergonomics while offering responsible
economics. The Senhance Surgical System is available for sale in the US, the EU and select other countries. For more
information, visit www.transenterix.com.

Use of Non-GAAP Measures

The adjusted net loss and adjusted net loss per share presented in this press release are non-GAAP measures. The
adjustments relate to the change in fair value of warrant liabilities, reversal of transfer fee accrual, amortization of
intangible assets, change in fair value of contingent consideration, acquisition-related costs, loss on extinguishment of
debt the loss (gain) on the sale of the SurgiBot assets. These financial measures are presented on a basis other than in
accordance with U.S. generally accepted accounting principles ("Non-GAAP Measures"). In the tables that follow under
"Reconciliation of Non-GAAP Measures,” we present adjusted net loss and adjusted net loss per share, reconciled to their
comparable GAAP measures. These items are adjusted because they are not operational or because these charges are non-
cash or non-recurring and management believes these adjustments are meaningful to understanding the Company's
performance during the periods presented. These Non-GAAP Measures should be considered a supplement to, not a
substitute for, or superior to, the corresponding financial measures calculated in accordance with GAAP.

Forward-Looking Statements

This press release includes statements relating to the current regulatory and commercialization plans for the Senhance
Surgical System. These statements

 



 
and other statements regarding our future plans and goals constitute "forward looking statements" within the meaning of
Section 27A of the Securities Act of 1933 and Section 21E of the Securities Exchange Act of 1934, and are intended to
qualify for the safe harbor from liability established by the Private Securities Litigation Reform Act of 1995. Such
statements are subject to risks and uncertainties that are often difficult to predict, are beyond our control and which may
cause results to differ materially from expectations and include whether we will be able to leverage the commercial
foundation we have built globally to drive the adoption of Senhance both in the U.S. and abroad and whether TransEnterix
has sufficient cash and additional debt proceeds under the current agreement to fund the business into late 2020.  For a
discussion of the risks and uncertainties associated with TransEnterix's business, please review our filings with the
Securities and Exchange Commission (SEC), including our Annual Report on Form 10-K for the year ended December
31, 2018, filed with the SEC on February 27, 2019 and our other filings we make with the SEC. You are cautioned not to
place undue reliance on these forward looking statements, which are based on our expectations as of the date of this press
release and speak only as of the origination date of this press release. We undertake no obligation to publicly update or
revise any forward-looking statement, whether as a result of new information, future events or otherwise.

 

 
 

 



 
TransEnterix, Inc.

Consolidated Statements of Operations and Comprehensive (Loss) Income
(in thousands except per share amounts)

(Unaudited)
 

  Three Months Ended    
  March 31,    
  2019   2018    

Revenue  $ 2,181  $ 4,767   
Cost of revenue   2,467   2,555   

Gross (loss) profit   (286)   2,212   
Operating Expenses (Income)           

Research and development   5,655   5,265   
Sales and marketing   7,674   5,970   
General and administrative   4,560   2,676   
Amortization of intangible assets   2,611   2,827   
Change in fair value of contingent consideration   998   627   
Acquisition related costs   45   —   
Loss (gain) from sale of SurgiBot assets, net   97   (11,996)   

Total Operating Expenses (Income)   21,640   5,369   
Operating Loss   (21,926)   (3,157)   
Other (Expense) Income           

Change in fair value of warrant liabilities   (106)   1,829   
Interest income   318   270   
Interest expense   (1,116)   (656)   
Other expense   (305)   (58)   

Total Other (Expense) Income, net   (1,209)   1,385   
Loss before income taxes  $ (23,135)  $ (1,772)   

Income tax benefit   610   890   
Net loss  $ (22,525)  $ (882)   
Comprehensive (loss) income           
Foreign currency translation (loss) gain   (1,949)   2,308   
Comprehensive (loss) income  $ (24,474)  $ 1,426   
Net loss per share - basic and diluted  $ (0.10)  $ (0.00)   
Weighted average common shares outstanding - basic and diluted   216,796   199,900   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 



 
TransEnterix, Inc.

Consolidated Balance Sheets
(in thousands, except share amounts)

 
  March 31,   December 31,  

  2019   2018  
  (unaudited)      

Assets         
Current Assets         

Cash and cash equivalents  $ 25,545  $ 21,061 
Short-term investments   22,904   51,790 
Accounts receivable, net   8,531   8,560 
Inventories   15,197   10,941 
Interest receivable   34   26 
Other current assets   10,211   9,205 

Total Current Assets   82,422   101,583 
Restricted cash   578   590 
Property and equipment, net   5,923   6,337 
Intellectual property, net   36,322   39,716 
In-process research and development   10,527   10,747 
Goodwill   79,509   80,131 
Other long term assets   1,695   203 

Total Assets  $ 216,976  $ 239,307 
Liabilities and Stockholders’ Equity         
Current Liabilities         

Accounts payable  $ 4,756  $ 4,433 
Accrued expenses   7,044   9,619 
Deferred revenue – current portion   1,618   1,733 
Contingent consideration – current portion   70   72 
Deferred consideration – MST Acquisition   6,044   5,962 

Total Current Liabilities   19,532   21,819 
Long Term Liabilities         

Deferred revenue – less current portion   —   109 
Contingent consideration – less current portion   11,565   10,565 
Notes payable - net of debt discount   29,267   28,937 
Warrant liabilities   4,742   4,636 
Net deferred tax liabilities   4,000   4,720 
Other long term liabilities   1,104   — 

Total Liabilities   70,210   70,786 
Commitments and Contingencies         
Stockholders’ Equity         

Common stock $0.001 par value, 750,000,000 shares authorized at
   March 31, 2019 and December 31, 2018; 217,118,077 and
   216,345,984 shares issued and outstanding at March 31, 2019 and
   December 31, 2018, respectively   217   216 
Additional paid-in capital   679,084   676,373 
Accumulated deficit   (531,924)   (509,406)
Accumulated other comprehensive (loss) income   (611)   1,338 

Total Stockholders’ Equity   146,766   168,521 
Total Liabilities and Stockholders’ Equity  $ 216,976  $ 239,307

 

 
 
 
 

 



 
TransEnterix, Inc.

Consolidated Statements of Cash Flows
(in thousands)

(Unaudited)
 

  Three Months Ended  
  March 31,  
  2019   2018  

Operating Activities         
Net loss  $ (22,525)  $ (882)

Adjustments to reconcile net loss to net cash and cash equivalents used in
   operating activities:         

Loss (gain) from sale of SurgiBot assets, net   97   (11,996)
Depreciation   563   660 
Amortization of intangible assets   2,611   2,827 
Amortization of debt discount and debt issuance costs   330   274 
Amortization of short-term investment discount   (220)   — 
Interest expense on deferred consideration – MST acquisition   204   — 
Stock-based compensation   2,981   1,834 
Deferred tax benefit   (610)   (890)
Change in fair value of warrant liabilities   106   (1,829)
Change in fair value of contingent consideration   998   627 
Changes in operating assets and liabilities:         

Accounts receivable   (129)   (296)
Interest receivable   (8)   (21)
Inventories   (4,621)   (604)
Other current and long term assets   (2,655)   1,171 
Accounts payable   286   (217)
Accrued expenses   (2,518)   (2,871)
Deferred revenue   (197)   (86)
Other long term liabilities   1,112   — 

Net cash and cash equivalents used in operating activities   (24,195)   (12,299)
Investing Activities         

Purchase of short-term investments   (10,894)   — 
Proceeds from maturities of short-term investments   40,000   — 
Proceeds related to sale of SurgiBot assets, net   —   4,496 
Purchase of property and equipment   (118)   (218)
Proceeds from sale of property and equipment   —   17 

Net cash and cash equivalents provided by investing activities   28,988   4,295 
Financing Activities         

Proceeds from issuance of common stock and warrants, net of issuance costs   —   11 
Taxes paid related to net share settlement of vesting of restricted stock units   (499)   — 
Proceeds from issuance of common stock related to sale of SurgiBot assets   —   3,000 
Proceeds from exercise of stock options and warrants   236   1,712 

Net cash and cash equivalents (used in) provided by financing activities   (263)   4,723 
Effect of exchange rate changes on cash and cash equivalents   (58)   88 
Net increase (decrease) in cash, cash equivalents and restricted cash   4,472   (3,193)
Cash, cash equivalents and restricted cash, beginning of period   21,651   97,606 
Cash, cash equivalents and restricted cash, end of period  $ 26,123  $ 94,413 
Supplemental Disclosure for Cash Flow Information         

Interest paid  $ 750  $ 304 
Supplemental Schedule of Noncash Investing and Financing Activities         

Transfer of inventories to property and equipment  $ 86  $ 71 
Reclass of warrant liability to common stock and additional paid-in capital  $ —  $ 516 

 

 



 
 
 

TransEnterix, Inc.
Reconciliation of Non-GAAP Measures

Adjusted Net Loss and Net Loss per Share
(in thousands except per share amounts)

(Unaudited)
 

        
   Three Months Ended  

   March 31,  
  2019  2018  

(Unaudited, U.S. Dollars, in thousands)       
Net loss (GAAP) $(22,525)  $     (882)  
        
Adjustments       
 Loss (gain) from sale of SurgiBot assets, net            97   (11,996)  
 Amortization of intangible assets       2,611     2,827  
 Change in fair value of contingent consideration  998        627  
 Acquisition related costs  45  — 
 Change in fair value of warrant liabilities        106  (1,829) 
Adjusted net loss (Non-GAAP) $ (18,668)  $ (11,253)  
        

   Three Months Ended  
   March 31,  

(Unaudited, per diluted share) 2019  2018  
Net loss per share (GAAP) $    (0.10)  $   (0.00)  
        
Adjustments       
 Loss (gain) from sale of SurgiBot assets        0.00      (0.06)  
 Amortization of intangible assets      0.01        0.01  
 Change in fair value of contingent consideration         0.00     0.00  
 Acquisition related costs  0.00   —  
 Change in fair value of warrant liabilities  0.00                (0.01)  
Adjusted net loss per share (non-GAAP) $     (0.09)  $     (0.06)  
        

 

 



 
          

The non-GAAP financial measures for the three months ended March 31, 2019 and 2018 provide management with
additional insight into the Company’s results of operations from period to period without non-recurring and non-cash
charges, and are calculated using the following adjustments:

a)   Gain from sale of SurgiBot assets relates to amounts received from Great Belief International Limited in excess of the
carrying amount of the assets sold. Loss from sale of SurgiBot assets relates to additional outside service costs to transfer
the assets.

b)   Intangible assets that are amortized consist of developed technology and purchased patent rights recorded at cost and
amortized over 5 to 10 years.

c)   Contingent consideration in connection with the acquisition of the Senhance System in 2015 is recorded as a liability
and is the estimate of the fair value of potential milestone payments related to business acquisitions. Contingent
consideration is measured at fair value using a discounted cash flow model utilizing significant unobservable inputs
including the probability of achieving each of the potential milestones and an estimated discount rate associated with the
risks of the expected cash flows attributable to the various milestones. Significant increases or decreases in any of the
probabilities of success or changes in expected timelines for achievement of any of these milestones would result in a
significantly higher or lower fair value of these milestones, respectively, and commensurate changes to the associated
liability. The contingent consideration is revalued at each reporting period and changes in fair value are recognized in the
consolidated statements of operations and comprehensive loss.

d)   Acquisition related costs were incurred in connection with the MST Medical Surgery Technologies Ltd. purchase
agreement and consist of legal, accounting, and other costs.

e)   The Company’s Series B Warrants are measured at fair value using a simulation model which takes into account, as of
the valuation date, factors including the current exercise price, the expected life of the warrant, the current price of the
underlying stock, its expected volatility, holding cost and the risk-free interest rate for the term of the warrant. The warrant
liability is revalued at each reporting period or upon exercise and changes in fair value are recognized in the consolidated
statements of operations and comprehensive loss.

 



 
 

Contacts:

For TransEnterix, Inc.
Investors:
Mark Klausner, +1 443-213-0501
invest@transenterix.com
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Media:
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Exhibit 99.2

Company: TRANSENTERIX, INC.
Conference Title: Q1 2019 TransEnterix Inc. Earnings Call
Moderator: Mark Klausner
Date: May 9, 2019
 
PRESENTATION
 
Operator

Good afternoon, ladies and gentlemen and welcome to the TransEnterix First Quarter 2019 Financial Operating Results Conference Call.
As a reminder, this call is webcast live and recorded. It is now my pleasure to introduce your host Mr. Mike Klausner, of Westwicke
Partners. Please go ahead, sir.

Mark R. Klausner – Westwicke Partners, LLC - Managing Partner

Good afternoon, and thank you for joining us for the TransEnterix First Quarter Conference Call. Joining us on today's call are
TransEnterix President and Chief Executive Officer Todd Pope; and its Executive Vice President and Chief Financial Officer, Joe
Slattery. I would like to remind you that this call is being webcast live and recorded. A replay of the event will be available following the
call on our website. To access the webcast, please visit the events link in the IR section of our website, transenterix.com. Before we
begin, I would like to caution listeners that certain information discussed by management during this conference call including guidance
related to the number of Senhance systems expected to be sold in the second quarter of 2019 are forward-looking statements covered
under the Safe Harbor provisions of the Private Securities Litigation Reform Act of 1995. Actual results could differ materially from
those stated or implied by our forward-looking statements due to risks and uncertainties associated with the company's business. The
company undertakes no obligation to update the information provided on this call. For discussion of risks and uncertainties associated
with TransEnterix business, I encourage you to review the company's filings with the Securities and Exchange Commission, including the
Form 10-K for the year ended December 31, 2018, filed on February 27, 2019, and the Form 10-Q for the quarter ended March 31, 2019,
expected to be filed shortly and the other filings we make with the SEC. During this call, we will also present certain non-GAAP
financial information related to adjusted net loss and adjusted earnings per share. Management believes that non-GAAP financial
measures taken in conjunction with U.S. GAAP financial measures provide useful information for both management and investors by
excluding certain non-cash and other expenses that are not indicative of the company's core operating results. Management uses non-
GAAP measures to compare our performance relative to forecast and strategic plans to benchmark our performance externally against
competitors and for certain compensation decisions. Reconciliations from U.S. GAAP to non-GAAP results are presented in the tables
accompanying our earnings release, which can be found in the Investor Relations section of our website.

 



 
With that, it's my pleasure to turn the call over to TransEnterix President and Chief Executive Officer, Todd Pope.

Todd M. Pope – TransEnterix, Inc. – CEO, President & Director

Thank you, Mark, and welcome to our first quarter 2019 conference call. We will begin today's call by providing a high level overview of
our first quarter performance and the progress we have made towards our strategic priorities for the year. I will then turn the call over to
Joe to provide a financial overview, after which we will open up the line for questions. Starting with our first quarter performance. During
the first quarter, we reported revenue of $2.2 million comprised of 1 system sale as well as instruments, accessories and service. System
was sold to an end user hospital in Taiwan. Obviously, the fact that our system sales came in below our expectations during the quarter is
disappointing. As we stated before, capital sales are inherently difficult to predict, particularly when working with the developing
pipeline. Each of the pipeline sales that did not occur in the quarter have their own reasons that caused them to be delayed ranging from a
change in decision-maker, to a longer than anticipated time to convert surgeon interest into an order from hospital administration. While
we believe that all of the sales identified remain opportunities, we did not necessarily expect all of them to close in the second quarter.
Having said that, we believe that our longer-term pipeline remains strong and as I will detail in a minute, we have taken a number of
actions in the quarter that we believe will make us even more competitive in the market. I'd now like to spend some time discussing the
progress against our strategic priorities for 2019. As a reminder, these priorities are: focus on driving the adoption of digital laparoscopy
with Senhance in the U.S., implement key instrument expansions in the U.S., advance the technological capabilities of Senhance
throughout the integration of surgical image analytics technologies, and continue to facilitate the commercial adoption of Senhance in
Asia. Taking each of these in order, we place driving the adoption of digital laparoscopy with Senhance in the United States at the top of
our list for 2019 because the U.S. represents the largest potential opportunity for Senhance. The current focus on adoption is the next
phase of our commercial U.S. strategy, following our initial launch activities last year. When we discuss adoption, we include activities in
addition to new system sales. Importantly, our success in adoption is also demonstrated by our driving the utilization on our installed
base, both in the number and diversity of procedures and the number of surgeons actively utilizing our systems. This growing foundation
of committed users will enable peer-to-peer selling among surgeons to complement our own selling and marketing investments, and drive
increasing system sales over time. Thus far in 2019, we've made solid progress in transforming our current U.S. installed base into
reference sites, with engaged high-volume surgeons. This has included investing time helping these sites get up and running including
activities like installation, training surgeons, credentialing proctors and ensuring quality outcomes. Today, some of the U.S. installations
now have enough experience with the system to allow us to bring in potential customers, and interact real-time with current Senhance
users. We anticipate

 



 
that additional installations will come up to speed shortly into these sites together with new customers will grow our hospital reference
base throughout the year. We have previously been limited in scheduling large numbers of surgeons to attend live case observations. To
address this challenge, we have begun to program to broadcast live surgery utilizing Senhance to surgeons throughout the world. Three
live surgical broadcasts occurred in Q1, and more are planned throughout the year. These broadcasts are vital tools to help surgeons
envision how they can implement Senhance in their own practice. We're also continuing to focus on physician education, and peer-to-peer
interactions as evidenced by our activity at last month's Society of American Gastrointestinal and Endoscopic Surgeons meeting in
Baltimore, Maryland. At the SAGES meeting, we were able to turn our efforts to expand adoption into rich user base content for the
meeting. For the first time, we had a U.S. surgeon, Dr.  Robert Marema from Flagler Hospital, conducting multiple in-booth presentations
to share his experience with the Senhance. Another first for this meeting was the TransEnterix symposium, which included a panel of 3
surgeon users, 2 from the United States and 1 from Europe. These surgeons varied in experience from one who has had the system for 4
weeks and performed 14 cases, to a surgeon with more than 300 Senhance procedures, offering a broad array of perspectives to the
attending audience. Let me share some color on each one of these surgeons and the focus of their presentations. Dr. Amit Trivedi has
worked in private practice for nearly 20 years, as part of a high volume laparoscopic group covering multiple hospitals, and he is
currently chair of the Department of Surgery at Hackensack Meridian Health, Pascack Valley Hospital in New Jersey. He is a new user
who began performing Senhance surgery just 1 month before attending SAGES. In his presentation, Dr. Trivedi shared his first month of
experience during which he performed 14 surgeries. He discussed that he was attracted to the Senhance because of the ability to leverage
his laparoscopic experience, advanced technologies like eye tracking camera control and haptic feedback and the cost effectiveness of the
system. He also noted that Senhance provided him an opportunity to be a leader in the implementation of new technology in the local
market. Dr. Marema was an early adopter of laparoscopy and he has been performing laparoscopic surgery at high volumes for nearly 3
decades. Currently serves as the Medical Director of Bariatric and General Surgery at Flagler Hospital in Florida. Dr. Marema began
using Senhance in late 2018. He was drawn to the system due to its open architecture, the open platform, which allows direct
visualization of the surgical field and the patient, the fact that the system was staff friendly, and that it allowed OR personnel to integrate
quickly into the team. At the time of his SAGES presentation, Dr. Marema had completed 40 cases using Senhance, performing a wide
variety of procedure types. He noted that the use of familiar laparoscopic motion as well as maintaining laparoscopic triangulation and
port placement resulted in a rapid learning curve for him and his surgical team. Finally, Dr. Dietmar Stephan from St. Marien hospital in
Seigen, Germany discussed his extensive case history with the system. Dr. Stephan has over 2 years of hands-on experience with
Senhance, during which time he has successfully completed over 300 cases across hernia repair, cholecystectomy, colorectal and upper
GI procedures. Dr. Stephan highlighted the rapid docking in short turnover times achieved at his hospital. He also presented the advanced
procedures now enabled by Senhance with the use of ultrasonic energy, as well as his experience utilizing 3-

 



 
millimeter instruments for virtually scarless procedures. One of the other highlights at SAGES was the introduction of the Senhance
surgical simulator. This has been a significant development project over the past 3 years that we're very proud of and we're receiving high
marks from surgeons that were able to get their hands on for the first time. The simulator leverages our existing surgeon cockpit, and
mimmicks the robotic arms for a number of applications. These include providing for more cost-effective demonstrations, offering users
the ability to practice without the need for a full system or a bedside assistant, and a test for skills with standardized exercises for
laparoscopic and robotic surgery. The simulator offers a complete experience including our exclusive eye tracking camera control and
haptic feedback. It also will serve as an engine on which we can continue to expand our image analytics and augmented intelligence
capabilities. Notably, this is the first time haptics are enabled in a robotic surgery simulator. Recognizing the progress being made with
the Senhance platform and instrumentation, including the simulator, our growing case experience and the ability to leverage reference
sites, we've been focused on expanding our commercial infrastructure in the U.S. to accelerate the adoption of Senhance. Since the
beginning of the year, we've made a number of high quality hires in new roles in capital sales, marketing and training. These new hires
have significant experience in developing and executing successful commercial strategies for medical devices, coming from leading
medical technology companies, as well as surgical robotics companies. From a sales perspective, we have begun to expand our
geographical presence to include the West Coast and also brought on significant early-stage robotic sales capabilities. We have added
significant marketing and market development experience to increase Senhance awareness and pipeline maturation, and also to support
customer marketing objectives once the installation occurs. Equally as important, we have brought on talent with demonstrated ability to
create and build world-class training programs, as well as customer clinical support programs. All of our hires have deep functional
expertise, with most of them bringing long-standing relationships with surgeons that are forward thinking and are attracted to new
technology. Additionally, we are in the final stages of recruiting a Vice President of sales for the U.S., and we expect to have this person
hired and onboarded in the second quarter. Now, shifting gears to implementation of key instrument expansions in the U.S. Expanding on
our significant strides in 2018 on this front, we set out in 2019 to broaden our instrument offerings even further. In the first quarter, we
achieved the most significant of these with the FDA approval of Senhance Ultrasonic instruments, which we achieved in January. All of
our U.S. accounts have now received and begun to utilize ultrasonic with the Senhance and the clinical feedback from our global installed
base has been excellent. Many surgeons are utilizing the instrument to perform complex dissections across general surgery, colorectal,
bariatric, gynecology and urology with speed and safety. Based on the feedback we have received from surgeons in the field, and
prospective customers in our pipeline, we feel this advice expands the overall attractiveness of the Senhance platform meaningfully. The
second is articulating instruments for which we continue to expect to receive FDA clearance later this year. Our third priority for 2019 is
the advancement of the technological capabilities of

 



 
Senhance through the integration of image analytics technologies. We believe that the innovative capabilities we acquired will
meaningfully advance the benefits of digital laparoscopy to patients, surgeons and operating rooms globally. In 2019, we will work
toward the rollout of these innovative capabilities. We've begun to make progress on this front, with the initial step being additional
product development followed by submission of a FDA 510(k) application, which we continue to expect to complete by the end of 2019.
Through our interactions with hospitals considering Senhance, we have received interest in evaluating the Senhance for pediatric surgery.
Currently, pediatric surgeons typically utilize standard laparoscopic instruments designed for the adult population when operating on
children. Because instrument control is so important when working on smaller anatomy, robotics would seem to be a natural solution, but
the larger instruments of existing technologies have limited adoption in this population. Based on the Senhance's robotic instrument
control, haptic feedback and 3-millimeter instruments, we believe we may be in a unique position to address this market. We have
conducted some preliminary testing to evaluate the potential to serve this market, and will continue to work over the coming quarters. We
look forward to updating you with our progress as this exciting opportunity evolves. Our final strategic priority is the continued
facilitation of the commercial adoption of Senhance in Asia. As noted on our last quarterly update, we received full Taiwanese FDA
approval in the fourth quarter of 2018 allowing us to begin to market to both surgeons and healthcare providers. We were able to quickly
capitalize on this approval with the sale in the fourth quarter of 2018, as well as another system sale in the first quarter of 2019 to
Veterans General Hospital in Taipei. The system we sold in December 2018 was installed and the surgeon training was completed in the
first quarter. The team at Fu Jen Catholic Hospital began performing surgery last week with 12 general surgery cases completed in a span
of just 7 days. This demonstrates how the Senhance's familiar interface for laparoscopic surgeons can simplify the rapid adoption of a
clinical program. We expect to install the system sold to Veterans General Hospital and begin the clinical program later this quarter. And
in Japan, we continue to make progress on the regulatory activities. This process is typically measured in years not quarters, so we will
provide updates as warranted. We plan to leverage a hybrid model in Japan, where we will appoint a national distributor for sales,
marketing and technical support, while we manage regulatory, clinical and training activities directly. We are in the final stages of
appointing the distributor representative and expect to complete this selection later in the quarter. I would now like to turn the call over to
Joe to provide a financial review.Joseph P. Slattery – TransEnterix, Inc. – Executive VP & CFO

Thanks, Todd. For the 3 months ended March 31, 2019, the company reported revenue of $2.2 million as compared to revenue of $4.8
million in the 3 months ended March 31, 2018. The company sold 1 system in the first quarter of 2019 as compared to 2 systems in the
prior-year period. Revenue related to system sales totaled $1.3 million and $3.5 million respectively for the comparable periods.
Instruments and accessories sales in the first quarter of 2019 totaled $546,000 versus $1.1 million for the comparable prior-year period.
Services increased to $348,000 for the 3 months ended March 31, 2019, compared to $202,000 for the comparable prior-year period. The
total revenue in the quarter attributable to the Taiwan system sale was $1.3 million. Gross margin for the first quarter was negative 13%
due to fixed and variable costs in

 



 
excess of revenues. R&D expenses in the quarter increased to approximately $5.7 million as compared to the prior-year period at $5.3
million, due primarily to increased personnel and supplies costs. Sales and marketing expenses in the quarter increased to $7.7 million
from $6 million in the prior-year period, as we continue to expand investment in our commercial infrastructure with a focus in the U.S.
General and administrative expenses in the quarter increased to approximately $4.6 million from approximately $2.7 million in the prior-
year period, primarily due to increased headcount and consulting services to support our overall growth and geographic expansion.
GAAP net loss for the quarter was $22.5 million or $0.10 per share compared to a GAAP net loss of $882,000 or $0.00 per share in the
prior-year period. For the 3 months ended March 31, 2019, adjusted net loss was $18.7 million or $0.09 per share as compared to an
adjusted net loss of $11.3 million or $0.06 per share in the 3 months ended March 31, 2018, after adjusting for the gain from the sale of
SurgiBot assets and noncash charges for amortization of intangible assets, change in fair value of contingent consideration, and change in
fair value of warrant liabilities. Cash and short-term investments as of March 31 was $48.4 million. We have not raised any capital
through the ATM that we announced last December. We continue to believe that our existing cash and additional debt proceeds will
support the business until late 2020, including incremental debt under our agreement with Hercules Capital. Now I'll turn the call back
over to Todd. Todd?

Todd M. Pope – TransEnterix, Inc. – CEO, President & Director

Thanks, Joe. Now turning to guidance. In the second quarter, we expect to sell 2 to 4 systems globally, and although it has been a slow
start to the year, we remain confident in the quality of our pipeline and expect to show meaningful revenue growth in the back half of the
year. As a recap, we remain confident about our future here at TransEnterix, with the benefits of significantly expanded market
opportunity through recent additions of key instrument offerings, a newly bolstered and expanding commercial sales infrastructure, and
increased geographic opportunities. Our confidence in full year 2019 sales growth remains. We continue to strongly believe that we'll
drive adoption of Senhance both in the U.S. and abroad, leveraging the outstanding foundation our team has worked so hard to build. And
with that, I'd like to open up the line for questions.QUESTIONS AND ANSWERS

Operator

(Operator Instructions) Our first question is going to come from Rick Wise from Stifel.

Frederick Allen Wise – Stifel, Nicolaus & Company, Incorporated, Research Division – MD & Senior Equity Research Analyst

Good afternoon and thanks for taking the question. Let me start off with a question about pipeline and the outlook for the rest of the year.
Todd, I mean, thank you for giving us some clarity about the second quarter. And, I guess, it might be helpful for me, I am sure for
everybody to hear why

 



 
you are confident -- your thoughts about your confidence about the meaningful revenue growth -- it sounds like in the second half of the
year. Is it that you have purchase orders in hand, is it that the pipeline is clearly evolving? Is it that you feel like you have a team and the
technology in place? Just help us understand you're thinking behind your -- clearly, I think it would seem well-founded optimism about
the way the year unfolds?

Todd M. Pope

Yes, thank you, Rick. And I appreciate the question, I think those are all spot on. Let's talk a little bit about the Q1. Certainly, we're kind
of dealing with a lot of small numbers as an emerging commercial growth company. Two of the deals that we felt like we closed at the
time we provided guidance had extenuating circumstances. Those deals are delayed, they are not necessarily lost. We had a change in
decision-maker in one and need longer time to convert surgeon interest to a hospital administration approval. So, disappointing, but that's
a little background. As we talk about Q2, as you think about our approach to guidance has really evolved over the last year. A year ago,
we just felt that our visibility was pretty limited. We just didn't feel good about providing guidance, we were just getting going. As our
visibility improved and we felt like our ability to predict sales improved a little bit, we wanted to do that and we certainly recognize the
importance of providing guidance that we can achieve. And we didn't meet our own standards in the first quarter. Kind of taking all that
into account, we felt like when we wanted to give guidance into Q2, I will give you a little bit more color on that. As we sit here today,
we currently already have one purchase order in hand, and another that we expect in the next week or two. So we feel like if we will be
hitting the middle of the Q2, we're well on our way to hitting our target in the Q2 of 2 to 4 systems. So I think that's a little bit of a
background on Q1, certainly a little bit of confidence check for us on Q2. And I would just say that as we look toward the back half of
2019, we certainly have been out in the O U.S. market for a little longer. We've had several accounts up and going close to 3 years outside
the U.S., so we've been able to take our perspective pipeline there. If you think about O U.S. surgeons, they've got strong laparoscopic
surgery skills and many of these markets are cost conscious as it relates to procedure cost. When we go out there, right off the bat that
offering of Senhance really resonates. And as we think about the U.S., there are a little bit different competitive dynamics. And what we
really felt like we needed as we've seen everywhere in the world, hospitals when they get close to purchasing they want to have some
good reference accounts in their geography so that they can go to as a final step, talk to people, both surgeons and administrators, and
spend some time there and get those people’s feedback. And we've been stating the last couple of quarters that's our most important task.
And we feel like now and I think you and others that have seen some of the news coming out of SAGES. We now are starting to get not
just European KOLs to get out and talk about their experience, share some of their data and their enthusiasm, we're starting to get some
advocates in the U.S., at multiple different sites. And that's what you need to be able to make that final step to convert these pipeline
accounts into purchases. It's taken us a little bit of time to get there, and we feel good about where we are. But now that those sites are
starting to progress from training to credentialing, to comfort, to higher-volume, to multiple specialties, to advocates, that's where we feel
like it's really going to start paying dividends in our pipeline throughout the year. And we feel very good about our full year 2019 growth.
So kind of a long answer to your question, but I wanted to make sure to go into the depth to provide a perspective on your question.

 



 
Frederick Allen Wise

No, that was helpful. You talked about both the referenced sites and the way you're reaching out with these broadcasts. A couple of
questions around that. Do you -- it seems like you have, if I'm understanding correctly, 2 U.S. reference sites now. Even if I'm -- if it's 3,
even if I don't have the right number, how many do you need -- at this point you feel like you have a solid reference site -- U.S. reference
site base and you think you can get there this year. And maybe give us a little bit more color about these live broadcasts. I mean, are
single digit docs listening in or are 100s listening in? And what impact is that live streaming discussions? What kind of impact it is
having?

Todd M. Pope

Yes. I mean, great question. The best way I can describe what we think our deal is when we look at our experience outside of the United
States, especially in Europe. We early on had 1 site in Europe that was fairly busy, and then we added a second. And now we've added a
third that are very high volume, very high volume with Senhance. So we've been seeing that when you have different sites across
different geographies that have different specialties, that really allows you to cover a lot of ground. So in the U.S., yes, we feel like we've
got 2 or 3 of those now that are in different parts of the U.S., easy to get to with a drive or a plane flight. And we think at that point, we
also have different specialties doing different procedures. So we're starting to now replicate what we saw in Europe that really allowed
Europe to get out and have success over the last year, year and a half. We feel like we've got those reference sites now. And to answer
your question, how many is enough. I think everyone that you add, adds exponential impact certainly. Now your question on live
broadcast. There is no doubt I've been in surgery now going on 30 years and surgeons like to see surgery with devices, that's what they
like to see. And we realized early on some of our purchases we were able to convert by traveling prospective hospitals and surgeons to
the site. Though with today's technology, we’ve now set up some of our higher volume sites to be able to broadcast surgery on a monthly
basis. This is very effective because from the comfort of your own laptop, you can dial in, you can watch procedures being done. We got
a nice camera aspect, where you can see inside the patient. You can see the console and you can see the greater rooms, you can have
multiple camera angles. You can have Q&A, the surgeon is able to moderate throughout the procedure. So this has really, really helped
us. It helps with awareness, but it also helps people later stage of pipeline accounts. They don't necessarily have to travel, they can sit
there and have an interactive experience. And as far as the numbers, whenever you get your numbers back, you don't know if someone's
there in the room with 10 people or not, but our log ins are hundreds of people, not 3 or 4. It's just hard to say exactly how many people
are in each one of those rooms. And that continues to be revisited time and time again. So it's really helped I think with awareness, and
also just comfort of some of our pipeline accounts being able to see multiple different procedures done and have a live time Q&A.

Frederick Allen Wise

Right. A couple of from me if you don't mind. Todd, given the timelines in Europe and as you say you've been up there for longer. Should
we be -- I mean I hear about the delayed U.S. systems and stuff happens, I get that, it is still early days. But should we be surprised that
there were no sales in Europe or Eastern Europe this quarter?

 



 
Todd M. Pope

I mean, look, I think that was a disappointment to us. I don't think there's any way around it. It really was -- you find in a company like
ours when you sell your first couple of systems, that's great and you get up and going. But when you get systems and the teams in
different countries with different languages, it's a big effort for the company to go out, make sure your training, proctoring, you're
creating credentialing requirements and you are also starting to host other pipeline accounts from different parts of the world. So some of
the organizations focus really gets on making sure that the systems that you have out there are operating tiptop. And we hope that those
sites can be cultivated into hosting our pipeline, not everyone wants to host. But I think that's one of the things that we've certainly spent
some time with our European team on. We're seeing pipeline accelerations certainly in Western Europe. Now we have 2 of our busiest
sites in the world there. That really helps us. And then when you look at Eastern Europe, we've got a strong pipeline there, typically the
ASPs are a little higher there. And these are deals that are pretty major undertakings because a lot of the hospitals are a part of a
government program and it takes a lot of coordination between the government’s funding and the end users. But those systems that fall
under that criteria are really lining up well. As you kind of keep going around the globe, it's early days for us in Asia, but you see we got
approval in Taiwan and very quickly we've been able to move to get systems sold, installed, trained and used and so that's an encouraging
sign. I'll say that Japanese regulatory clearance, when that happens, will be a significant opportunity for us. We've talked about it in the
past, that's the second largest market for robotics in the world, as you rate by country. And then, also in Asia, we've not talked about this
in the past but we are now exploring the Chinese market. It's certainly a market that people pay attention to. Big market, and we have
good knowledge if you follow the company. We have a good understanding of the Chinese market. So we're now in the stages of
exploring commercialization in China, which gets a lot of attention from a lot of people, especially with some of the features we offer in
our cost per procedure. So a little commentary on the globe both U.S. and outside the U.S.

Frederick Allen Wise

And just last one for me now, Todd. I know in many recent quarters, you've talked about the upcoming quarter in some kind of press
release. I didn't look back to see how many precisely, but I feel like a number of recent quarters you've previewed, good or bad in
advance. And I noticed that there was no early comment on this quarter. Just wondering does this reflect a change in your thinking about
how you are communicating? Or something about your changing strategy? Maybe just tell us how your thinking has evolved and what we
should expect going forward? Thank you very much.

Joseph P. Slattery

Thanks, Rick. This is Joe. And thanks for the question. We -- in the past from time to time, we have put out an early quarter update on the
prior quarters’ results. But as we have matured as a business, we feel like we feel the focus of our communication to the street should be
these calls and while we may put out releases intra-quarter on specific events that are materials, we feel like focusing our energy and
communication on a singular call is the right path for us going forward.

 



 
OperatorOur next question comes from Jeffrey Cohen from Ladenburg Thalmann.

Jeffrey Scott Cohen – Ladenburg Thalmann & Co. Inc., Research Division – MD of Equity Research

Hi Todd and Joe. I had a few questions I wanted to get in. Firstly, can you talk about the placement this quarter, what country was it in,
you said Asia in the press release?Todd M. Pope

Yes, Taiwan.

Jeffrey Scott Cohen

Okay. Got it. And then could you give us some color as far as types of cases that were performed this quarter and any particular that stand
out or any that surprised you on the upside or vice versa?

Todd M. Pope

I would say that general surgery and GYN continue to be the lion share of the business. There's so many general surgery cases to be done.
And certainly, when you talk about hernia cases and in the GYN side, 3-millimeter instruments continue to be a draw. So we continue to
see some acceleration there. We continue to get drawn to higher volume, lower reimburse procedures. I think in the past a lot of people
categorized what is appropriate for robotics, was higher reimburse, maybe more complicated procedures. But with our cost per procedure
being close to parity with laparoscopy, we're starting to see not as much pressure on what types of procedures are done, and that's been
helpful. I would say that a big milestone for us was getting our ultrasonic energy device approved in the Q1. So in Europe, I know that
we've started to see more bariatric procedures done too. When you're working like with short vessels that attach to the stomach,
gastroepiploic and whatnot, you really want tissue dissection capabilities with ultrasonic, which is ideal on that. I will say that our
feedback has universally been fantastic with the ultrasonic device. So we see that probably about 1/3 of our cases now are utilizing the
ultrasonic. So that would be the commentary, Jeff, I'd give you kind of on a case mix and how it's evolving some.

Jeffrey Scott Cohen

Okay. And then Todd, I know Rick kind of probed you a little bit as far as the funnel description. Can you give us a sense for maybe it's
width or it's depth and maybe how that compares today with what it looked like at the end of '18, as far as number of accounts that have
made it to early stages, mid stages, late stages?Todd M. Pope

I mean, I'll probably give you some commentary more from the macro level on the pipeline. I think you as many people have followed us
over time, we feel like we continue to have a pretty rich pipeline for the number of sales representatives we have out there. One of the
reasons we

 



 
haven’t continued -- we get some questions of why don't we add more sales folks. We wanted to make sure especially in the U.S., that
when we do continue to build our pipeline at these places, I have good referenceable accounts to go to, we rarely come and talk to people
and tell them the story about Senhance when they are not interested. So to continue to add to that before we have places to go and show
them surgery, we have elected not to do that. But if you heard in my commentary of the script, we've added someone out west, so we're
starting to look west as any company would. We've added a few other folks both on the commercial side that are account focused, market
development, both pre kind of pipeline purchase and after people purchase, how can we help them develop their markets. So if you heard
some of the increase in hiring we've done in the Q1, I think, you can take that as vote of confidence for us that we're ready to start
investing more in our commercial infrastructure and capabilities. We have a fantastic team that's already in existence here at
TransEnterix. They just continue to need some help to be able to manage a little bit broader and wider pipeline. So that's how I give you
some descriptors there.

Jeffrey Scott Cohen

Okay. That's great. And then lastly, Joe, could you comment any on the G&A for the quarter. Looked a little bit on the heavy side,
anything that was one time in nature that stood out on that front?

Joseph P. Slattery

Yes, there wasn't anything one-time. We compared to last year we had pretty significant headcount growth as we’ve expanded our
footprint globally.

Jeffrey Scott Cohen

Okay. So is that the type of pace that we should expect for 2019 on the G&A side?

Joseph P. Slattery

No, there's some stock comp that is confounding that number a little bit that you should be able to get at through the 10-Q to see what the
underlying cash number is.

Jeffrey Scott Cohen

Okay. Perfect that does it for me. Thanks guys, I appreciate it.

Todd M. Pope

Thanks Joe.

Operator

And our next question comes from Larry Keusch from Raymond James.

Lawrence Soren Keusch – Raymond James & Associates, Inc., Research Division – MD

Thank you. Good afternoon guys. Todd, I was hoping you might be able to talk a little bit about the image analytics technology. And I
guess the specific question is, when you launched that first version of it, what are the expectations for what the capabilities will be there?

 



 
Todd M. Pope

Yes, thanks, Larry, appreciate it. It's a good question. That comes from our acquisition of MST over in Israel. Really have been excited
about that. We started to show this to some of our surgeons, and when we think about image analytics, we think about it in a couple of
ways. Today, cameras continue to improve over the years and we've certainly seen one of the advancements in imaging has been with
fluorescence. We get a lot of positive feedback as we're able to take best-in-class fluorescence and plug-in right into the Senhance. We
don't have to rely on years old software. So that's really helped us with kind of being front of the class with image and robotics. With the
image analytics, we want to stop just showing surgeons images and we want to be able to start doing something with that. We know that
one of the biggest frustrations with both laparoscopy and robotics is controlling your vision. We know that that's important to address, so
we certainly done that with our eye tracking technology, and we've got some capabilities with the MST acquisition, we're doing that. So
as we think about kind of our initial application of that technology, it's kind of 3 new features that we'll focus on early. First, we don't
want the instruments to have to leave the field of view, this is the best practice if you talk to surgeons on laparoscopic surgery. We've got
an ability to do that to keep the instruments centered. Second, permits the camera to follow instruments autonomously, that's a big deal,
that's just another way to control your vision, that’s certainly improved what we're hearing from surgeons, both from current laparoscopy
and current robotics. And then third is the suture assist feature. It will recognize when the surgeon is suturing and it'll automatically zoom
in and out to ensure the placement of sutures is, where they want and it is kind of simplifies workflow. The technology is going to
continue to learn when you're getting ready to do something. It can take the next step instead of requiring human interaction, and we think
that's helpful. So in '19, we're going to continue to work toward rolling out these capabilities. And we continue to feel confident that our
product development integration will follow through with the submission of a 510(k) by the end of this year.Lawrence Soren Keusch

Okay, perfect. I guess just 2 other quick questions for you relative to the 2 to 4 systems that you talked about for the 2Q, You mentioned
that 1 had been sold and the other one sounds like you're getting close on. Would you be willing to give us some color on the geography
of those 2 systems?

Todd M. Pope

Yes. Those systems that we have a PO in, and the system that we expect to get a signature on in the next week or so, those are both in
EMEA, in our EMEA region. But we obviously have a pretty active pipeline around the world, certainly the U.S. is one of our big
focuses and we know people are ready for us to convert some of those interests into sales. That's a big focus. And as we talked about
Asia, we have a lot going on too. But that's where the first 2 that I referenced are.

Lawrence Soren Keusch

Great. Okay. And then lastly, not sure how much color you can provide on this, but I listened carefully to your comments relative to the
second half of the year and you talked about

 



 
meaningful growth. What's the right way to put meaningful growth in context to, let's just call the 2 to 4 that you're expecting for the 2Q.
I'm just trying to make sure that we are sort of calibrated here?

Todd M. PopeYes. Well, as I think about the commentary and I chose those words carefully. I look at med tech and what we think is
meaningful growth for med tech companies that are growing at a good clip. We want to compare our 2019 sales to our 2018 sales and be
considered high growth quality med tech as far as sales growth. And we look at 2018 and we look at our pipeline over the back of the
year, and we think we're going to finish 2019, and that will be categorized as high growth med tech. So that's the way we think about it
year-over-year and we feel confident in that.

Lawrence Soren Keusch

Great I appreciate the insight. Thank you Todd.

Todd M. Pope

Thanks for the question Larry.

Operator

And that concludes our question-and-answer session for today. I would now like to turn the call back to Todd Pope for closing
remarks.Todd M. Pope

Just want to thank everybody for joining us on today's call. We certainly look forward to updating you on our progress in the next quarter.
Thank you.

Operator

Ladies and gentlemen, thank you for participating in today's conference. This concludes today's program, and you may all disconnect.
Everyone, have a great day.

 


