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ASX ANNOUNCEMENT       12 August 2026 

Significant progress across funding, reimbursement and 
commercial scale-up 

Quarterly Activity Report and Form 10-Q submission 
 

Key highlights: 

• EBR surpassed its 100th commercial WiSE® implant, with multiple sites performing their first WiSE implants 
and numerous sites performing their 2nd, 3rd, 4th, and greater cases. 

• EBR secured purchasing agreements with HCA Healthcare, Advocate Health and CHRISTUS Health, validating 
the clinical and economic benefit in major U.S. healthcare networks.  

• The U.S. Centers for Medicare & Medicaid Services (CMS) further advanced WiSE through the Transitional 
Coverage for Emerging Technology (TCET) program by formally initiating the National Coverage Determination 
process for WiSE.  

• EBR commenced transition into its new manufacturing facility in Santa Clara, California, and remains on track 
to vacate the legacy facility in Sunnyvale by year end. EBR completed the first two tranches of a fully 
underwritten, $A150 million capital raise with the final $A35 million underwritten tranche expected to be 
completed by 24 Aug 2026 to support its pathway to cashflow breakeven and commercial scale-up.  

• EBR holds cash, cash equivalents, restricted cash and marketable securities of US$89.5m / A$130.1m1 as at 30 
June 2026. 

• Subsequent to the quarter end, EBR completed an internal investigation of two reported complications. This 
investigation confirmed the incidents were not related to the effective functioning of the device and that the 
device labelling provides guidance to mitigate the risk of these types of complications. These incidents have 
had no impact on the implant rate at other sites.  

Santa Clara, California; 12 August 2026: EBR Systems, Inc. (ASX: “EBR”, “EBR Systems”, or the “Company”), developer 
of the world’s only wireless cardiac pacing device for heart failure, is pleased to release its Quarterly Activity Report 
and Form 10-Q submission for the quarter ended 30 June 2026 (“Q2 2026”).

 

 
1 Assumes an A$:US$0.688405 exchange rate 

John McCutcheon, EBR Systems’ President & Chief Executive Officer said: 

“We are extremely pleased with this quarter on multiple fronts.  Commercially, EBR surpassed its 100th commercial 
WiSE implant, with multiple sites performing their first WiSE implants and numerous more experienced sites 
continuing to treat patients with WiSE. We secured master purchasing agreements with HCA Healthcare, Advocate 
Health, and CHRISTUS Health, validating the clinical and economic benefit of WiSE in major U.S. healthcare networks.  

In support of our future commercial efforts, the U.S. Centers for Medicare & Medicaid Services (CMS) further 
advanced WiSE through the Transitional Coverage for Emerging Technology (TCET) program by formally initiating 
the National Coverage Determination process for WiSE.   

Operationally, EBR commenced transition into its new manufacturing facility in Santa Clara, California, and remains 
on track to vacate the legacy facility in Sunnyvale by year end.  

Financially, we completed the first two tranches of a fully underwritten, A$150 million capital raise, with the final 
A$35 million underwritten tranche expected to be completed by 24 August 2026 to support our pathway to cashflow 
breakeven and commercial scale-up 

Together, these milestones reinforce our strong momentum and position EBR well to continue scaling WiSE and 
delivering value for patients, clinicians, and shareholders.” 

https://ebrsystemsinc.com/
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Continued US commercial momentum 

EBR continued to build momentum in the U.S. commercialisation of the WiSE CRT System, supported by continued site 
activation, physician engagement, hospital education, purchasing agreement execution and case scheduling. 

The WiSE System was implanted in 46 commercial patients during the quarter, increasing total commercial implants 
across the pilot launch phase and Limited Market Release to 117.  

Multiple sites also performed their first WiSE implants, including Endeavor Health Evanston Hospital, North Carolina 
Baptist Hospital, The Ohio State University, University Medical Center New Orleans and University of Kansas Hospital. 

A total of 90 physicians at 30 sites are now trained to implant the WiSE System, with 26 trained during Q2 2026. An 
additional 17 purchase agreements were signed with target centres during the quarter, adding to the 35 signed in 
previous quarters 

EBR remains focused on a disciplined commercial rollout designed to support physician experience, procedural 
consistency, hospital workflow development and patient outcomes, while laying the groundwork for broader adoption 
over time. 

  

  

Commercial scale-up and purchasing access 

During the quarter, EBR secured purchasing agreements with HCA Healthcare, Advocate Health and CHRISTUS Health. 
These agreements establish purchasing pathways across major US healthcare networks and support more efficient 
procurement and broader hospital access as EBR continues its U.S. commercial rollout. 

The HCA Healthcare agreement provides a purchasing pathway across one of the largest healthcare networks in the 
U.S., comprising 190 hospitals and approximately 2,500 ambulatory sites of care across 19 states. 

Advocate Health is the third-largest non-profit integrated health system in the United States, with the agreement 
covering 69 hospitals across eight states. CHRISTUS Health is the ninth-largest hospital network in the United States, 
with the agreement establishing a purchasing pathway across a network of 66 hospitals. Together, these agreements 
broaden EBR’s access across major U.S. healthcare networks and provide important commercial infrastructure as the 
Company continues to activate sites, train physicians and support case adoption. 

 

https://ebrsystemsinc.com/
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Investigation into Reports of Recent Complications 

Subsequent to the quarter end, EBR completed an internal investigation into two events where two patients suffered 
complications during a post-procedure echocardiogram. The conclusion was this was an isolated event related to a 
disclosed risk. The risk can be mitigated when following the recommended imaging procedures per device labelling 
and training.  EBR has not seen any negative commercial impact at other implanting sites and does not anticipate any.  

Reimbursement and CMS National Coverage Determination process 

In June 2026, EBR announced that the U.S. Centers for Medicare & Medicaid Services (“CMS”) had initiated a National 
Coverage Determination (“NCD”) to evaluate Medicare coverage for leadless left ventricular endocardial pacing 
(“LVEP”) used in cardiac resynchronization therapy (“CRT”). The initiation of the NCD process is a key outcome of 
EBR’s engagement with CMS through the Transitional Coverage for Emerging Technologies (“TCET”) pathway and 
represents the most tangible milestone to date in establishing national Medicare coverage for the WiSE System. 

EBR was the first company selected for the TCET program by CMS approximately eighteen months ago, reflecting a 
materially fast-tracked pathway relative to the typical three-to-five-year timeframe for companies pursuing national 
Medicare coverage. The WiSE System received U.S. FDA Breakthrough Device designation and U.S. FDA approval, 
supporting EBR’s progress through TCET toward national Medicare coverage. A positive NCD outcome will support 
broader Medicare coverage, expanded patient access and accelerated U.S. commercialisation efforts. EBR is working 
toward CMS’s projected timeline, with a final NCD expected in March 2027. 

Manufacturing scale-up 

During the quarter, EBR began transitioning administrative teams into its new Santa Clara facility in California. The 
new facility is more than three times larger than the Company’s existing building and is expected to support future 
manufacturing capacity and capabilities as commercial demand increases. The Company expects manufacturing 
operations to transition progressively, contingent upon FDA certification, with full manufacturing transition targeted 
by the end of 2026. 

WiSE-UP post-approval study 

EBR continued to advance the WiSE-UP post-approval study, with additional sites beginning enrolment. The study is 
designed to gather real-world evidence from commercially treated patients using the WiSE System. Continued 
enrolment in WiSE-UP supports EBR’s evidence generation strategy and provides an important mechanism for building 
real-world data as commercial adoption progresses. 

Active media and investor engagement 

During Q2 2026, EBR continued investor, media and industry engagement to support market understanding of the 
Company’s commercial scale-up strategy and the clinical role of the WiSE System. 

In April, EBR participated in Heart Rhythm 2026 in Chicago, the major global electrophysiology meeting, providing an 
opportunity to engage with physicians and industry stakeholders around leadless left ventricular endocardial pacing 
and the WiSE System. Of note, Dr Niraj Varma (Cleveland Clinic) presented on real-world outcomes from the initial US 
commercial implants. The headline was a halving of the overall complication rate seen in the SOLVE study (from 19.1% 
down to 10%).  

Following the capital raise, EBR also undertook media interviews and investor-facing commentary focused on the 
Company’s funding pathway, CMS National Coverage Determination process, purchasing agreements with major U.S. 
healthcare networks and broader WiSE commercial rollout. 
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Corporate update 

During Q2 2026, EBR partially completed a fully underwritten A$150 million capital raise with the final $A35 million 
underwritten tranche expected to be completed by 24 Aug 2026 to support its pathway to cashflow breakeven and 
continued U.S. commercial scale-up. The funding strengthens EBR’s balance sheet and supports the Company’s 
ongoing investment in sales and marketing expansion, manufacturing scale-up, cost of goods reduction and continued 
research and development. 

In addition to the cash or cash equivalent balance of US$59.4m / A$86.2m2 on 30 June 2026, EBR held US$2.6m / 
A$3.8m2 in restricted cash, and US$27.6m / A$40.1m2 in marketable securities, which will become cash or cash 
equivalents in the future. Investments are made in fixed income instruments, have a weighted average maturity of 2 
months, and have a minimum credit rating of A-2/P-2/F2 by at least 2 of 3 Nationally Recognised Statistical Rating 
Organisations, specifically Standard & Poor’s, Moody’s or Fitch. 

Quarterly activity report 

Key highlights 

• During the quarter, EBR had net operating cash outflows of US$17.2m / A$25.0m2. 
• Revenue for Q2 2026 was US$2.6 / A$3.82, reflecting continued commercial activity under the WiSE Limited 

Market Release and US commercial rollout. 
• Gross margin for the quarter ended 30 June 2026 was 13%, compared to 7.8% for the previous quarter. 

Excluding the use of previously expensed inventory, the Company would have had a negative gross margin of 
16.9% for the quarter ended 30 June 2026, compared to a negative gross margin of 25.4% for the previous 
quarter. The improvement in gross margin is the result of a higher average selling price, a lower standard cost, 
and increased manufacturing efficiencies achieved during the three months ended 30 June 2026, as 
compared to the three months ended 31 March 2026. We expect gross margins to reach industry standards as 
our new manufacturing facility becomes fully operational and more manufacturing processes are performed 
in-house over time. 

• Product manufacturing and operating costs trended higher as a result of increased purchases of long-lead-
time inventory. 

• Staff costs trended lower during the quarter ended 30 June 2026, resulting from a US$2.3m decrease in the 
payout of annual bonuses and related payroll taxes, which occurred during the quarter ended 31 March 2026. 
This reduction was partially offset by an increase in headcount to support our commercialization efforts. 
 

Revenue by product 

 Quarter ended 
(U.S. Dollars in thousands) 30 Jun 2026  31 Mar 2026 
WiSE CRT System $   2,616    $  2,320 
Surgical tool kits            16            20 
Battery replacements   13     22 

Sales      2,645       2,362 
Less rebates          (8)         - 

Net sales $          2,637  $        2,362 
      

 
 
 
 
 
 

 
2 Assumes an A$:US$0.688405 exchange rate 

https://ebrsystemsinc.com/
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Quarterly cash flow report 

  Quarter ended 
(U.S. Dollars in thousands) 30 Jun 2026  31 Mar 2026 
Cash flows from operating activities           
Receipts from customers $           3,618   $            1,301  
Payments for            
 research and development      (2,683)       (2,611) 
  product manufacturing and operating costs          (4,592)         (2,076) 
 advertising and marketing           (2,427)          (2,699) 
  leased assets          (336)            (215) 
 staff costs      (9,628)       (10,934) 
  administration and corporate costs          (1,603)         (2,176) 
Interest received          283            326  
Interest and other costs of finance paid       (1,191)         (1,167) 
Other – reimbursement of leasehold improvements            1,366               -  
Net cash from / (used in) operating activities     (17,193)       (20,251) 
Cash flows from investing activities      
Payments to acquire property, plant, and equipment          (2,851)              (3,290) 
Payments to acquire investments      (22,208)               -  
Proceeds from disposal of investments      18,876         24,172  
Net cash from / (used in) investing activities           (6,183)        20,882  
Cash flows from financing activities           
Proceeds from issues of shares  80,218               -  
Proceeds from exercise of share options           18              132  
Transaction costs related to issues of shares      (4,044)               -  
Net cash from / (used in) financing activities      76,192             132  
              
Cash, cash equivalents, and restricted cash at beginning of period     9,162         8,398  
Net cash from / (used in) operating activities     (17,193)       (20,251) 
Net cash from / (used in) in investing activities         (6,183)       20,882  
Net cash from / (used in) financing activities      76,192              132  
Effect of movement in exchange rates on cash held             (23)               1  
Cash and cash equivalents at end of period $    61,955    $    9,162  
       

For more information about EBR, please visit https://www.ebrsystemsinc.com/.   

 

ENDS 

This announcement has been authorised for release by the EBR Systems General Disclosure Committee, a 
Committee of the Board of Directors.  

For more information, please contact: 

Company      Investor Relations 
Andrew Shute      Gabriella Hold 
Chief Corporate Development Officer   The Capital Network 
P: +44 7730 691421     P: +61 2 7257 7338 
E: investors@ebrwise.com     E: gaby@thecapitalnetwork.com.au 

Julia Maguire 
The Capital Network 
P: +61 2 7257 7338 
E: julia@thecapitalnetwork.com.au 

https://ebrsystemsinc.com/
https://www.ebrsystemsinc.com/
mailto:info@ebrwise.com
mailto:gaby@thecapitalnetwork.com.au
mailto:julia@thecapitalnetwork.com.au
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About EBR Systems  

Silicon Valley-based EBR Systems (ASX:EBR) is dedicated to superior treatment of cardiac rhythm disease by providing more 
physiologically effective stimulation through wireless cardiac pacing. The patented proprietary Wireless Stimulation Endocardially 
(WiSE) technology was developed to eliminate the need for cardiac pacing leads, historically the major source of complications, 
effectiveness and reliability issues in cardiac rhythm disease management. The initial product is designed to eliminate the need for 
coronary sinus leads to stimulate the left ventricle in heart failure patients requiring Cardiac Resynchronisation Therapy (CRT). Future 
products potentially address wireless endocardial stimulation for bradycardia and other non-cardiac indications. 

EBR Systems’ WiSE Technology  

EBR Systems’ WiSE technology is the world’s only wireless, endocardial (inside the heart) pacing system in clinical use for stimulating 
the heart’s left ventricle. This has long been a goal of cardiac pacing companies since internal stimulation of the left ventricle is 
thought to be a potentially superior, more anatomically correct pacing location. WiSE technology enables cardiac pacing of the left 
ventricle with a novel cardiac implant that is roughly the size of a large grain of rice. The need for a pacing wire on the outside of the 
heart’s left ventricle – and the attendant problems – are potentially eliminated. WiSE is an investigational device in most markets 
and is currently only available for sale in the US. 

Forward-Looking Statements  

This announcement contains or may contain forward-looking statements that are based on management’s beliefs, assumptions, and 
expectations and on information currently available to management. Forward-looking statements involve known and unknown risks, 
uncertainties, contingencies and other factors, many of which are beyond the Company’s control, subject to change without notice 
and may involve significant elements of subjective judgment and assumptions as to future events which may or may not be correct.  

All statements that address operating performance, events or developments that we expect or anticipate will occur in the future are 
forward-looking statements, including without limitation our expectations with respect to our ability to commercialize our products 
and achieve broad market adoption including our estimates of potential revenues, costs, profitability and financial performance; our 
ability to develop and commercialize new products; our expectations with respect to our clinical trials, including enrollment in or 
completion of our clinical trials and our associated regulatory applications and approvals; our expectations with respect to the 
integrity or capabilities of our intellectual property position.  These forward-looking statements are based on EBR Systems’ current 
expectations and inherently involve significant risks and uncertainties. EBR Systems’ actual results and the timing of events could 
differ materially from those anticipated in such forward-looking statements as a result of certain risks and uncertainties including 
those risks described in more detail in its most recently filed Annual Report on Form 10-K, Quarterly Report on Form 10-Q, and other 
documents on file with the SEC from time to time and available on the SEC’s website at www.sec.gov. 

Management believes that these forward-looking statements are reasonable as and when made. You should not place undue reliance 
on forward-looking statements because they speak only as of the date when made. EBR does not assume any obligation to publicly 
update or revise any forward-looking statements, whether as a result of new information, future events or otherwise. EBR may not 
actually achieve the plans, projections or expectations disclosed in forward-looking statements, and actual results, developments or 
events could differ materially from those disclosed in the forward-looking statements. 

Foreign Ownership Restriction  

EBR’s ASX-traded (ASX: EBR) CHESS Depositary Interests (CDIs) are issued in reliance on the exemption from registration contained 
in Regulation S of the US Securities Act of 1933 (Securities Act) for offers or sales which are made outside the US. Accordingly, the 
CDIs have not been, and will not be, registered under the Securities Act or the laws of any state or other jurisdiction in the US. The 
holders of EBR’s CDIs are unable to sell the CDIs into the US or to a US person unless the re-sale of the CDIs is registered under the 
Securities Act or an exemption is available. Hedging transactions with regard to the CDIs may only be conducted in accordance with 
the Securities Act. 

https://ebrsystemsinc.com/
http://www.sec.gov/
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PART I — FINANCIAL INFORMATION  
ITEM 1.  CONDENSED CONSOLIDATED FINANCIAL STATEMENTS 

EBR SYSTEMS, INC. 
Condensed Consolidated Balance Sheets 

(Unaudited)   
(In thousands, except share amounts) 

 
 

    June 30,  December 31, 
     2026  2025 
ASSETS             
Current assets       
 Cash and cash equivalents   $  59,350    $  5,794  
 Marketable securities    26,590     47,395  
  Accounts and other receivables, net    2,893     2,320  
 Inventory   17,585     13,789 
 Prepaid expenses    1,643     2,490  
  Other current assets      2,089       1,323  
  Total current assets   110,150   73,111 
Restricted cash, noncurrent    2,604     2,604  
Property and equipment, net      9,195       5,477  
Right of use operating lease asset    12,042     12,613  
Marketable securities     1,003        1,011  
Inventory, noncurrent   3,049     1,864   
Other assets     632     546  
TOTAL ASSETS   $ 138,675   $ 97,226 
LIABILITIES AND STOCKHOLDERS' EQUITY       
Current liabilities             
 Accounts payable  $   4,097  $  7,049  
  Accrued expenses and other liabilities      5,499      5,605  
 Interest payable    195    212  
 Operating lease liability   1,036   1,182 
  Notes payable, current, net      41,196        -  
    Total current liabilities     52,023     14,048 
Other liabilities    359    184  
Operating lease liability      17,436       16,520 
Notes payable, net     -     40,886  
    Total liabilities     69,818       71,638 
Commitments and contingencies (Note 16)       
STOCKHOLDERS' EQUITY             
Common stock, $0.0001 par value; 600,000,000 shares authorized,       

 
75,330,559 and 45,025,917 shares issued and outstanding as of 
June 30, 2026 and December 31, 2025, respectively   8            5 

Additional paid-in capital      504,673       426,852 
Accumulated deficit     (436,743)     (402,216) 
Accumulated other comprehensive income     919     947 
  Total stockholders' equity    68,857      25,588 
TOTAL LIABILITIES AND STOCKHOLDERS' EQUITY   $ 138,675   $ 97,226 
         

 
 
 
 

 
 

These financial statements should be read in connection with the notes to unaudited condensed consolidated financial 
statements. 
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EBR SYSTEMS, INC. 
Condensed Consolidated Statements of Operations 

(Unaudited) 
(In thousands, except share and per share amounts) 

 
 

  Three Months Ended  Six Months Ended 
  June 30,  June 30, 
  2026  2025  2026  2025 

Net sales  $ 2,637  $ 170  $ 4,999  $ 170 
Cost of goods sold   2,294   85   4,472   85 
Gross profit   343   85   527   85 
Operating expenses:             

Research and development     6,620   5,951      13,037   11,370 
Selling, general and administrative    10,120   5,265      20,059     9,628 

Total operating expenses   16,740   11,216   33,096   20,998 
Loss from operations     (16,397)   (11,131)   (32,569)   (20,913) 
Other (expense) income:             

Interest expense   (1,335)    (1,431)   (2,651)   (2,828) 
Interest income   282   614   696   1,247 
(Loss) on foreign currency   (3)     (19)    (3)    (28) 

Total other (expense), net   (1,056)   (836)   (1,958)   (1,609) 
Loss before income taxes   (17,453)   (11,967)   (34,527)   (22,522) 
Income tax expense   -   -   -   - 
Net loss  $ (17,453)  $ (11,967)  $ (34,527)   $ (22,522) 

             
 Net loss per share attributable to common stockholders:             

Basic and diluted  $ (0.35)  $ (0.30)  $ (0.73)  $ (0.59) 
Weighted-average number of common shares outstanding:             

Basic and diluted   49,236,129   39,586,205   47,148,836   38,426,604 
             

         
 

  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

These financial statements should be read in connection with the notes to unaudited condensed consolidated financial 
statements. 
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EBR SYSTEMS, INC. 
Condensed Consolidated Statements of Comprehensive Loss 

(Unaudited)  
(In thousands) 

 
 

  Three Months Ended  Six Months Ended 
  June 30,  June 30, 
  2026  2025  2026  2025 

Net loss  $ (17,453)  $ (11,967)  $ (34,527)  $ (22,522) 
Other comprehensive (loss) income:             

 Change in unrealized loss on 
 marketable securities   

 
  (10)   

 
 (8)    

 
 (59)   

  
(19)  

Foreign currency translation adjustments         (3)    11     31   11  
Total other comprehensive (loss) income    (13)   3    (28)   (8) 

Comprehensive loss  $ (17,466)  $  (11,964)  $ (34,555)  $ (22,530) 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

These financial statements should be read in connection with the notes to unaudited condensed consolidated financial 
statements. 
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EBR SYSTEMS, INC. 
Condensed Consolidated Statement of Changes in Stockholders’ Equity 

(Unaudited) 
(In thousands, except share amounts) 

 
 

                  
    Six Months Ended June 30, 2026 

          

 
Accumulated 

Other  
 

Total 
Stockholders’ 

Equity 
    Common Stock  Additional   Accumulated   Comprehensive  
    Shares  Par Value  Paid-in Capital  Deficit  Income  
Balance at December 31, 2025  45,025,917 

 
$  5 

 
$  426,852 

 
$  (402,216) 

 
$            947 

 
$     25,588 

 Exercise of stock options  28,573     -     132                        -                          -      132 
  Stock-based compensation   -      -      907      -      -      907 
 Fractional share adjustment  1,246   -   -   -   -   - 
  Net loss   -      -      -      (17,074) 

  
                    -  

  
(17,074) 

 Other comprehensive loss  -    -    -    -    (15)   (15) 
Balance at March 31, 2026   45,055,736 

 
$ 5 

 
$ 427,891 

 
$ (419,290) 

 
$           932 

 
$   9,538 

Exercise of stock options  11,325   -   18   -   -   18 
Stock-based compensation  -      -    936   -      -    936 
Issuance of common stock, 
net of issuance costs  

 
30,263,498 

   
3 

   
75,828 

   
- 

   
- 

   
75,831 

Net loss  -   -   -   (17,453)   -   (17,453) 
Other comprehensive income  -   -   -   -    (13)   (13) 

Balance at June 30, 2026  75,330,559  $ 8  $ 504,673  $ (436,743)  $ 919  $ 68,857 
                     

 
                  
    Six Months Ended June 30, 2025 

          

 
Accumulated 

Other  
 

Total 
Stockholders’ 

Equity 
    Common Stock  Additional   Accumulated   Comprehensive  
    Shares  Par Value  Paid-in Capital  Deficit  Income  
Balance at December 31, 2024  37,107,620 

 
$    4 

 
$  376,936 

 
$  (353,459) 

 
$            874 

 
$     24,355 

 Exercise of stock options  182,012     -     264                        -                          -      264 
  Stock-based compensation   -      -      505      -      -      505 
  Net loss   -      -      -      (10,554) 

  
                    -  

  
(10,554) 

 Other comprehensive loss  -    -    -    -    (11)   (11) 
Balance at March 31, 2025   37,289,632 

 
$ 4 

 
$ 377,705 

 
$ (364,013) 

 
$           863 

 
$   14,559 

Exercise of stock options  75,588   -   168   -   -   168 
Stock-based compensation  -      -    704   -      -    704 
Issuance of common stock, 
net of issuance costs  

 
7,590,000 

   
1 

   
46,229 

   
- 

   
- 

   
46,230 

Net loss  -   -   -   (11,967)   -   (11,967) 
Other comprehensive income  -   -   -   -   3   3 

Balance at June 30, 2025  44,955,220  $ 5  $ 424,806  $ (375,980)  $ 866  $ 49,697 
                     

 
 
 
 
 
 
 

 
 
 
 
 
 
 
 

These financial statements should be read in connection with the notes to unaudited condensed consolidated financial 
statements.



  

7 
 

EBR SYSTEMS, INC. 
Condensed Consolidated Statements of Cash Flows 

(Unaudited) 
(In thousands) 

 
    Six Months Ended June 30,  
    2026  2025 
Cash flows from operating activities             
Net loss  $ (34,527) 

 
$ (22,522) 

Adjustment to reconcile net loss to cash used in operating activities:           
 Depreciation and amortization   409 

  
197 

  Amortization of deferred loan costs and discount on notes payable     310     308 
 Lease amortization   572 

  
583 

  Stock-based compensation     1,843     1,209 
 Loss on disposal of fixed assets   -   35 
  Accretion of discount on marketable securities     (86)     (324) 
Changes in operating assets and liabilities:       
  Accounts and other receivables, net     (573)     (1,657) 
 Inventory   (4,982)   (4,603) 
 Prepaid expenses   847 

  
432 

  Other assets     (640)     146 
 Accounts payable   (1,774) 

  
23  

  Accrued expenses and other liabilities     403     (528) 
 Interest payable   (17) 

  
(18) 

  Operating lease liability     770     1,679 
Net cash used in operating activities    (37,445) 

 
  (25,040) 

Cash flows from investing activities            
 Purchase of property and equipment    (6,141) 

  
 (949) 

  Purchase of marketable securities      (22,208)     (9,369) 
 Maturities of marketable securities    38,291    24,809  
 Sales of marketable securities    4,757  

  
 4,311  

Net cash provided by investing activities     14,699     18,802 
Cash flows from financing activities       
 Repayment of notes payable   -   (37) 
 Proceeds from exercise of stock options    150 

 
  432 

 Proceeds from issuance of common stock   80,218   48,828 
 Payment of common stock issuance costs   (4,044)   (2,313) 
Net cash provided by financing activities     76,324     46,910 
Effect of exchange rate change on cash    (22) 

 
  7 

Net change in cash, cash equivalents, and restricted cash     53,556     40,679 
Cash, cash equivalents, and restricted cash, beginning of the period    8,398 

 
  6,918 

Cash, cash equivalents, and restricted cash, end of the period   $ 61,954   $ 47,597 
         
Supplemental disclosure of cash flow information            
Cash paid for interest expense  $   2,358 

 
$  2,538  

Cash paid for income taxes  $ 2  $ 1  
       
Supplemental disclosure of non-cash investing and financing activities 
Purchases of property and equipment not yet paid  $ 82  $ 1,524 
Accrued common stock issuance costs  $ 343  $ 286 
Leased assets obtained in exchange for finance lease liability  $ 39  $ - 
Initial recognition of right of use asset and operating lease liability   $ -  $ 12,838 
       

 
 

These financial statements should be read in connection with the notes to unaudited condensed consolidated financial 
statements. 
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EBR SYSTEMS, INC. 
Notes to the Unaudited Condensed Consolidated Financial Statements 

 
Note 1 - Business and organization 

Business overview 

EBR Systems, Inc. and subsidiaries (collectively, “EBR”, “we”, “our” or the “Company”) is a United States based medical 
device company that developed the WiSE CRT System (“WiSE”), an implantable cardiac device able to provide 
stimulation to endocardial heart tissue for the correction of heart rhythm conditions without requiring the use of leads. 
This implantable device delivers left-ventricle endocardial pacing for cardiac resynchronization therapy (“CRT”), without 
the use of wires or leads going into the heart. On April 11, 2025, the Company received notification that the U.S. Food 
and Drug Administration (“FDA”) has completed its review of the premarket approval application (“PMA”) and approved 
WiSE for commercial distribution in the United States. 

The Company completed its initial public offering of CHESS Depository Interests (“CDIs”) and began trading on the 
Australian Securities Exchange (“ASX”) on November 24, 2021, under the symbol “EBR”. 

The Company operates wholly owned foreign subsidiary entities in Australia, EBR Systems (AUST) Pty Ltd (“EBR-AU”), 
and the United Kingdom, EBR Systems (UK) Limited (“EBR-UK”), which establish clinical trials in Australia and the 
United Kingdom, respectively, and work on intellectual property development. EBR-AU was incorporated on February 
23, 2017, and EBR-UK was incorporated on July 31, 2015.  

Reverse stock split 

The Company held a Special Meeting of Stockholders (the "Special Meeting") on March 11, 2026. In that Special Meeting, 
stockholders of the Company approved an amendment to the Company’s amended and restated certificate of incorporation 
(the "Amendment”) to effect the reverse stock split of its common stock and the transmutation ratio of CDIs to common 
stock at a ratio in the range of 1-for-5 to 1-for-20, with such ratio to be determined in the discretion of the Company’s 
board of directors and with such reverse stock split to be effected at such time and date, if at all, as determined by the 
Company’s board of directors in its sole discretion. 

Pursuant to such authority granted by the Company’s stockholders, the Company’s board of directors approved a 1-for-
10 (1:10) reverse stock split (the "Reverse Stock Split”) of the Company’s common stock and the filing of the Amendment 
to effectuate the Reverse Stock Split. The Amendment was filed with the Secretary of State of the State of Delaware and 
the Reverse Stock Split became effective in accordance with the terms of the Amendment at 4:00 a.m. Eastern Time 
on April 1, 2026 (the "Effective Time”), and the Company commenced normal trading on ASX on April 13, 2026, on a 
post-split basis under the existing ticker symbol “EBR”. The Amendment provided that, at the Effective Time, every ten 
shares of the Company’s issued and outstanding common stock automatically combined into one issued and outstanding 
share of common stock, without any change in par value per share, which remained at $0.0001. The Company’s CDIs 
were not consolidated as part of the Reverse Stock Split, but rather the transmutation ratio of the CDIs to shares was 
changed from 1-to-1 to 10-to-1. See Note 10, “Common Stock” for additional information on CDIs. 

The number of authorized shares of common stock remained at 600 million shares. As a result of the Reverse Stock Split, 
proportionate adjustments were made to the per share exercise price and/or the number of shares issuable upon the exercise 
or vesting of all outstanding stock options and warrants, which resulted in a proportional decrease in the number of shares 
of the Company’s common stock reserved for issuance upon exercise or vesting of such stock options and warrants and a 
proportional increase in the exercise price of all such stock options and warrants. The Company did not recognize any 
additional compensation expense as a result of the adjustment to outstanding stock options. 

In addition, the number of shares reserved for issuance under the Company’s equity incentive plan immediately prior to 
the Effective Time was reduced proportionately. 

No fractional shares were issued as a result of the Reverse Stock Split. Any stockholder who would have been entitled to 
receive a fractional share as a result of the process was entitled to the rounding up of the fractional share to the nearest 
whole number. 

The Reverse Stock Split has been retroactively adjusted throughout these unaudited condensed consolidated financial 
statements for all periods presented, including exercise prices and share data. As a result of the Reverse Stock Split, the  

Company reclassified approximately $41 thousand between common stock par value and additional paid-in capital. 
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Note 2 - Going concern 

The accompanying unaudited condensed consolidated financial statements have been prepared on a going concern basis, 
which contemplates the realization of assets and the satisfaction of liabilities during the normal course of business. At each 
reporting period, the Company evaluates whether there are conditions or events that raise substantial doubt about its ability 
to continue as a going concern within one year after the date that the financial statements are issued. The Company’s 
evaluation entails analyzing prospective operating budgets and forecasts for expectations of its cash needs and comparing 
those needs to the current cash, cash equivalents and marketable securities balances. The Company is required to make 
certain additional disclosures if it concludes substantial doubt exists and it is not alleviated by its plans or when its plans 
alleviate substantial doubt about its ability to continue as a going concern.  

For the six months ended June 30, 2026 and 2025, the Company incurred a net loss of $34.5 million and $22.5 million, 
respectively. During the six months ended June 30, 2026 and 2025, the Company had negative cash flows from operations 
of $37.4 million and $25.0 million, respectively. As of June 30, 2026, the Company had working capital of $58.1 million 
and accumulated deficit of $436.7 million. The Company has $41.8 million of debt obligations coming due within the next 
twelve months. 

Based on the Company’s cash, cash equivalents, and marketable securities as of June 30, 2026, and its expectation to 
generate operating losses and negative operating cash flows in the foreseeable future, as well as potential liquidity to 
become less than the $2.5 million required under its existing debt covenants during the next twelve months, there exists 
substantial doubt regarding the Company’s ability to continue as a going concern for a period of at least twelve months 
from the date of issuance of these unaudited condensed consolidated financial statements. The Company was in compliance 
with its debt covenant as of June 30, 2026. Upon the occurrence of a breach of debt covenants, Runway Growth Finance 
Corp may, at its option, declare all obligations immediately due and payable.  

In an effort to alleviate these conditions, the Company will need to raise capital through the issuance of additional common 
stock or borrowings from financial institutions. The Company has received an irrevocable commitment to purchase 
92,105,270 CDIs, representing 9,210,527 shares of common stock, at a purchase price of $0.38 Australian dollars (“A$”) 
per CDI (A$3.80 per share of common stock), from BCP3 Pty Ltd, a related party of Dr. Chris Nave, a non-executive 
director of the Company, subject to shareholder approval at the Special Meeting of Stockholders to be held on August 18, 
2026. In addition, the Company expects to refinance its long-term debt obligations prior to scheduled maturity date. As 
the Company seeks additional sources of financing, no assurance can be given as to whether additional needed financing 
will be available on terms acceptable to the Company, or at all. The unaudited condensed consolidated financial statements 
of the Company do not include any adjustments that may result from the outcome of these aforementioned uncertainties. 
See Note 10 “Common stock” for additional information on the conditional placement of shares of common stock to BCP3 
Pty Ltd. 

Note 3 - Summary of significant accounting policies 

Basis of presentation 

These unaudited condensed consolidated financial statements as of June 30, 2026, and for the three and six months ended 
June 30, 2026 and 2025, have been prepared in accordance with accounting principles generally accepted in the United 
States of America (“GAAP”). Certain information and note disclosures normally included in financial statements prepared 
in accordance with GAAP have been condensed or omitted pursuant to such rules and regulations. These unaudited 
condensed consolidated financial statements should be read in conjunction with our audited consolidated financial 
statements and the notes thereto for the year ended December 31, 2025. 

The unaudited condensed consolidated financial statements have been prepared on the same basis as the audited 
consolidated financial statements. In the opinion of management, the included disclosures are adequate, and the 
accompanying unaudited condensed consolidated financial statements contain all adjustments which are necessary for a 
fair presentation of our unaudited condensed consolidated financial position as of June 30, 2026, unaudited condensed 
consolidated results of operations and comprehensive loss for the three and six months ended June 30, 2026 and 2025, and 
unaudited condensed consolidated cash flows for the six months ended June 30, 2026 and 2025. The unaudited condensed 
consolidated results of operations for the three and six months ended June 30, 2026, are not necessarily indicative of the 
consolidated results of operations that may be expected for the year ending December 31, 2026. 
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In the third quarter of 2025, the Company changed the presentation of Note 15, “Segment information” to better align with 
the information the chief operating decision maker (“CODM”) uses to allocate resources and assess operating performance. 
Prior period segment information was updated to conform to the current period presentation. See Note 15 “Segment 
information” for additional disclosures. 

In the fourth quarter of 2025, the Company changed its rounding presentation of these condensed consolidated financial 
statements to the nearest thousands, except share or per share data or as otherwise indicated. The accompanying notes to 
the financial statements are denominated in millions of dollars. The change in rounding presentation has been applied to 
all prior year amounts presented. In certain circumstances, this change adjusted previously reported balances, however, 
these changes were not significant, and no other changes were made to previously reported financial information. 
Additionally, certain columns and rows within the financial statements and tables presented may not add due to rounding. 
Percentages have been calculated from the underlying whole-dollar amounts for all periods presented. 

Use of estimates 

The preparation of financial statements in conformity with GAAP requires management to make estimates, judgments, 
and assumptions that affect the amounts reported in the unaudited condensed consolidated financial statements and 
accompanying notes. Significant estimates and assumptions made by management include the fair value of stock-based 
awards issued. Estimates are based on historical experience, where applicable and other assumptions believed to be 
reasonable by management. Actual results could differ materially from those estimates. 

Significant Accounting Policies 

The Company’s significant accounting policies are disclosed in the 2025 Annual Report on Form 10-K. There have been 
no material changes to these accounting policies, except as noted below. 

Revenue Recognition 

The following table summarizes net sales from contracts with customers disaggregated by product for the three and six 
months ended June 30, 2026 and 2025 (in thousands):  

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   

  2026   2025  2026   2025   
WiSE CRT System  $  2,616    $  146   $  4,936    $  146    
Surgical tool kits    16      4     36      4    
Battery replacements     13      20     35      20    

Sales   2645    170   5007    170   
Less rebates   (8)    -   (8)    -   

Net sales  $ 2,637   $ 170  $ 4,999   $ 170   

The Company offers volume rebates to certain group purchasing organizations (“GPOs”). Volume rebates offered to 
customers are recorded as a reduction to sales and an obligation to the customer, which is recorded as accounts payable, 
as the amounts are expected to be paid within thirty days of the end of the quarter. Due to the introduction of rebate 
agreements, the Company changed the caption from “Revenue” to “Net sales” in its condensed consolidated statements of 
operations and related disclosures during the three and six months ended June 30, 2026 and 2025. 

Deferred revenue 

The timing of revenue recognition for WiSE CRT System and battery replacements differ from the timing of invoicing to 
customers. The Company invoices customers upon shipment or delivery of WiSE and battery replacements to the 
customer, while the revenue is recognized upon completion of the procedure. Therefore, the Company recognizes a 
contract liability resulting from the timing of revenue recognition and invoicing. Deferred revenue is equivalent to billings 
for WiSE performance obligations that are unsatisfied as of the balance sheet date. The Company expects to recognize 
revenue from these unfulfilled performance obligations within one year or less. The movement in the deferred revenue 
balance during the three and six months ended June 30, 2026 and 2025, was as follows (in thousands):  
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  Three Months Ended  Six Months Ended   
  June 30,  June 30,   

  2026   2025  2026   2025   
Balance, beginning of period  $  1,100    $  -     $  502    $  -      

Deferral of revenue    2,721      263     5,661      263    
Recognition of revenue    (2,629)      (166)    (4,971)     (166)   

Balance, end of period  $ 1,192   $ 97  $  1,192    $  97    

Interest Income 

The Company’s interest income was generated from its cash, cash equivalent, and marketable securities, including 
accretion of discounts. The following table provides a summary of the components of interest income for the three and six 
months ended June 30, 2026 and 2025 (in thousands):  

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   

  2026   2025  2026   2025   
Interest income  $  333    $  504   $  610    $  923    
(Amortization of premium) accretion of discount on 
marketable securities, net   

 
 (51)    

 
 110    

 
 86     

 
 324    

Total interest income  $  282    $  614   $  696    $  1,247    

Recently adopted accounting pronouncements 

In July 2025, the FASB issued ASU 2025-05, Financial Instruments - Credit Losses (Topic 326): Measurement of Credit 
Losses for Accounts Receivable and Contract Assets, which amends ASC 326-20 to provide a practical expedient related 
to the estimation of expected credit losses for current accounts receivable and current contract assets that arise from 
transactions accounted for under ASC 606. The practical expedient permits all entities to assume that current conditions 
as of the balance sheet date do not change for the remaining life of the asset. The amendments are effective for annual 
periods beginning after December 15, 2025, and interim reporting periods within those annual reporting periods. The 
Company adopted this ASU in the first quarter of 2026, on a prospective basis and elected the practical expedient for the 
calculation of current expected credit losses. The adoption did not have a material impact on the Company’s condensed 
consolidated financial statements and related disclosures. 

Recently issued accounting pronouncements not yet adopted 

In December 2025, the FASB issued ASU 2025-12, Codification Improvements. ASU 2025-12 addresses suggestions 
received from stakeholders regarding the Accounting Standards Codification and makes other incremental improvements 
to U.S. GAAP. The update represents changes to the Codification that clarify, correct errors or make other improvements 
to a variety of topics. ASU 2025-12 is effective for fiscal years beginning after December 15, 2026, and interim periods 
within those fiscal years. Early adoption is permitted. The Company is currently evaluating the impact of this ASU on its 
unaudited condensed consolidated financial statements and related disclosures. 

In December 2025, the FASB issued ASU 2025-11, Interim Reporting (Topic 270) Narrow-Scope Improvements. The 
ASU is intended to clarify the applicability of interim reporting guidance and addresses the form and content of interim 
financial statements and interim disclosure requirements. ASU 2025-11 is effective for interim reporting periods within 
annual reporting periods beginning after December 15, 2027, and early adoption is permitted. The Company is currently 
evaluating the impact of this ASU on its unaudited condensed consolidated financial statements and related disclosures. 

In September 2025, the FASB issued ASU 2025-06, "Intangible - Goodwill and Other - Internal-Use Software (Subtopic 
350-40): Targeted Improvements to the Accounting for Internal-Use Software."  This ASU is intended to simplify the 
capitalization guidance by removing all references to software development project stages and introducing a more 
judgment-based approach. The amendments in this ASU are effective for fiscal years beginning after December 15, 2027. 
Early adoption is permitted. The Company is currently evaluating the impact of this ASU on its unaudited condensed 
consolidated financial statements and related disclosures. 
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In November 2024, the FASB issued ASU 2024-03, Income Statement - Reporting Comprehensive Income - Expense 
Disaggregation Disclosures (Subtopic 220-40): Disaggregation of Income Statement Expenses. The amendments in ASU 
2024-03 address investor requests for more detailed expense information and require additional disaggregated disclosures 
in the notes to financial statements for certain categories of expenses that are included on the face of the income statement. 
This guidance is effective for fiscal years beginning after December 15, 2026, and interim reporting periods beginning 
after December 15, 2027, with early adoption permitted. In January 2025, the FASB issued an update 2025-01 “Income 
Statement—Reporting Comprehensive Income—Expense Disaggregation Disclosures (Subtopic 220-40): Clarifying the 
Effective Date”, which revises the effective date of ASU 2024-03 to clarify that all public business entities are required to 
adopt the guidance in annual reporting periods beginning after December 15, 2026, and interim periods within annual 
reporting periods beginning after December 15, 2027. The Company is currently evaluating the impact of this standard on 
its disclosures. 

Note 4 - Cash, cash equivalents, and marketable securities 

Cash, cash equivalents, and marketable securities consisted of the following as of June 30, 2026 and December 31, 2025 
(in thousands): 

  
June 30, 

2026  
December 31, 

2025 
Cash and cash equivalents:           
 Cash $   30,104  $  1,386  
 Corporate bonds  1,376   - 
 Money market funds    27,870    4,408  
Total cash and cash equivalents $ 59,350  $ 5,794 
Marketable securities, short-term:          
 Asset backed securities $  1,005   $  1,012  
 Commercial paper   6,814     9,125  
 Corporate bonds    12,807       18,171  
 US Treasury securities  5,964    19,087  
Total marketable securities, short-term $ 26,590  $ 47,395 
Marketable securities, long-term:         

Asset backed securities $ 1,003  $  1,011  
Total marketable securities, long-term $  1,003    $  1,011  
Total cash, cash equivalents, and marketable securities $   86,943  $ 54,200 

The following table provides a reconciliation of cash, cash equivalents, and restricted cash reported within our unaudited 
condensed consolidated balance sheets as of June 30, 2026 and 2025, to the total of such amounts as presented in the 
unaudited condensed consolidated statements of cash flows (in thousands): 

  
June 30, 

2026  
June 30, 

2025 
Cash and cash equivalents $   59,350    $  44,993 
Restricted cash, noncurrent   2,604    2,604 

Total cash, cash equivalents, and restricted cash $  61,954   $  47,597 

During the six months ended June 30, 2026 and 2025, marketable securities were sold or matured for proceeds of $43.0 
million and $29.1 million, respectively. The Company recorded an immaterial amount of realized gain during the three 
and six months ended June 30, 2026 and 2025. See Note 5, “Fair value measurements” for additional information regarding 
the fair value of cash equivalents and marketable securities. 
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The following tables summarizes the unrealized gains and losses related to the Company’s available-for-sale marketable 
securities, by major security type, as of June 30, 2026 and December 31, 2025 (in thousands): 

  As of June 30, 2026 
   Amortized 

Cost  
 Unrealized 

Gains 
 Unrealized 

(losses) 
 

Fair Value      
Marketable securities                       
 Asset backed securities $  2,008   $ -   $ -  $  2,008  
 Commercial paper   6,815     -                 (1)    6,814  
  Corporate bonds    12,809      1     (3)      12,807  
 US Treasury securities  5,965   -        (1)   5,964 
Total marketable securities $ 27,597  $ 1  $ (5)  $ 27,593 
   

  As of December 31, 2025 
   Amortized 

Cost  
 Unrealized 

Gains 
 Unrealized 

(losses) 
 

Fair Value      
Marketable securities                       
 Asset backed securities $  2,022   $  1   $  -     $  2,023  
 Commercial paper   9,120     5    -    9,125  
  Corporate bonds   18,148      23      -      18,171  
 US Treasury securities  19,062    25     -       19,087  
Total marketable securities $ 48,352  $ 54  $ -  $ 48,406 

The following table shows the unrealized losses and fair values for those marketable securities that were in an unrealized 
loss position as of June 30, 2026 and December 31, 2025, aggregated by major security type and the length of time the 
marketable securities have been in a continuous loss position (in thousands): 

  As of June 30, 2026  

  
In Loss Position for Less 

Than 12 Months   
In Loss Position for 12 

Months or Greater   Total  

   Fair Value     
Unrealized 

Losses     Fair Value     
Unrealized 

Losses     Fair Value     
Unrealized 

Losses     
Commercial paper $ 3,561  $ (1)  $ -  $ -  $ 3,561  $            (1)   
Corporate bonds       11,013         (3)       -        -       11,013                  (3)     
US Treasury Securities   5,355     (1)    -    -    5,355    (1)   

Total $ 19,929   $ (5)   $ -   $ -   $ 19,929   $            (5)    

  As of December 31, 2025  

  
In Loss Position for Less 

Than 12 Months   
In Loss Position for 12 

Months or Greater   Total  

   Fair Value     
Unrealized 

Losses     Fair Value     
Unrealized 

Losses     Fair Value     
Unrealized 

Losses     
Commercial paper $ 1,000  $ -  $ -  $ -  $ 1,000  $ -   
Corporate Bonds   298    -    -    -    298    -   

Total $ 1,298   $ -   $ -   $ -   $ 1,298   $ -    

Contractual maturities of the Company’s marketable securities as of June 30, 2026, were as follows (in thousands): 

 Fair Value 
One year or less $  26,590  
Two years to three years   1,003  

Total minimum payments $  27,593 
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Note 5 – Fair value measurement 

Management’s assessment of the significance of a particular input to the fair value measurement requires judgement and 
may affect the valuation of financial assets and liabilities and their placement within the three-tier fair value hierarchy. As 
of June 30, 2026 and December 31, 2025, the fair value measurement of the Company’s financial assets measured on a 
recurring basis were as follows (in thousands): 

 

In the Company’s unaudited condensed consolidated balance sheets, the carrying values of accounts and other receivables, 
other assets, accounts payable and accrued expenses approximated their fair values due to the nature and relatively short 
maturities. The fair value of debt approximates its carrying value as it is variable rate debt or has relatively short maturities. 
There are no other financial assets and liabilities that require fair value hierarchy measurements and disclosures for the 
periods presented.  

Note 6 - Condensed consolidated balance sheet components 

Accounts and other receivables, net 

Accounts and other receivables includes amounts due from sales of Company’s product to customers, sales of materials to 
contract manufacturers, and reimbursements for leasehold improvements. Accounts and other receivables, net were as 
follows as of June 30, 2026 and December 31, 2025 (in thousands): 

 June 30,  December 31, 
 2026  2025 
Trade receivables $  1,263    $  452  
Non-trade receivables   423     154  
Reimbursement for leasehold improvements  1,207    1,714  

Accounts and other receivables    2,893     2,320 
Less provision for credit losses  -   - 

Accounts and other receivables, net $ 2,893  $ 2,320       
During the three and six months ended June 30, 2026 and 2025, the Company recorded no provision for credit losses. 

 

 

 

  Fair Values as of June 30, 2026 
   Level 1   Level 2  Level 3  Total      
Cash equivalents                       
 Money market funds $  27,870   $ -     $ -  $  27,870  
 Corporate bonds   1,376    -   -    1,376  
Marketable securities                   
 Asset backed securities  -    2,008    -    2,008  
 Commercial paper  -    6,814    -    6,814  
 Corporate bonds  -    12,807    -    12,807  
 US Treasury securities  -   5,964   -      5,964 
Total $ 29,246  $ 27,593  $ -  $ 56,839 
   

  Fair Values as of December 31, 2025 
   Level 1   Level 2  Level 3  Total      
Cash equivalents                       
 Money market funds $ 4,408  $ -     $ -  $ 4,408 
Marketable securities                   
 Asset backed securities  -    2,023    -    2,023  
 Commercial paper  -    9,125    -    9,125  
 Corporate bonds  -   18,171    -   18,171  
 US Treasury securities  -   19,087   -      19,087 
Total $ 4,408  $ 48,406  $ -  $ 52,814 
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Inventory 

Inventory consisted of the following as of June 30, 2026 and December 31, 2025 (in thousands): 

 June 30,  December 31, 
 2026  2025 
Raw materials $  2,916    $  2,019  
Work in process   13,632     9,168  
Finished goods   4,086     4,466  

Inventory $ 20,634   $ 15,653 
      
Inventory – current $  17,585   $  13,789  
Inventory – noncurrent  $  3,049   $  1,864  

 
The Company’s non-current inventory consist of raw materials and work in process that are expected to be sold or 
consumed beyond the next twelve months. 

Property and equipment, net 

Property and equipment consisted of the following as of June 30, 2026 and December 31, 2025 (in thousands): 

  
June 30,  December 31, 

2026 2025 
Equipment $  5,821   $  3,300  
Computer software   604     560  
Leasehold improvements    5,297     554  
Construction in progress   1,108     4,289 

Total property and equipment    12,830     8,703  
Less accumulated depreciation and amortization    (3,635)    (3,226) 
 Total property and equipment, net $ 9,195  $ 5,477 

As of June 30, 2026 and December 31, 2025, construction in progress pertains to tenant improvements and manufacturing 
equipment, not yet available for use for the Company’s new corporate headquarters, laboratory, and manufacturing facility 
in Santa Clara, California. Depreciation and amortization expense for the three months ended June 30, 2026 and 2025 was 
$0.3 million and $0.1 million, respectively. Depreciation and amortization expense for the six months ended June 30, 2026 
and 2025 was $0.4 million and $0.2 million, respectively.  

Accrued expenses and other liabilities 

Accrued expenses and other liabilities consisted of the following as of June 30, 2026 and December 31, 2025 (in 
thousands): 

 June 30,  December 31, 
 2026  2025 
Accrued compensation and related liabilities $  3,688    $  4,049  
Accrued development expenses   352     354  
Accrued warranty reserves   99     185  
Deferred revenue   1,192    502 
Finance lease liability, current  10   - 
Accrued other expenses    158       515  

Accrued expenses and other liabilities $ 5,499  $  5,605  
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Changes in accrued warranty reserves were as follows for the three and six months ended June 30, 2026 and 2025 (in 
thousands): 

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   
  2026   2025  2026   2025   

Beginning of period  $  241    $  526   $  240    $  692    
      Warranty reserve accrued during the period    134      17     218      17    
      Settlement of warranty claims    (48)     (107)    (131)     (273)   
End of period  $ 327   $  436   $  327    $  436    
                 
       Warranty reserve - current  $  99    $  426   $  99    $  426    
       Warranty reserve - noncurrent  $  228    $  10   $  228    $  10    

Note 7 – Leases  

The Company has an operating lease for its corporate headquarters and laboratory space, located in Sunnyvale, California, 
with an original lease period expiring June 30, 2024. In January 2024, the Company signed an addendum to the operating 
lease, extending the expiration of the lease through June 30, 2025. In March 2024, the Company signed an additional 
addendum to the operating lease, extending the expiration of the lease through December 31, 2025. In July 2024, the 
Company signed an additional addendum to the operating lease, extending the expiration of the lease through December 
31, 2026. In April 2025, the Company signed an addendum to lease additional office space on a short-term basis in an 
adjacent office space. The Company accounted for the modification as a separate contract and will recognize associated 
lease payments in net loss over the lease term. 

In January 2025, the Company executed an operating lease for its new corporate headquarters, laboratory and 
manufacturing facility in Santa Clara, California. The term of the lease commenced on January 17, 2025, the date on which 
the landlord made the property available to the Company for the purpose of constructing leasehold improvements that will 
remain the property of the Company during the lease term. As a result of entering into this lease agreement, the Company 
recorded a right-of-use asset and corresponding lease liability of $12.9 million, net of the tenant improvement allowance 
of $4.1 million on the commencement date. Tenant improvement allowance was fully utilized as of June 30, 2026, of 
which, to date, the Company received reimbursements totaling $2.9 million. The Company expects to receive additional 
reimbursements of $1.2 million associated with this tenant improvement allowance, which were included in accounts and 
other receivables on the Company’s unaudited condensed consolidated balance sheets as of June 30, 2026. Lease payments 
began in January 2026. The lease provides for a term of 132 months and includes an option to extend the lease for an 
additional five years, which was used in the calculation of the right of use asset and lease liability, as the Company is 
reasonably certain that the option will be exercised. The Company determined the probability of the exercise of a lease 
extension option based on its long-term strategic business outlook, significant leasehold improvements that are expected 
to have significant economic value to the Company, and costs relating to signing a new lease, among other factors. 

The Company also leases office equipment under an immaterial finance lease agreement. 

Amounts reported in the unaudited condensed consolidated balance sheets for operating leases in which the Company is 
the lessee as of June 30, 2026 and December 31, 2025, were as follows (in thousands): 

 June 30,  December 31, 
 2026  2025   
Right of use operating lease asset $ 12,042   $  12,613  
Operating lease liability, current 1,036   1,182 
Operating lease liability, noncurrent   17,436      16,520  
Weighted-average remaining lease term  15.43 years      15.71 years    
Weighted-average discount rate  6.33%     6.40%  
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The following table presents the components of lease costs in our unaudited statements of operations for three and six 
month ended June 30, 2026 and 2025 (in thousands): 

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   
  2026   2025  2026   2025   

Operating lease costs  $  505    $  580   $  1,159    $  1,152    
Variable lease costs    175      33     327      66    
Short-term lease costs   30      4     59      13    

 Total lease expense  $ 710   $ 617  $  1,545   $ 1,231   
 
Future lease payments for non-cancelable operating leases as of June 30, 2026, were as follows (in thousands): 

Years Ending December 31,  
 

2026 (remaining six months) $  612  
2027   936  
2028   1,294  
2029   1,708  
2030   1,791  
Thereafter   23,838  

Total undiscounted lease payments   30,179  
Less effects of discounting   (11,707) 

Total operating lease liabilities $   18,472  
      Note 8 - Notes payable  

At June 30, 2026 and December 31, 2025, notes payable consisted of the following (in thousands):  

 June 30,  December 31, 
 2026  2025   
Notes payable, current      

Current portion of notes payable $ 41,800  $ - 
Less unamortized deferred loan costs   (205)   - 
Less unamortized discount   (399)   - 

Notes payable, current, net $  41,196    $ - 
Notes payable, noncurrent      

Long-term portion of notes payable $ -  $ 41,800 
Less unamortized deferred loan costs  -    (311) 
Less unamortized discount  -    (603) 

Notes payable, noncurrent, net $ -  $  40,886  
Total notes payable, net $  41,196    $  40,886  
      

The following table presents information regarding the Company’s notes payable principal repayment obligations as of 
June 30, 2026 (in thousands):  

Years Ended December 31,   
2026 $ - 
2027  41,800  

Total minimum payments $  41,800  

Runway Growth Finance Corp  

On June 30, 2022, the Company entered into a loan and security agreement with Runway Growth Finance Corp. The debt 
is secured against substantially all assets of the Company, except for the Company’s intellectual property but includes all 
proceeds from the sale of intellectual property. As of June 30, 2026 and December 31, 2025, the outstanding principal 
balance was $41.8 million and $41.8 million, respectively. 
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Interest on the term loan accrues on the principal amount outstanding at a floating per annum rate equal to the greater of 
the rate of interest noted in The Wall Street Journal Money Rates section, as the “Prime Rate” or 4.00% plus a margin of 
4.9% and is payable monthly in arrears and shall be computed on the basis of a 360-day year for the actual number of days 
elapsed.  The Company is required to make interest only payments from July 2022 to May 2027. The note payable has a 
maturity date of June 15, 2027, at which time any unpaid interest, outstanding principal balance, and a final payment of 
4.5% of the original principal amount borrowed shall be due in full. If the Company repays the loan prior to maturity, the 
Company will be required to pay a prepayment fee of 0.5% of the outstanding principal balance. The Company is also 
required to pay a 3% success fee of the funded principal amount of the term loan at the time of a liquidity event, as defined 
in the loan and security agreement. The success fee is enforceable within 10 years from the execution date of the agreement.  

The Company has accounted for the final payment of $1.8 million as a discount of the note that will be amortized over the 
life of the loan using the effective interest method. Amortization of the discount was $0.1 million and $0.1 million for the 
three months ended June 30, 2026 and 2025, respectively. Amortization of the discount was $0.2 million and $0.2 million 
for the six months ended June 30, 2026 and 2025, respectively. This amount was recorded as additional interest expense 
in the accompanying unaudited condensed consolidated statements of operations. As of June 30, 2026 and December 31, 
2025, the note has been shown net of unamortized discounts of $0.4 million and $0.6 million, respectively.   

The Company incurred loan costs of $1.0 million, which are being amortized over the life of the loan using the effective 
interest method. Amortization of loan costs was $0.1 million and $0.1 million for the three months ended June 30, 2026 
and 2025, respectively. Amortization of loan costs was $0.1 million and $0.1 million for the six months ended June 30, 
2026 and 2025, respectively. As of June 30, 2026 and December 31, 2025, the note has been shown net of unamortized 
loan costs of $0.2 million and $0.3 million, respectively.  

The Company is subject to customary financial and reporting covenants under the loan and security agreement. As of June 
30, 2026 and December 31, 2025, the Company was in compliance with all debt covenants. 

Note 9 - Convertible preferred stock  

As of June 30, 2026 and December 31, 2025, 10,000,000 shares of convertible preferred stock were authorized, of which 
no shares were issued or outstanding. 

Note 10 - Common stock  

Each share of common stock entitles the holder to one vote on all matters submitted to a vote of the Company’s 
stockholders. Common stockholders are entitled to receive dividends, as may be declared by the Company’s board of 
directors. As of June 30, 2026 and December 31, 2025, no dividends have been declared. 

As of June 30, 2026 and December 31, 2025, 600,000,000 shares were authorized, of which 75,330,559 shares and 
45,025,917 shares, respectively, were outstanding. See Note 1, “Business and organization – Reverse stock split” for 
additional information regarding the Reverse Stock Split that was effective April 1, 2026. 

The Company completed its initial public offering and began trading on the ASX on November 24, 2021, under the symbol 
“EBR”. The ASX uses a Clearing House Electronic Subregister System (“CHESS”) for the clearance and settlement of 
trades on the ASX. The State of Delaware does not recognize the CHESS system of holding securities or electronic 
transfers of legal title to shares. To enable companies to have their securities cleared and settled electronically through 
CHESS, CDIs are issued. CDIs are units of beneficial ownership in shares and are traded in a manner similar to shares of 
Australian companies listed on the ASX. The legal title to the shares are held by a depository, CHESS Depositary 
Nominees (“CDN’), which is a wholly owned subsidiary of the ASX, and is an approved general participant of ASX 
Settlement. 

On May 22, 2025 (Sydney time), the Company completed an institutional placement of 55,900,000 CDIs, representing 
5,590,000 shares of common stock, at a purchase price of $0.64 per CDI ($6.40 per share of common stock), for proceeds 
of $33.5 million, net of $2.5 million of related issuance costs. On June 19, 2025 (Sydney time), the Company completed 
a non-underwritten rights offering to existing stockholders, or Securities Purchase Plan, and issued an additional 
20,000,000 CDIs representing the 2,000,000 shares of common stock, at a purchase price of $0.64 per CDI ($6.40 per 
share of common stock), for proceeds of $12.8 million, net of $0.1 million of related issuance costs. 
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On June 5, 2026 (Sydney time), the Company completed a fully underwritten institutional placement to institutional and 
sophisticated investors (“Institutional Placement”), comprising: (a) an institutional placement to institutional and 
sophisticated investors (“Tranche 1”); and (b) a conditional placement to BCP3 Pty Ltd, a related party of Dr. Chris Nave, 
a non-executive director of the Company, subject to shareholder approval at a Special Meeting of Stockholders to be held 
on August 18, 2026 (“Tranche 2”). As a result of the Tranche 1 Institutional Placement, the Company issued 77,352,890 
CDIs, representing 7,735,289 shares of common stock, at a purchase price of A$0.38 per CDI (A$3.80 per share of 
common stock), for proceeds of $19.5 million, net of $1.2 million of related issuance costs. Subject to shareholder 
approval, the Company will issue 92,105,270 CDIs, representing 9,210,527 shares of common stock at a purchase price 
of A$0.38 per CDI (A$3.80 per share of common stock), no later than thirty days from the date of the Special Meeting of 
Stockholders. 

On June 5, 2026 (Sydney time), the Company also completed a fully underwritten 1-for-2 pro rata non-renounceable 
entitlement offer to eligible institutional stockholders (“Institutional Entitlement Offer”), and issued 110,582,160 CDIs, 
representing 11,058,216 shares of common stock, at a purchase price of A$0.38 per CDI (A$3.80 per share of common 
stock), for proceeds of $28.0 million, net of $1.5 million of related issuance costs.  

On June 24, 2026 (Sydney time), the Company completed a fully underwritten 1-for-2 pro rata non-renounceable retail 
entitlement offer to existing retail stockholders (“Retail Entitlement Offer”), and issued 114,699,930 CDIs, representing 
11,469,993 shares of common stock, at a purchase price of $0.38 per CDI (A$3.80 per share of common stock), for 
proceeds of $28.3 million, net of $1.7 million of related issuance costs. Host-Plus Pty Ltd and H.E.S.T. Australia Ltd., 
related parties of Dr. Chris Nave, a non-executive director of the Company, participated in the Retail Entitlement Offer 
purchasing 25,630,389 CDIs and 5,027,499 CDIs, respectively.     

Additionally, the Company has reserved the following shares of common stock for issuance as of June 30, 2026: 

Tranche 2 Institutional Placement, subject to shareholder approval 9,210,757 
Conversion of Common Stock warrants 1,944,214 
2013 Equity Incentive Plan 1,594,564 
Amended 2021 Equity Incentive Plan 5,411,631 
Outside of Amended 2021 Equity Incentive Plan 158,180 

Total shares of Common stock reserved for issuance 18,319,346 

Note 11 - Warrants 

The following warrants were outstanding as of June 30, 2026 and December 31, 2025: 

  Shares of Common Stock Issuable 
for Outstanding Warrants as of 

     
       

Warrant Issuance 
 June 30, 

 2026 
 December 31, 

2025 
  Exercise 

Price 
 Expiration 

Date  
June 30, 2016  -  3,639  $  8.20   June 30, 2026 
October 30, 2017  195,061  195,061  $  4.10   October 29, 2027 
February 28, 2018  23,418  23,418  $  8.20   February 28, 2028 
August 26, 2019  443,790  443,790  $  5.90   August 26, 2029 
March 13, 2020  442,294  442,294  $  5.90   March 13, 2030 
March 25, 2020  44,150  44,150  $  1.40   March 24, 2030 
February 12, 2021  173,205  173,205  $  5.90   February 12, 2031 
June 25, 2021  288,721  288,721  $  5.90   June 25, 2031 
August 16, 2021  22,427  22,427  $  5.90   June 25, 2031 
October 4, 2021  311,148  311,148  $  5.90   October 4, 2031 

Total  1,944,214   1,947,853      

As of June 30, 2026, the weighted-average exercise price of outstanding warrants was $5.64, with a weighted-average 
remaining contractual life of 3.86 years. 
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Note 12 - Stock-based compensation  

The Company and its stockholders adopted the 2013 Equity Incentive Plan (the “2013 Plan”) June 18, 2013, which 
reserved shares of the Company’s common stock for the granting of incentive and nonqualified stock options to employees, 
directors, and consultants. On October 14, 2021, the Company replaced the 2013 Plan with the 2021 Equity Incentive Plan 
(the “2021 Plan”) in connection with its initial public offering. On May 6, 2026, stockholders approved the addition of 
1,801,036 shares of common stock, as adjusted for the Reverse Stock Split, to the number of shares of common stock 
reserved for issuance under the 2021 Plan, by operation of the “evergreen” provision set forth in the 2021 Plan. Under the 
2021 Plan, 5,411,631 shares of common stock are reserved. The Company may grant options to purchase common stock, 
stock appreciation rights, restricted stock awards and other forms of stock-based compensation. Stock options generally 
vest over four years and expire no later than 10 years from the date of grant. The Board of Directors has the authority to 
select the employees to whom options are granted and determine the terms of each option, including: i) the number of 
shares of common stock subject to the option; ii) when the option becomes exercisable; iii) the option exercise price, which 
must be at least 100% of the fair market value of the common stock as of the date of grant; and iv) the duration of the 
option, which may not exceed 10 years. 

As of June 30, 2026, options to purchase a total of 4,191,741 shares of common stock remained outstanding and 1,219,890 
shares remain available for grant under the 2021 Plan and 158,180 remained outstanding outside of the 2021 Plan. As of 
June 30, 2026, options to purchase a total of 1,594,564 shares of common stock remained outstanding under the 2013 Plan. 
As of June 30, 2026, no shares of common stock remain available for grant under the 2013 Plan.  

Stock option activity for the six-month period ended June 30, 2026, was as follows: 

      Weighted-
Average 

Remaining 
Contractual 

Life (in years) 

   Weighted-
Average 
Exercise 

Price 

 
    
    

 Shares   
Outstanding as of December 31, 2025  4,810,761    $ 4.91   6.76 

Granted  1,274,532    3.93  
 

Cancelled  (100,910)     6.01   
 

Exercised  (39,898)   3.76  
 

Outstanding as of June 30, 2026 5,944,485   $ 4.69   7.03 
       

Vested and expected to vest as of June 30, 2026 5,944,485  $ 4.69  7.03 
Exercisable as of June 30, 2026   3,429,211  $ 4.00  5.48 

 
 
The fair value of the options granted to employees is estimated on the grant date using the Black-Scholes option valuation 
model. This valuation model for stock-based compensation expense requires the Company to make assumptions and 
judgments about the variables used in the calculation, including the expected term (weighted-average period of time that 
the options granted are expected to be outstanding), the volatility of the Company’s common stock, an assumed risk-free 
interest rate and expected dividends. The Company uses the simplified calculation of expected life and volatility is derived 
from the combination of the average historical stock volatilities of several publicly traded companies with characteristics 
similar to those of the Company, and on the Company’s stock price, as quoted on the ASX. The risk-free rate is based on 
the U.S. Treasury yield curve in effect at the time of grant for periods corresponding with the expected life of the option. 
The Company uses the straight-line method for expense attribution. The weighted-average grant-date fair values of stock 
options granted during the six months ended June 30, 2026 and 2025, was $2.47 per share and $5.55 per share, respectively. 

The following assumptions were used to calculate the grant-date fair value of employee stock options granted during the 
six months ended June 30, 2026 and 2025: 

 Six Months Ended June 30, 
 2026  2025   
Expected term (in years)   5.73 - 6.08     5.53 - 6.08 
Expected volatility 65.31% - 65.91% 65.27% - 67.80% 
Expected dividend yield   0.00%    0.00% 
Risk-free interest rate  3.72% - 4.30%   3.93% - 4.47% 
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The following table presents classification of stock-based compensation expense within the accompanying unaudited 
condensed consolidated statements of operations for the three and six months ended June 30, 2026 and 2025: 

  Three Months Ended    Six Months Ended   
  June 30,    June 30,   
  2026     2025    2026   2025   

Cost of goods sold  $       35     $                 -     $      71   $         -   
Research and development   271     263     546    507   
Selling, general and administrative         630     441          1,226    702   

Total  $       936    $ 704    $   1,843   $  1,209   
 

At June 30, 2026, there was $9.1 million of unamortized stock-based compensation cost, related to unvested stock options 
which is expected to be recognized over a weighted-average period of 2.31 years.  

Note 13 - Income taxes 

During the three and six months ended June 30, 2026 and 2025, the Company does not have an income tax benefit or 
expense. The Company has historically incurred net operating losses and maintains a full valuation allowance against its 
net deferred tax assets. Valuation allowances are recorded when the expected realization of the deferred tax assets does 
not meet a “more likely than not” criterion. Realization of the Company’s deferred tax assets are dependent upon the 
generation of future taxable income, the amount and timing of which are uncertain.  

The Company’s effective tax rate was 0% for the three and six months ended June 30, 2026 and 2025. The difference 
between the effective tax rate and the federal statutory rate of 21% was primarily due to the full valuation allowance 
recorded on the Company’s net deferred tax assets, state and foreign tax benefits, research and development tax credits, 
and other non-deductible expenses. 

During the three and six months ended June 30, 2026, there were no material changes to the Company’s uncertain tax 
positions. 

The One Big Beautiful Bill Act (“OBBA”) includes significant U.S. tax provisions, including the permanent extension of 
certain expiring provisions of the Tax Cuts and Jobs Act, modifications to the international tax framework, and the 
restoration of favorable tax treatment for certain business provisions. The legislation has multiple effective dates from 
2025 through 2027. The Company continues to monitor any new tax laws and notes those effective in 2026 do not have a 
material impact on the Company’s unaudited condensed consolidated financial statements for the three and six months 
ended June 30, 2026. 

Note 14 – Net loss per share 

The following tables sets forth the computation of basic and diluted net loss per share attributable to common stockholders 
for the three and six months ended June 30, 2026 and 2025 (in thousands, except per share amounts): 
 

 
Three Months Ended 

 June 30,   
Six Months Ended 

 June 30,  
 2026   2025   2026   2025  

Numerator – basic & diluted:                  
Net loss attributable to common stockholders, basic 
and diluted $ (17,453)    $ (11,967)  

 
$ (34,527)  

 
$ (22,522)  

Denominator:              
Weighted-average number of shares outstanding, 
basic and diluted 49,236,129    39,586,205   47,148,836   38,426,604  
Net loss per share attributable to common 
stockholders, basic and diluted $ (0.35)    $ (0.30)  

 
$ (0.73)  

 
$ (0.59)  
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The following potentially dilutive shares have been excluded from the computation of diluted weighted-average shares 
outstanding because such securities have an antidilutive impact due to the Company’s net loss: 

 June 30, 
 2026  2025   
Outstanding warrants  1,944,214    1,978,938 
Outstanding stock options 5,944,485   4,684,314 
Total dilutive shares  7,888,699   6,663,252 
      

Note 15 - Segment information  

The Company's chief operating decision maker (“CODM”) is the Chief Executive Officer. The Company has determined 
that it has a single operating and reportable segment. The CODM uses net sales, gross margin and operating expenses at 
the consolidated level to allocate resources, monitor budget versus actual results, and manage operations. Significant 
expenses within operating expenses include engineering and development, clinical and regulatory, sales and marketing, 
and general and administrative expenses at the consolidated level.  

Substantially all of the segment net sales are derived from sales to customers in the U.S. Net sales by geography is based 
on billing address of the customer. International net sales accounted for less than 1% of the total net sales during the three 
and six months ended June 30, 2026. Long-lived assets held outside the U.S. are immaterial.  

The following table summarizes the Company's net sales by geography for the three and six months ended June 30, 2026 
and 2025 (in thousands): 

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   

  2026   2025  2026   2025   
United States  $ 2,637    $ 150     $ 4,996    $ 150      
International    -     20     3    20   

Net sales  $ 2,637   $ 170  $ 4,999    $ 170    

The following table disaggregates amounts that comprise research and development, and selling, general and 
administrative expenses within the accompanying unaudited condensed consolidated statements of operations for the three 
and six months ended June 30, 2026 and 2025 (in thousands): 

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   
  2026   2025  2026   2025   

Engineering and development  $ 4,096    $ 3,438   $  8,085    $  6,695    
Clinical and regulatory    2,524      2,513     4,952      4,675    

Total research and development  $ 6,620   $ 5,951  $  13,037   $ 11,370   
               
Sales and marketing  $  6,255    $  2,428   $  12,403    $  3,917  
General and administrative    3,865      2,837    7,656      5,711  

 Total selling, general and administrative  $ 10,120   $ 5,265  $  20,059   $ 9,628 

The segment's net loss equals the Company’s net loss as presented in the unaudited condensed consolidated statements of 
operations. Other segment items within net loss include interest expense, interest income, and loss on foreign currency at 
the consolidated level. 

Note 16 - Commitments and contingencies 

Purchase commitments 

The Company purchases raw materials, manufacturing equipment, and various services from a variety of vendors. During 
the normal course of business, in order to manage manufacturing lead times and help ensure an adequate supply of certain 
items, we enter into agreements with suppliers that either allow us to procure goods and services when we choose or that 
establish purchase requirements over the term of the agreement. In certain instances, our purchase agreements allow us to 
cancel, reschedule, or adjust our purchase requirements based on our business needs prior to firm orders being placed. 
Consequently, only a portion of our purchase commitments are firm and non-cancelable. As of June 30, 2026, the 
Company’s obligations under such arrangements were approximately $10.6 million. 
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Cybersecurity 

As previously disclosed in our Quarterly Report on Form 10-Q for the quarter ended March 31, 2026, the Company 
detected a cybersecurity incident in which an unauthorized third party gained access to certain information systems of the 
Company on or around February 13, 2026. Upon detection, the Company promptly initiated response protocols and began 
taking steps to contain, assess and remediate the cybersecurity incident, including launching an investigation with external 
cybersecurity experts. Although the Company believes that the cybersecurity incident has not had a material impact on its 
overall financial condition or results of operations, its evaluation and response to this incident are ongoing and the 
Company may discover other impacts or new events related to this incident may occur that could affect the Company’s 
financial condition or results of operations. As of June 30, 2026, incurred cybersecurity expenses limited to the Company’s 
insurance deductibles have been recorded and reflected within the Company’s unaudited condensed consolidated financial 
statements and such amounts are not material. 

Contingencies 

The Company is party to various legal proceedings from time to time. A liability is accrued when a loss is both probable 
and can be reasonably estimated. Management believes that the probability of a material loss with respect to any currently 
pending legal proceeding is remote. However, litigation is inherently uncertain, and it is not possible to definitively predict 
the ultimate disposition of any of these proceedings. The Company does not believe that there are any pending legal 
proceedings or other loss contingencies that will, either individually or in the aggregate, have a material adverse impact 
on the Company’s unaudited condensed consolidated financial statements. 

Note 17 – Related party transactions 

See Note 10 “Common stock” 
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ITEM 2. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS 
OF OPERATIONS 

The following discussion and analysis of our financial condition and results of operations should be read in conjunction 
with our unaudited condensed consolidated financial statements and related notes and other information included 
elsewhere in this Quarterly Report on Form 10-Q and the audited consolidated financial statements and notes thereto and 
management’s discussion and analysis of financial condition and results of operations for the year ended December 31, 
2025. In addition to historical data, this discussion contains forward-looking statements about our business, ability to 
continue as a going concern, ability to successfully commercialize our WiSE CRT System, results of operations, cash flows, 
financial condition and prospects based on current expectations that involve risks, uncertainties, assumptions, and other 
important factors. Our actual results could differ materially from such forward-looking statements. Factors that could 
cause or contribute to those differences include, but are not limited to, those identified below and those discussed in Part 
I, Item 1A. Risk Factors of our Annual Report on Form 10-K. Additionally, our historical results are not necessarily 
indicative of the results that may be expected for any period in the future. We use words such as "anticipate," "believe," 
"continue," "could," "estimate," "expect," "intend," "may," "plan," "predict," "project," "potential," "seek," "should," 
"will," "would," and similar expressions to identify forward-looking statements. 

Overview 

EBR is a U.S. based medical device company that developed the WiSE CRT System (“WiSE”), an implantable cardiac 
pacing system able to provide stimulation to endocardial heart tissue for the correction of heart rhythm conditions without 
requiring the use of leads. That implantable device is part of a cardiac resynchronization therapy (“CRT”), offering 
endocardial heart tissue stimulation without the complications associated with traditional lead-based systems. Cardiac 
rhythm management (“CRM”) systems use leads to conduct electricity from an implantable pulse generator (“IPG”) to 
electrodes that deliver therapeutic electric pulses to heart tissue. While leads are a critical part of most CRM systems, they 
have long been recognized as a primary shortcoming of these systems and are a leading cause of device failure. 

We initially developed WiSE for use in conjunction with another implanted pacemaker to provide CRT to patients who 
are unable to receive CRT from a traditional lead-based system or are at high risk of complications from an upgrade 
procedure. WiSE CRT technology is engineered to benefit patients who have not seen success with conventional CRT or 
face high complication risks. By eliminating lead requirements for left ventricular pacing, WiSE CRT introduces a novel 
approach to cardiac pacing, with the potential to transform CRT delivery. 

On April 11, 2025, we received notification that the Center for Devices and Radiological Health (“CDRH”) of the Food 
and Drug Administration (“FDA”) had completed its review of our premarket approval application (“PMA”) for WiSE 
and approved WiSE for commercial distribution in the U.S. for adult patients who are at least 22 years of age, are indicated 
for CRT, have an existing or are eligible for an implanted right ventricular pacing system, and are in one of the following 
two categories: 1) patients in whom previous coronary sinus (“CS”) lead implantation was unsuccessful, or where an 
implanted lead has been turned off, referred to as "previously untreatable"; or 2) patients with previously implanted 
pacemakers or Implantable Cardioverter-Defibrillators (“ICDs”) in whom standard CRT upgrade is not advisable due to 
known relative contraindications for CS lead or CRT device implantation, referred to as "high risk upgrades". 

We have launched WiSE with the focus on driving adoption of WiSE at key, high-volume, hospitals or medical facilities 
within the U.S. to be followed by select, high-volume hospitals or medical facilities in markets outside the U.S. (“OUS”) 
that we would target after evaluating regulatory and reimbursement considerations. The growth of our business depends 
on our ability to successfully commercialize WiSE and gain wide acceptance of WiSE by continuing to make physicians 
and other hospital staff aware of the benefits of WiSE to generate increased demand and frequency of use and thus increase 
sales to our hospital customers. Our ability to grow our business will also depend on our ability to expand our customer 
base in existing or new target markets. The rate at which we grow our sales force and the speed at which newly hired 
salespeople become effective can impact our revenue growth or our costs incurred in anticipation of such growth. We 
intend to make significant investments in our sales and marketing organization by increasing the number of U.S. sales 
representatives and expanding our international marketing programs to help facilitate further adoption among existing 
hospital accounts as well as broaden awareness of our products to new hospital accounts. 
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Financial overview 

Our WiSE CRT System received approval from the FDA for commercial distribution in April 2025, and we began 
commercializing WiSE during the second quarter of 2025. During the three months ended June 30, 2026, we had 46 
commercial implants at 23 hospitals in the US, and recognized net sales of $2.6 million. During the six months ended June 
30, 2026, we had 87 commercial implants at 29 hospitals in the US, and recognized net sales of $5.0 million. An additional 
48 physicians were trained to implant the WiSE CRT System, and 32 additional purchase agreements were signed with 
target Limited Market Release (“LMR”) sites during the six months ended June 30, 2026. The commercial potential of 
and our ability to successfully commercialize WiSE is unproven and will require, among other things, effective sales, 
marketing, manufacturing, distribution, information systems and pricing strategies, as well as compliance with applicable 
laws and regulations. 

Since inception, we have incurred significant net losses and expect to continue to incur net losses until we are able to 
generate sufficient revenue. Since our inception, our operations have been financed primarily by net proceeds from the 
sale of our CDIs, common stock, convertible preferred stock, and indebtedness. As of June 30, 2026, we had $86.9 million 
in cash, cash equivalents, and marketable securities and an accumulated deficit of $436.7 million. For a more 
comprehensive discussion see “Liquidity and Capital Resources” and “Future Funding Requirements” below. 

In June 2026, the Company completed a fully underwritten institutional placement to institutional and sophisticated 
investors (“Institutional Placement”), comprising: (a) an institutional placement to institutional and sophisticated investors 
(“Tranche 1”); and (b) a conditional placement to BCP3 Pty Ltd, a related party of Dr. Chris Nave, a non-executive director 
of the Company, subject to shareholder approval at a Special Meeting of Stockholders to be held on August 18, 2026 
(“Tranche 2”). Under the Tranche 1 Institutional Placement, we issued 77,352,890 CDIs, representing 7,735,289 shares of 
common stock, at a purchase price of A$0.38 per CDI (A$3.80 per share of common stock), for proceeds of $19.5 million, 
net of $1.2 million of related issuance costs. Subject to shareholder approval, the Company will issue 92,105,270 CDIs, 
representing 9,210,527 shares of common stock, at a purchase price of A$0.38 per CDI (A$3.80 per share of common 
stock), no later than thirty days from the date of the Special Meeting of Stockholders. 

In June 2026, we completed a 1-for-2 accelerated non-renounceable pro rata entitlement offer, with an institutional and 
retail component, at a purchase price of A$0.38 per CDI (A$3.80 per share of common stock). Under the institutional 
entitlement offering, we issued 110,582,160 CDIs, representing 11,058,216 shares of common stock, for proceeds of $28.0 
million, net of $1.5 million of related issuance costs. Under the retail entitlement offering, we issued 114,699,930 CDIs, 
representing 11,469,993 shares of common stock, for proceeds of $28.3 million, net of $1.7 million of related issuance 
costs. 

Factors Affecting Our Business 

There are a number of factors that have impacted, and we believe will continue to impact, our results of operations and 
growth. These factors include: 

• Regulatory approvals/clearances. Our business strategy depends on the successful FDA submission of our 
PAS and ongoing annual reporting of our WiSE CRT System to the FDA. 

• Clinical results. Publications of clinical results by us, our competitors and other third parties can have a 
significant influence on whether, and the degree to which, our products are used by physicians and the 
procedures and treatments those physicians choose to administer for a given condition. 

• Market acceptance. The growth of our business depends on our ability to successfully commercialize WiSE 
and gain wide acceptance of WiSE by continuing to make physicians and other hospital staff aware of the 
benefits of WiSE to generate increased demand and frequency of use and thus increase sales to our hospital 
customers. Our ability to grow our business will also depend on our ability to expand our customer base in 
existing or new target markets. 

• Sales force size and effectiveness. The rate at which we grow our sales force and the speed at which newly 
hired salespeople become effective can impact our revenue growth or our costs incurred in anticipation of such 
growth. We intend to make significant investments in our sales and marketing organization by increasing the 
number of U.S. sales representatives and expanding our international marketing programs to help facilitate 
further adoption among existing hospital accounts as well as broaden awareness of our products to new hospital 
accounts. 

• Competition. Our industry is intensely competitive and, in particular, we compete with a number of large, well-
capitalized companies on multiple fronts. We must strive to be successful in light of our competitors’ existing 
and future products and related pricing and their resources to successfully market to the physicians who use our 
products. 
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While these factors may present significant opportunities for us, they also pose significant risks and challenges that we 
must address. 

Components of our Consolidated Results of Operations 

Net Sales 

We derive most of our revenue from sales of WiSE to the hospital facilities that implant our WiSE CRT System. We 
recognize revenue upon the transfer of goods or services to a customer at an amount that reflects the expected consideration 
to be received in exchange for those goods or services, net of rebates. Specifically, revenue from the sale of WiSE is 
recognized at an amount that reflects the expected consideration upon notice that our products have been used in a surgical 
procedure. We account for rebates as a reduction to revenue, calculated based on the terms agreed with the customer. Our 
revenue fluctuates primarily based on the volume of procedures performed. Our revenue is expected to continue to fluctuate 
in the future from quarter-to-quarter due to a variety of factors, including the success of our sales force in expanding 
adoption of WiSE in new hospitals and the number of physicians who are aware of and implant WiSE. 

Nearly all our revenue results from sales in the United States, but we also have limited sales of replacement batteries for 
our WiSE CRT System to hospital facilities with patients who have been or are currently enrolled in our clinical study in 
the United Kingdom (“UK”). 

Cost of Goods Sold and Gross Margin 

Cost of goods sold consists primarily of costs related to materials, components and subassemblies, personnel-related 
expenses for our manufacturing and quality assurance employees, manufacturing overhead and charges for excess, 
obsolete and non-sellable inventories. Overhead costs include the cost of quality assurance, testing, material procurement, 
inventory control, operations supervision and management personnel, an allocation of facilities and information 
technology expenses, including rent and utilities, and equipment depreciation. Cost of goods sold also includes certain 
indirect costs such as those incurred for shipping our WiSE CRT System. We record adjustments to our inventory valuation 
for estimated excess, obsolete and non-sellable inventories based on assumptions about future demand, past usage, changes 
to manufacturing processes and overall market conditions. 

We calculate gross margin as gross profit divided by net sales. Our gross margin has been and will continue to be affected 
by a variety of factors, primarily by our manufacturing costs, pricing, and the use of inventory that was previously expensed 
during our clinical trial. Our gross margin is expected to decrease over the near term as we continue to utilize inventory 
that was previously expensed as research and development costs, but over the long term our gross margin may increase to 
the extent our production volume increases as our fixed manufacturing costs would be spread over a larger number of 
units, thereby reducing our per-unit manufacturing costs. We expect our gross margin will fluctuate from period to period 
based upon the factors described above. 

Operating Expenses 

Research and Development Expenses 

Research and development expenses primarily consist of personnel-related expenses, including salaries, bonuses, fringe 
benefits and other compensation-related costs, including stock-based compensation expense, for employees engaged in 
research and development functions. Research and development expenses also include costs of conducting our post-
approval study, such as expenses associated with our clinical research organization, or CRO, who provided project 
management, outside service fees paid to third party consultants and contractors related to WiSE engineering, quality 
assurance and regulatory approval, as well as contract manufacturing of WiSE and allocated facility costs.  

We expense research and development costs as incurred. Non-refundable advance payments that we make for goods or 
services to be received in the future for use in research and development activities are recorded as prepaid expenses and 
other long-term assets, which are expensed as the related goods are delivered or the services are performed, or when it is 
no longer expected that the goods will be delivered, or the services rendered.  

We anticipate that our research and development expenses will increase significantly in the future as we: 

• hire and retain additional personnel, including research, clinical, development, manufacturing, quality control, 
quality assurance and regulatory personnel; 

• conduct our post-approval study; 
• continue to advance the research and development of our WiSE CRT system or other product candidates; and 
• develop and validate our commercial-scale current good manufacturing practice (“cGMP”). 
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Selling, General and Administrative Expenses  

Selling, general and administrative expenses primarily consist of personnel-related costs, including salaries, bonuses, 
fringe benefits and other compensation-related costs, including stock-based compensation expense, for our personnel and 
external contractors involved in our sales and marketing, executive, finance, legal and other administrative functions. 
Selling, general and administrative expenses also include costs incurred for outside services associated with such functions, 
including costs associated with obtaining and maintaining our patent portfolio and professional fees for accounting, 
auditing, tax, legal services, and other consulting expenses. 

We anticipate that our selling, general and administrative expenses will increase significantly in the future as we: 

• hire and retain additional sales, general and administrative personnel to support the expected growth in our 
sales and marketing activities; 

• continue to expand our sales, marketing and administrative function to support the sales adoption of WiSE; 
• maintain, expand, and protect our intellectual property portfolio; and 
• incur increased expenses associated with operating as a U.S. publicly reporting company, including increased 

costs of accounting, audit, legal, regulatory, and tax-related services, and director and officer insurance 
premiums.   

Interest expense  

Interest expense primarily consists of cash and non-cash interest related to our notes payable. See “Loan and Security 
Agreements” section below for more details about our debt agreements.  

Interest income 

Interest income consists of interest income, including amortization of premiums and accretion of discounts, generated from 
our cash, cash equivalent, and marketable securities. 

Gain/ (loss) on foreign currency 

Gains and losses arising from the settlement and remeasurement of monetary assets and liabilities denominated in 
currencies other than a subsidiary’s functional currency. 

Critical Accounting Estimates 

Our critical accounting estimates are more fully described in our Annual Report on Form 10-K for the year ended 
December 31, 2025. There have been no significant changes to our critical accounting estimates since December 31, 2025. 

Recent Accounting Pronouncements 

See the sections titled “Recently adopted accounting pronouncements” and “Recently issued accounting pronouncements 
not yet adopted” in Note 3 to our unaudited condensed consolidated financial statements included elsewhere in this 
Quarterly Report on Form 10-Q. 

Non- GAAP Financial Measures 

Adjusted earnings before interest, income taxes, depreciation and amortization (“Adjusted EBITDA”), a non-GAAP 
measure used by management to assess operating performance, is defined as net loss, excluding interest expense, net, 
depreciation and amortization, and stock-based compensation. Adjusted EBITDA is intended as a supplemental measure 
of our performance and provides useful information to management and investors regarding our operating results.  

We present Adjusted EBITDA in this filing because we believe it assists investors and analysts in comparing our operating 
performance across reporting periods on a consistent basis by excluding items that we do not believe are indicative of our 
ongoing operating performance. Period-to-period comparison of Adjusted EBITDA helps our management identify 
additional trends in our company’s financial results that may not be shown solely by period-to-period comparison of net 
loss. In addition, we believe that providing Adjusted EBITDA, together with a reconciliation of Adjusted EBITDA to net 
loss, helps investors make comparisons between our company and other companies that may have different capital 
structures, different capitalized asset values, different forms of employee compensation and different strategic 
nonrecurring projects. Adjusted EBITDA has its limitations as an analytical tool because of the excluded items, and you 
should not consider it in isolation or as a substitute for analysis of our results as reported under U.S. GAAP. Some of these 
limitations include:  
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• Adjusted EBITDA does not reflect interest expense and interest income because these items are not directly 
attributable to the performance of our business operations and may vary over time due to financing transactions 
that we have entered into or may enter into in the future. 

• Adjusted EBITDA does not reflect certain non-cash items, including depreciation and amortization, and stock-
based compensation expense. We believe that excluding the effect of these expenses from Adjusted EBITDA 
assists management and investors in making period-to-period comparisons in our company’s operating 
performance because the amount of such expenses in any specific period may not directly correlate to the 
underlying performance of our business operations. 

A reconciliation between net loss and adjusted EBITDA is presented below:   

  Three Months Ended  Six Months Ended   
  June 30,  June 30,   

(in thousands)  2026   2025  2026   2025   
Reconciliation of net loss to non-GAAP Adjusted EBITDA                 

Net loss  $ (17,453)   $     (11,967)  $ (34,527)   $ (22,522)   
Interest expense, net   1,053    817    1,955     1,581   
Depreciation and amortization   220    118   300     197   
Stock-based compensation (a)   936    704    1,843     1,209   

Adjusted EBITDA  $  (15,244)   $  (10,328)  $ (30,429)   $  (19,535)   
 

(a) Represents non-cash expense associated with our share-based payments. 

Results of Operations 

Comparison of the Three Months Ended June 30, 2026, to the Three Months Ended June 30, 2025 

We recorded a net loss of $17.5 million in the three months ended June 30, 2026, an increase of $5.5 million, or 45.8%, 
from the three months ended June 30, 2025. The increased loss in 2026 was due to an increase in selling, general and 
administrative expenses, and research and development expenses, as discussed below. Other expense, net also increased 
in 2026 primarily due to a decrease in interest income, as discussed below.  

The following table summarizes our operating results for the three months ended June 30, 2026 and 2025: 

    Three Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
Net sales  $  2,637    $ 170  $  2,467   1,451.2%  
Cost of goods sold    2,294     85    2,209   2,598.8%  
Gross profit   343    85    258   303.5%  
Operating expenses              

Research and development     6,620       5,951    669  11.2%  
Selling, general and administrative    10,120     5,265   4,855  92.2%  

Total operating expenses     16,740       11,216    5,524  49.3%  
Other expense, net     (1,056 )     (836 )  (220 ) 26.3%  
Loss before income tax      (17,453 )     (11,967 )   (5,486 ) 45.8%  
Income tax expense     -      -   -  -  
Net Loss    $ (17,453 )   $ (11,967 ) $ (5,486 ) 45.8%  

We derive the majority of our revenue from sales to customers in the United States. International revenue is attributable 
to the battery replacements for clinical trial patients in the UK. Revenue by geography is based on the billing address of 
the customer.  
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The table below summarizes our revenue by geography: 
    Three Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
United States  $   2,637   $ 150  $   2,487  1,658.0%  
International    -     20    (20)  (100.0%)  
         Net sales  $ 2,637   $ 170  $   2,467  1,451.2%  
              

Net Sales, Cost of Goods Sold, Gross Profit, and Gross Margin: 

    Three Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
Net sales  $  2,637    $ 170  $  2,467   1,451.2%  
Cost of goods sold    2,294     85    2,209   2,598.8%  
Gross profit  $ 343   $ 85  $ 258  303.5%  
Gross margin   13.0 %   50.0 %      

Net Sales and Cost of Goods Sold 

Net sales and cost of goods sold was $2.6 million and $2.3 million, respectively, during the three months ended June 30, 
2026, resulting from the Company completing commercial implants at twenty-three hospitals in the US. Net sales and cost 
of goods sold were significantly lower during the three months ended June 30, 2025, resulting from then-recent FDA 
approval of our WiSE CRT System in April 2025.  During the three months ended June 30, 2025, we had commercial 
implants at three hospitals in the US. 

Gross Profit, and Gross Margin 

Gross profit increased by $0.3 million, or 303.5% during the three months ended June 30, 2026, as compared to the three 
months ended June 30, 2025, resulting from an increase in sales volume and a higher average selling price. Our gross 
margin was positively affected and will continue to be affected in the near future by the use of inventory that was previously 
expensed during our clinical trial, although the benefit continues to decrease over time as previously expensed inventory 
is utilized. Gross margin was 13.0% for the three months ended June 30, 2026, compared to 50% for the three months 
ended June 30, 2025. Excluding the use of previously expensed inventory, we would have had a negative gross margin of 
16.9% for the three months ended June 30, 2026, compared to a negative gross margin of 51.2% for the three months 
ended June 30, 2025. The improvement in gross margin, excluding the use of previously expensed inventory, is the result 
of a higher average selling price, a lower standard cost, and increased manufacturing efficiencies during the three months 
ended June 30, 2026, as compared to the three months ended June 30, 2025. 

Operating Expenses 

Research and Development  

The following table presents our total research and development expenses by category: 

    Three Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
Research and development expenses:              

R&D personnel expense   $  4,431      $ 4,665   $ (234 ) (5.0% ) 
Clinical expenses    1,164     568   596  104.9%  
Quality assurance      232        83    149  179.5%  
Contract manufacturing, materials & components      389       530   (141 ) (26.6% ) 
Facility allocation & depreciation      404       105    299  284.8%  

Total research and development expense   $ 6,620    $ 5,951  $ 669  11.2%  

Research and development expenses increased by $0.7 million, or 11.2%, during the three months ended June 30, 2026, 
as compared to the three months ended June 30, 2025. Clinical expenses increased by $0.6 million as a result of higher 
expenses related to WiSE CRT post-approval study. Facility-related expenses and depreciation increased by $0.3 million 
in support of our continuing expansion of research and development activities. These increases were offset by $0.2 million 
decrease in personnel-related expenses due to an increase in capitalized labor costs during the three months ended June 
30, 2026, as compared to the three months ended June 30, 2025.  
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Selling, General and Administrative Expenses 

Selling, General and administrative expenses increased by $4.9 million, or 92.2%, during the three months ended June 30, 
2026, as compared to the three months ended June 30, 2025. Personnel-related expenses including salaries, bonuses, stock-
based compensation and certain fringe benefits increased by $2.7 million as a result of the expansion of our workforce to 
support increased adoption of our WiSE CRT System. Travel-related expenses increased by $1.2 million due to increased 
travel to support our sales and marketing efforts. Professional fees increased by $0.3 million, primarily resulting from 
higher legal fees and service fees related to the reverse stock split discussed in Note 1 to our unaudited condensed 
consolidated financial statements included elsewhere in this Quarterly Report on Form 10-Q. Corporate expenses increased 
by $0.2 million, primarily resulting from the higher expenses related to investor relations, and computer software licenses. 
Facility related and other expenses increased by $0.5 million, primarily resulting from the higher expenses for our new 
corporate headquarters and manufacturing facility.   

 Other expense, net 

Other expense, net increased by $0.2 million during the three months ended June 30, 2026, as compared to the three months 
ended June 30, 2025. This increase primarily resulted from a $0.3 million decrease in interest income earned on 
investments in marketable securities, including the accretion of discounts on marketable securities, which was partially 
offset by a $0.1 million decrease in interest expense. 

Comparison of the Six Months Ended June 30, 2026, to the Six Months Ended June 30, 2025 

We recorded a net loss of $34.5 million in the six months ended June 30, 2026, an increase of $12.0 million, or 53.3%, 
from the six months ended June 30, 2025. The increased loss in 2026 was due to an increase in selling, general and 
administrative expenses, and research and development expenses, as discussed below. Other expense, net also increased 
in 2026 primarily due to a decrease in interest income, as discussed below. 

The following table summarizes our operating results for the six months ended June 30, 2026 and 2025: 

    Six Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
Net sales  $  4,999    $ 170  $  4,829   2,840.6%  
Cost of goods sold    4,472     85    4,387   5,161.2%  
Gross profit    527     85    442   520.0%  
Operating expenses:              

Research and development     13,037       11,370     1,667   14.7%  
Selling, general and administrative    20,059     9,628   10,431   108.3%  

Total operating expenses      33,096        20,998     12,098   57.6%  
Other expense, net     (1,958 )     (1,609 )  (349 ) 21.7%  
Loss before income tax      (34,527 )     (22,522 )   (12,005 ) 53.3%  
Income tax expense     -      -   -  -  
Net Loss    $ (34,527 )   $ (22,522 ) $ (12,005 ) 53.3%  

We derive the majority of our revenue from sales to customers in the United States. International revenue is attributable 
to the battery replacements for clinical trial patients in the UK. Net sales by geography is based on the billing address of 
the customer.  

The table below summarizes our revenue by geography: 

    Six Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
United States  $  4,996    $ 150  $   4,846  3,230.7%  
International    3     20    (17)   (85.0% ) 
         Net sales  $  4,999    $ 170  $   4,829  2,840.6%  
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Net Sales, Cost of Goods Sold, Gross Profit, and Gross Margin: 

    Six Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
Net sales  $  4,999    $ 170  $  4,829   2,840.6%  
Cost of goods sold    4,472     85    4,387   5,161.2%  
Gross profit  $  527    $ 85  $  442   520.0%  
Gross margin   10.5 %   50.0 %      

Net Sales and Cost of Goods Sold 

Net sales and cost of goods sold was $5.0 million and $4.5 million, respectively, during the six months ended June 30, 
2026, resulting from the Company completing commercial implants at twenty-nine hospitals in the US. Net sales and cost 
of goods sold were significantly lower during the six months ended June 30, 2025, resulting from then-recent FDA 
approval of our WiSE CRT System in April 2025.  During the six months ended June 30, 2025, we had commercial 
implants at three hospitals in the US. 

Gross Profit, and Gross Margin 

Gross profit increased by $0.4 million, or 520.0% for the six months ended June 30, 2026, as compared to the six months 
ended June 30, 2025, resulting from an increase in sales volume and a higher average selling price. Our gross margin was 
positively affected and will continue to be affected in the near future by the use of inventory that was previously expensed 
during our clinical trial, although the benefit continues to decrease over time as previously expensed inventory is utilized. 
Gross margin was 10.5% for the six months ended June 30, 2026, compared to 50% for the six months ended June 30, 
2025.  Excluding the use of previously expensed inventory, we would have had a negative gross margin of 20.90% and 
51.18% for the six months ended June 30, 2026 and 2025, respectively. The improvement in gross margin, excluding the 
use of previously expensed inventory, is the result of a higher average selling price, a lower standard cost, and increased 
manufacturing efficiencies during the six months ended June 30, 2026, as compared to the six months ended June 30, 
2025. 

Operating Expenses 

Research and Development  

The following table presents our total research and development expenses by category: 

    Six Months Ended June 30,   Change  
(in thousands)   2026     2025   Amount  %  
Research and development expenses:              

R&D personnel expense   $  8,669      $  8,848   $ (179 ) (2.0% ) 
Clinical expenses    1,787     961    826   86.0%  
Quality assurance      408         170      238   140.0%  
Contract manufacturing, materials & components      1,483        1,260    223   17.7%  
Facility allocation & depreciation      690       131      559   426.7%  

Total research and development expense   $ 13,037    $ 11,370  $ 1,667  14.7%  

Research and development expenses increased by $1.7 million, or 14.7%, during the six months ended June 30, 2026, as 
compared to the six months ended June 30, 2025. Clinical expenses increased by $0.8 million as a result of higher expenses 
related to WiSE CRT post-approval study. Facility-related expenses and depreciation increased by $0.6 million, as a result 
of our expansion of research and development activities. Quality assurance and contract manufacturing expenses increased 
by $0.5 million primarily due to expenses incurred to support product development activities. These increases were 
partially offset by a $0.2 million decrease in personnel-related expenses due to an increase in capitalized labor costs during 
the six months ended June 30, 2026, as compared to the six months ended June 30, 2025. 

 

 

 

 

 



  

32 
 

Selling, General and Administrative Expenses 

Selling, General and administrative expenses increased by $10.4 million, or 108.3%, during the six months ended June 30, 
2026, as compared to the six months ended June 30, 2025. Personnel-related expenses including salaries, bonuses, stock-
based compensation and certain fringe benefits increased by $5.5 million, as a result of the expansion of our workforce to 
support increased adoption of our WiSE CRT System.  Travel-related expenses increased by $2.9 million due to increased 
travel to support our sales and marketing efforts. Professional fees increased by $0.7 million, primarily resulting from 
higher legal and consulting services fees. Corporate expenses increased by $0.5 million, primarily resulting from the higher 
expenses related to insurance premiums, investor relations, and computer software licenses. Facility related and other 
expenses increased by $0.8 million, primarily resulting from the higher expenses for our new corporate headquarters and 
manufacturing facility. 

 Other expense, net 

Other expense, net increased by $0.3 million during the six months ended June 30, 2026, as compared to the six months 
ended June 30, 2025. This increase primarily resulted from a $0.5 million decrease in interest income earned on 
investments in marketable securities, including the accretion of discounts on marketable securities, which was partially 
offset by a $0.2 million decrease in interest expense. 

Liquidity and Capital Resources 

We manage our cash and capital structure to maximize shareholder return, maintain our financial condition, and maintain 
flexibility for future strategic initiatives. We continuously assess our working capital needs, debt and leverage levels, debt 
maturity schedule, capital expenditure requirements and future investments. As of June 30, 2026 and December 31, 2025, 
we had approximately $86.9 million and $54.2 million, respectively, in cash, cash equivalents, and marketable securities. 
Based on our cash, cash equivalents, and marketable securities as of June 30, 2026, and our expectation to generate 
operating losses, negative operating cash flows in the foreseeable future, and the repayment of notes payable, there exists 
substantial doubt regarding our ability to continue as a going concern for a period of at least twelve months from the date 
of this Form 10-Q.  

Going concern consideration 

The accompanying unaudited condensed consolidated financial statements have been prepared on a going concern basis, 
which contemplates the realization of assets and the satisfaction of liabilities during the normal course of business. For the 
six months ended June 30, 2026 and 2025, we incurred a net loss of $34.5 million and $22.5 million, respectively. During 
the six months ended June 30, 2026 and 2025, we had negative cash flows from operations of $37.4 million and $25.0 
million, respectively. As of June 30, 2026, we had working capital of $58.1 million and accumulated deficit of $436.7 
million. Additionally, the Company has $41.8 million of debt obligations coming due within the next twelve months. 
These factors raise substantial doubt about our ability to continue as a going concern. Until we are able to generate 
consistent and sufficient revenue from sales of our WiSE CRT System, our ability to continue as a going concern is 
dependent on our ability to raise additional capital through the issuance of additional common stock or borrowings from 
financial institutions. The Company has received an irrevocable commitment to purchase 92,105,270 CDIs, representing 
9,210,527 shares of common stock, at a purchase price of $0.38 Australian dollars (“A$”) per CDI (A$3.80 per share of 
common stock), from BCP3 Pty Ltd, a related party of Dr. Chris Nave, a non-executive director of the Company, subject 
to shareholder approval at the Special Meeting of Stockholders to be held on August 18, 2026. In addition, the Company 
expects to refinance its long-term debt obligations prior to scheduled maturity date. Our ability to obtain additional 
financing is subject to several factors, including market and economic conditions, our performance, and investor sentiment 
with respect to our company and our industry, however no assurance can be given as to whether additional needed 
financing will be available on terms acceptable to the Company, or at all. 

Loan and Security Agreements 

On June 30, 2022, we entered into a loan and security agreement with Runway Growth Finance Corp. The debt is secured 
against substantially all of our assets, except for intellectual property, but includes all proceeds from the sale of intellectual 
property. The loan agreement provides three term loan tranches.  We received the initial draw of $20.0 million in June 
2022. We received positive interim analysis data, sufficient to proceed with the clinical trial and premarket approval 
submission to the U.S. Food and Drug Administration, which allowed us to draw the second tranche of $20.0 million in 
June 2023. The final tranche provided $10.0 million from the date of approval from the FDA for the WiSE CRT System 
and ended on June 30, 2024. We did not receive FDA approval by June 30, 2024, and therefore did not meet the draw 
requirements of the third and final tranche. 
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Interest on the term loan accrues on the principal amount outstanding at a floating per annum rate equal to the greater of 
the rate of interest noted in The Wall Street Journal Money Rates section, as the “Prime Rate” or 4.00% plus a margin of 
4.9% and is payable monthly in arrears and shall be computed on the basis of a 360-day year for the actual number of days 
elapsed.  We are required to make interest only payments from July 2022 to May 2027. The note payable has a maturity 
date of June 15, 2027, at which time any unpaid interest, outstanding principal balance, and a final payment of 4.5% of 
the original principal amount borrowed shall be due in full. If we repay the loan prior to maturity, we will be required to 
pay a prepayment fee of 0.5% of the outstanding principal balance. We are also required to pay a 3% success fee of the 
funded principal amount of the term loan at the time of a liquidity event, as defined in the loan and security agreement. 
The success fee is enforceable within 10 years from the execution date of the agreement.  

As of June 30, 2026 and December 31, 2025, the outstanding principal balance was $41.8 million, which included the 
principal borrowings under tranche one and tranche two, as well as the final payment of 4.5% of the principal borrowings 
to date.  

We are subject to customary financial and reporting covenants under the loan and security agreement. As of June 30, 2026 
and December 31, 2025, we were in compliance with all debt covenants. 

Future Funding Requirements 

Despite recent FDA approval of WiSE CRT System, the outcome of any clinical activities and/or regulatory approval 
process is highly uncertain, we cannot reasonably estimate whether our future development activities may succeed; or 
whether we will be able to effectively commercialize WiSE CRT System in the U.S., if at all. We may never recoup our 
investment in any WiSE CRT System development which would adversely affect our financial condition and our business 
and business prospects. In addition, our plans and timing expectations could be further delayed or interrupted by the effects 
of macroeconomic or other global conditions, including those resulting from inflation, rising interest rates, prospects of a 
recession, bank failures and other disruptions to financial systems, civil or political unrest, military conflicts, pandemics 
or other health crises and supply chain and resource issues. 

To date, we have not generated significant commercial product revenue. We will continue to require additional capital to 
successfully commercialize WiSE CRT System and fund operations for the foreseeable future. Our primary uses of cash 
are to fund our operations, which consist primarily of research and development expenses, manufacturing automation and 
scaleup, and selling, general and administrative expenses. We expect our expenses to continue to increase in connection 
with our ongoing activities as we continue to commercialize WiSE CRT System. 

We may seek to raise capital through equity offerings or debt financings, collaboration agreements, or other arrangements 
with other companies, or through other sources of financing. Adequate additional funding may not be available to us on 
acceptable terms or at all. Our failure to raise capital as and when needed could have a negative impact on our consolidated 
financial condition and our ability to pursue our business strategies. We anticipate that we will need to raise substantial 
additional capital, the requirements of which will depend on many factors, including:  

• the degree of success we experience in commercializing our WiSE CRT System; 
• the cost, timing and results of our post-marketing trial and regulatory reviews; 
• the cost of our research and development activities for new and modified products; 
• the cost and timing of growing our sales, marketing and distribution capabilities; 
• the terms and timing of any collaborative, licensing and other arrangements that we may establish, including 

any contract manufacturing arrangements; 
• the timing, receipt and amount of sales from our WiSE CRT System; 
• the emergence of competing or complementary technologies; 
• the impact of global business, political and macroeconomic conditions, including inflation, rising interest 

rates, uncertainty with respect to the federal budget, instability in the global banking system, volatile market 
conditions, supply chain disruptions, cybersecurity events, and global events, including regional conflicts 
around the world; 

• the cost of preparing, filing, prosecuting, maintaining, defending and enforcing any patent claims and other 
intellectual property rights; and 

• the extent to which we acquire or invest in businesses, products or technologies, although we currently have 
no commitments or agreements relating to any of these types of transactions. 
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If we raise additional capital through debt financing, we may be subject to covenants that restrict our operations including 
limitations on our ability to incur liens or additional debt, pay dividends, make certain investments, and engage in certain 
merger, consolidation, or asset sale transactions. Any debt financing or additional equity that we raise may contain terms 
that are not favorable to us. If we raise funds through collaborations, we may have to relinquish valuable rights to our 
technologies, future revenue streams, research programs, product candidates or grant licenses on terms that may not be 
favorable to us. If we are unable to raise additional funds when needed, we may be required to delay, reduce, or terminate 
some or all of our development programs and clinical trials or delay investments in our manufacturing scale-up and 
automation. In addition, our ability to raise additional capital may be adversely impacted by potential worsening global 
economic conditions and the recent disruptions to and volatility in the credit and financial markets. Furthermore, this 
Quarterly Report on Form 10-Q contains statements expressing substantial doubt about our ability to continue as a going 
concern. If we seek additional financing to fund our business activities in the future and there remains substantial doubt 
about our ability to continue as a going concern, investors or other financing sources may be unwilling to provide funding 
to us on commercially reasonable terms, if at all. 

Contractual Obligations and Commitments 

As of June 30, 2026, we had $0.3 million in operating lease obligations for our corporate headquarters and laboratory 
space located in Sunnyvale, California. Additionally, in January 2025, we entered into a new lease agreement for our new 
corporate headquarters, laboratory and manufacturing facility in Santa Clara, California, for which we had recorded $18.2 
million in operating lease obligations as of June 30, 2026.  

As of June 30, 2026, the outstanding principal balance under our loan and security agreement described above was $41.8 
million, which included the principal borrowings under tranche one and tranche two, as well as the final payment of 4.5% 
of the principal borrowings to date.  

In addition, we have agreements with suppliers and other parties to purchase inventory. Product inventory obligations 
consist primarily of purchase order commitments for raw materials and sub-assemblies used in the production of the WiSE 
CRT System. In certain instances, our purchase agreements allow us to cancel, reschedule, or adjust our purchase 
requirements based on our business needs prior to firm orders being placed. As of June 30, 2026, our obligations under 
such arrangements were approximately $10.6 million. 

Working Capital 

June 30, 2026, Compared to December 31, 2025 

As of June 30, 2026, we had working capital of $58.1 million, comprised of current assets of $110.1 million and current 
liabilities of $52.0 million. Current assets, consisting of cash and cash equivalents, marketable securities, accounts and 
other receivables, inventory, prepaid expenses, and other current assets, increased by $37.0 million as of June 30, 2026, 
compared to December 31, 2025. The recent capital raise completed in June 2026 contributed to the overall increase in 
cash, cash equivalents and marketable securities, resulting in a $32.8 million increase in working capital as of June 30, 
2026. The capitalization of inventory resulted in a $3.8 million increase in working capital. A $0.5 million increase in 
accounts receivable was primarily due to a $1.0 million increase in amounts outstanding from customers and contract 
manufacturers, offset by a $0.5 million decrease accounts receivable from reimbursements for leasehold improvements. 
Additionally, a $0.8 million increase in other current assets, primarily due to an increase in deferred costs of goods sold, 
which was offset by a $0.9 million decrease in prepaid expenses attributable to higher amortization of prepaid expenses in 
2026, resulted in a $0.1 million decrease in working capital as of June 30, 2026. 

Current liabilities, consisting primarily of accounts payable, accrued liabilities, lease obligations, interest payable, and 
current portion of notes payable increased by approximately $38.0 million as of June 30, 2026, compared to December 31, 
2025. The increase primarily resulted from a $41.2 million increase in notes payable which was reclassified into current 
liability, as it becomes due within the next twelve months. This increase was partially offset by a $3.1 million decrease in 
accounts payable and accrued expenses, which were mainly due to the activity related to construction of leasehold 
improvements at the new corporate headquarters and purchases of raw materials, and a $0.1 million decrease in operating 
lease liabilities.  
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Cash Flows    

June 30, 2026, Compared to June 30, 2025 

The following table summarizes our cash flows for the six months ended June 30, 2026 and 2025: 

    Six Months Ended June 30,   
(in thousands)   2026     2025   
Net cash used in operating activities   $ (37,445)    $ (25,040)  
Net cash provided by investing activities      14,699        18,802  
Net cash provided by financing activities    76,324     46,910  
Effect of exchange rate change on cash   (22)    7  
Net change in cash and cash equivalents   $ 53,556     $ 40,679   

Operating Activities 

Net cash used in operating activities during the six months ended June 30, 2026, was $37.4 million, compared to $25.0 
million during the six months ended June 30, 2025, representing an increase in use of $12.4 million. This increase is 
primarily attributed to an increase in net loss of $12.0 million and an increase in use of cash from changes in working 
capital of $1.4 million, which were partially offset by an increase in non-cash adjustments of $1.0 million.  

• The increase in net loss of $12.0 million primarily resulted from an increase in selling, general and administrative 
expenses, and research and development expenses, as further described under “Results of Operations” above.   

• Non-cash items primarily consisted of decrease in accretion of discount on marketable securities of $0.2 million 
driven by fluctuating interest rates and maturity terms, a $0.6 million increase in stock-based compensation due 
to new options issuance to new hires and existing employees, and a $0.2 million increase in depreciation expense 
due to an increase in property and equipment. 

• The decrease in changes from working capital activities primarily consisted of $1.8 million increase in cash 
used for accounts payable due to the timing of invoice payments, $0.8 million increase in cash used for deposits 
to vendors, a $0.9 million increase in cash used for the operating lease liability, and a $0.4 million increase in 
cash used for inventory purchases. These increases in the use of cash were partially offset by of $1.1 million 
increase in cash provided from accounts and other receivables due to collections on reimbursable leasehold 
improvements and outstanding invoices from customers, a $1.0 million increase in cash provided from accrued 
expenses, and a $0.4 million increase in cash from prepaid expenses. 

Investing Activities 
  
Net cash provided by investing activities during the six months ended June 30, 2026, was $14.7 million, compared to $18.8 
million during the six months ended June 30, 2025, representing a decrease in cash provided of $4.1 million. The decrease 
was attributable to a $12.8 million increase in the purchase of marketable securities, as well as a $5.2 million increase in 
purchases of property and equipment during the six months ended June 30, 2026, as compared to the six months ended 
June 30, 2026. These increases in cash used for investing activities were partially offset by a $13.9 million increase in cash 
from the maturities and sales of marketable securities during the six months ended June 30, 2026, as compared to the six 
months ended June 30, 2025.  

Financing Activities  

Net cash provided by financing activities during the six months ended June 30, 2026 was $76.3 million, compared to $46.9 
million during the six months ended June 30, 2025, representing an increase of $29.4 million.  This increase was primarily 
attributed to the $29.7 million increase in proceeds from a capital raise, net of issuance cost, during the six months ended 
June 30, 2026, which was partially offset by a $0.3 million decrease in proceeds from exercise of stock options during the 
six months ended June 30, 2026, as compared to the six months ended June 30, 2025. 

ITEM 3: QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK 

We are a smaller reporting company as defined by Rule 12b-2 of the Exchange Act, and are not required to provide the 
information specified under this item. 
 
 
 
 



  

36 
 

ITEM 4: CONTROLS AND PROCEDURES 

Evaluation of Disclosure Controls and Procedures 

Under the supervision and with the participation of our management, including our Chief Executive Officer and Chief 
Financial Officer, we evaluated the effectiveness of our disclosure controls and procedures pursuant to Rule 13a-15(e) and 
15(d)-15(e) under the Exchange Act as of the end of the period covered by this Quarterly Report on Form 10-Q. Our 
disclosure controls and procedures are designed to ensure that information required to be disclosed in the reports we file 
or submit under the Exchange Act is recorded, processed, summarized and reported within the time periods specified in 
the SEC’s rules and forms, and that such information is accumulated and communicated to our management, including the 
Chief Executive Officer and the Chief Financial Officer, to allow timely decisions regarding required disclosures. Any 
controls and procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving 
the desired control objective and management necessarily applies its judgement in evaluating the cost-benefit relationship 
of possible controls and procedures. Based on that evaluation, our Chief Executive Officer and Chief Financial Officer 
have concluded that our disclosure controls and procedures were effective at a reasonable assurance level as of June 30, 
2026. 

Changes in Internal Control over Financial Reporting 

There have been no changes in our internal control over financial reporting, as such term is defined in Rules 13a-15(f) and 
15d-15(f) under the Exchange Act, during the three months ended June 30, 2026, that have materially affected, or are 
reasonably likely to materially affect, our internal control over financial reporting. 

Limitations on Effectiveness of Controls and Procedures 

In designing and evaluating disclosure controls and procedures, our management recognizes that any system of controls, 
however well designed and operated, can provide only reasonable assurance, and not absolute assurance, that the desired 
control objectives of the system are met. In addition, the design of any control system is based in part upon certain 
assumptions about the likelihood of future events. Because of these and other inherent limitations of control systems, there 
can be no assurance that any design will succeed in achieving its stated goals in all future circumstances. Accordingly, our 
disclosure controls and procedures are designed to provide reasonable, not absolute, assurance that the objectives of our 
disclosure control system are met and, as set forth above, our Chief Executive Officer and our Chief Financial Officer 
have concluded, based on their evaluation as of the end of the period covered by this quarterly report, that our disclosure 
controls and procedures were effective to provide reasonable assurance that the objectives of our disclosure control system 
were met. 
 

 
PART II — OTHER INFORMATION 

ITEM 1. LEGAL PROCEEDINGS 

From time to time, we may become involved in litigation or other legal proceedings. We are not currently a party to any 
litigation or legal proceedings that, in the opinion of our management, are likely to have a material adverse effect on our 
business. Regardless of outcome, litigation can have an adverse impact on us because of defense and settlement costs, 
diversion of management resources, and other factors. 

ITEM 1A. RISK FACTORS 

There have been no material changes from the risk factors disclosed in Part I, Item 1A. “Risk Factors” of our 2025 Annual 
Report. The risk factors described in our 2025 Annual Report, as well as other information set forth in this Quarterly 
Report on Form 10-Q, could materially adversely affect our business, financial condition, results of operations and 
prospects, and should be carefully considered. The risks and uncertainties that we face, however, are not limited to those 
described in the 2025 Annual Report. Additional risks and uncertainties not presently known to us or that we currently 
believe to be immaterial may also adversely affect our business. 
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ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS 

As disclosed on our Current Report on Form 8-K filed on June 10, 2026, during the three months ended June 30, 2026, we 
sold the following unregistered securities: 

a) On June 5, 2026 (Sydney time), we issued 77,352,890 CDIs, representing 7,735,289 shares of common stock, 
connected with a fully underwritten institutional placement, at a purchase price of A$0.38 per CDI (A$3.80 per 
share of common stock). We raised approximately $19.5 million, net of approximately $1.2 million of related 
issuance costs. 

b) On June 5, 2026 (Sydney time), we issued 110,582,160 CDIs, representing 11,058,216 shares of common stock, 
in connection with a fully underwritten 1 for 2 pro rata non-renounceable entitlement offer to eligible 
institutional stockholders, at a purchase price of A$0.38 per CDI (A$3.80 per share of common stock). We 
raised approximately $28.0 million, net of approximately $1.5 million of related issuance costs.  

c) On June 24, 2026 (Sydney time), we issued 114,699,930 CDIs, representing 11,469,993 shares of common 
stock, in connection with a fully underwritten 1 for 2 pro rata non-renounceable retail entitlement offer to 
existing retail stockholders, at a purchase price of A$0.38 per CDI (A$3.80 per share of common stock). We 
raised approximately $28.3 million, net of approximately $1.7 million of related issuance costs. 

The offers, sales, and issuances of the securities described above were deemed to be exempt from registration under the 
Securities Act in reliance on Section 4(2) of the Securities Act or Regulation D promulgated thereunder as transactions by 
an issuer not involving a public offering or Regulation S as an offering made outside the United States. The recipients of 
securities in this transaction deemed to be exempt in reliance on Section 4(a)(2) of the Securities Act or Regulation D 
acquired the securities for investment only and not with a view to or for sale in connection with any distribution thereof. 
Each of the recipients of securities in this transaction was an accredited or sophisticated person and had adequate access, 
through employment, business or other relationships, to information about us. Appropriate legends or notices were affixed 
to the securities issued in reliance on Regulation S to ensure compliance with Regulation S restrictions. 

ITEM 3. DEFAULTS UPON SENIOR SECURITIES 

None. 

ITEM 4. MINE SAFETY DISCLOSURES 

Not applicable. 

ITEM 5. OTHER INFORMATION 

None. 
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ITEM 6. EXHIBITS 

The following exhibits are filed or furnished as part of this report: 
    Incorporated by Reference 

Number   Description Schedule/Form Exhibit Filing Date 
3.1   Amended and Restated Certificate of Incorporation of 

EBR Systems, Inc. 10-K 3.1 3/18/2026 

       
3.2   Certificate of Amendment of Amended and Restated 

Certificate of Incorporation of EBR Systems, Inc. 8-K 3.1 5/23/2025 

       
3.3   Amended and Restated Bylaws of EBR Systems, Inc. 8-K 3.1 3/20/2025 
       
31.1*   Certification of Principal Executive Officer Pursuant to 

Rules 13a-14(a) and 15d-14(a) under the Securities 
Exchange Act of 1934, as Adopted Pursuant to Section 
302 of the Sarbanes-Oxley Act of 2002. 

   

       
31.2*   Certification of Principal Financial Officer Pursuant to 

Rules 13a-14(a) and 15d-14(a) under the Securities 
Exchange Act of 1934, as Adopted Pursuant to Section 
302 of the Sarbanes-Oxley Act of 2002 

   

       
32.1#   Certification of Chief Executive Officer and Chief 

Financial Officer Pursuant to 18 U.S.C. Section 1350, as 
Adopted Pursuant to Section 906 of the Sarbanes-Oxley 
Act of 2002 

   

       
101.INS   Inline XBRL Instance Document - the instance document 

does not appear in the interactive Data File because its 
XBRL tags are embedded within the Inline XBRL 
document. 

   

       
101.SCH*   Inline XBRL Taxonomy Extension Schema Document.    
        
101.CAL*   Inline XBRL Taxonomy Extension Calculation Linkbase 

Document. 
   

        
101.DEF*   Inline XBRL Taxonomy Extension Definition Linkbase 

Document. 
   

        
101.LAB*   Inline XBRL Taxonomy Extension Label Linkbase 

Document. 
   

       
101.PRE*   Inline XBRL Taxonomy Extension Presentation Linkbase 

Document 
   

       
104*   Cover Page Interactive Data File (formatted as Inline 

XBRL and contained in Exhibit 101) 
   

       

https://www.sec.gov/Archives/edgar/data/1347123/000121465924016491/ex3_1.htm
https://www.sec.gov/Archives/edgar/data/1347123/000121465924016491/ex3_1.htm
https://www.sec.gov/Archives/edgar/data/1347123/000121465925008249/ex3_1.htm
https://www.sec.gov/Archives/edgar/data/1347123/000121465925008249/ex3_1.htm
https://www.sec.gov/Archives/edgar/data/1347123/000121465925004571/ex3_1.htm
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*Filed herewith 
 
# In accordance with Item 601(b)(32)(ii) of Regulation S-K and SEC Release Nos. 33-8238 and 34-47986, Final Rule: 
Management's Reports on Internal Control Over Financial Reporting and Certification of Disclosure in Exchange Act 
Periodic Reports, the certifications furnished in Exhibits 32.1 and 32.2 hereto are deemed to accompany this Quarterly 
Report on Form 10-Q and will not be deemed “filed” for purpose of Section 18 of the Exchange Act. Such certifications 
will not be deemed to be incorporated by reference into any filing under the Securities Act or the Exchange Act, except to 
the extent that the registrant specifically incorporates it by reference. 
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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. 

 
  EBR SYSTEMS, INC. 
    
  By: /s/John McCutcheon 
  Name: John McCutcheon 
  Title: Chief Executive Officer 

(Principal Executive Officer) 
 
  

 

    
  By: /s/Gary Doherty 
  Name: Gary Doherty 
  Title: Chief Financial Officer 

(Principal Financial and Accounting Officer) 
 
 
Date: August 11, 2026 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



  

 
 

Exhibit 31.1 
 

 
CERTIFICATION OF PRINCIPAL EXECUTIVE OFFICER 

 
PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002 

 
I, John McCutcheon, certify that: 
 
1.    I have reviewed this quarterly report on Form 10-Q of EBR Systems, Inc.; 
 
2.    Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material 
fact necessary to make the statements made, in light of the circumstances under which such statements were made, not 
misleading with respect to the period covered by this report; 
 
3.    Based on my knowledge, the financial statements, and other financial information included in this report, fairly present 
in all material respects the financial condition, results of operations and cash flows of the registrant as of, and for, the 
periods presented in this report; 
 
4.    The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and 
procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as 
defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have: 
 

a.   Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be 
designed under our supervision, to ensure that material information relating to the registrant, including its consolidated 
subsidiaries, is made known to us by others within those entities, particularly during the period in which this report is being 
prepared; 
 

b.    Designed such internal control over financial reporting, or caused such internal control over financial reporting 
to be designed under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and 
the preparation of financial statements for external purposes in accordance with generally accepted accounting principles; 

 
c.     Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our 

conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this 
report based on such evaluation; and 
 

d.    Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during 
the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has 
materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting; 
and 
 
5.    The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control 
over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or 
persons performing the equivalent functions): 
 

a.    All significant deficiencies and material weaknesses in the design or operation of internal control over financial 
reporting which are reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report 
financial information; and 
 

b.    Any fraud, whether or not material, that involves management or other employees who have a significant role in 
the registrant’s internal control over financial reporting. 
 
Date: August 11, 2026 /s/ John McCutcheon 
 John McCutcheon 
 Chief Executive Officer  

(Principal Executive Officer) 



  

 

Exhibit 31.2 
 

CERTIFICATION OF PRINCIPAL FINANCIAL OFFICER 
 

PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002 
 

I, Gary Doherty, certify that: 
 
1.    I have reviewed this quarterly report on Form 10-Q of EBR Systems, Inc.; 
 
2.    Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material 
fact necessary to make the statements made, in light of the circumstances under which such statements were made, not 
misleading with respect to the period covered by this report; 
 
3.    Based on my knowledge, the financial statements, and other financial information included in this report, fairly present 
in all material respects the financial condition, results of operations and cash flows of the registrant as of, and for, the 
periods presented in this report; 
 
4.    The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and 
procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as 
defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have: 
 

a.   Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be 
designed under our supervision, to ensure that material information relating to the registrant, including its consolidated 
subsidiaries, is made known to us by others within those entities, particularly during the period in which this report is being 
prepared; 
 

b.    Designed such internal control over financial reporting, or caused such internal control over financial reporting 
to be designed under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and 
the preparation of financial statements for external purposes in accordance with generally accepted accounting principles; 

 
c.     Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our 

conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this 
report based on such evaluation; and 
 

d.    Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during 
the registrant’s most recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has 
materially affected, or is reasonably likely to materially affect, the registrant’s internal control over financial reporting; 
and 
 
5.    The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control 
over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or 
persons performing the equivalent functions): 
 

a.    All significant deficiencies and material weaknesses in the design or operation of internal control over financial 
reporting which are reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report 
financial information; and 
 

b.    Any fraud, whether or not material, that involves management or other employees who have a significant role in 
the registrant’s internal control over financial reporting. 
 
Date: August 11, 2026 /s/ Gary Doherty 
 Gary Doherty 
 Chief Financial Officer  

(Principal Financial Officer) 



  

 

Exhibit 32.1 
 

CERTIFICATION OF CHIEF EXECUTIVE OFFICER AND CHIEF FINANCIAL OFFICER 
 

PURSUANT TO 18 U.S.C. SECTION 1350, 
 

AS ADOPTED PURSUANT TO 
 

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002 

 

Pursuant to the requirement set forth in Rule 13a-14(b) of the Securities Exchange Act of 1934, as amended, (the 
“Exchange Act”) and Section 1350 of Chapter 63 of Title 18 of the United States Code (18 U.S.C. §1350), John 
McCutcheon, Chief Executive Officer of EBR Systems, Inc. (the “Company”), and Gary Doherty, Chief Financial Officer 
of the Company, each hereby certifies that, to the best of their knowledge: 

1. The Company’s Quarterly Report on Form 10-Q for the period ended June 30, 2026, to which this Certification 
is attached as Exhibit 32.1 (the “Periodic Report”), fully complies with the requirements of Section 13(a) or 
Section 15(d) of the Exchange Act; and 

2. The information contained in the Periodic Report fairly presents, in all material respects, the financial condition 
and results of operations of the Company. 

 

Dated: August 11, 2026 

IN WITNESS WHEREOF, the undersigned have set their hands hereto as of the 11th day of August 2026. 
 
/s/ John McCutcheon /s/ Gary Doherty 
John McCutcheon Gary Doherty 
Chief Executive Officer  
(Principal Executive Officer) 

Chief Financial Officer  
(Principal Financial Officer) 

 
“This certification accompanies the Form 10-Q to which it relates, is not deemed filed with the Securities and Exchange 
Commission and is not to be incorporated by reference into any filing of EBR Systems, Inc. under the Securities Act of 
1933, as amended, or the Securities Exchange Act of 1934, as amended (whether made before or after the date of the 
Form 10-Q), irrespective of any general incorporation language contained in such filing.” 
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