
Nuwellis, Inc. Announces Fourth Quarter and Full Year 2022 Financial Results

February 28, 2023
Q4 Revenue Up 42%; Expansion of Clinical Evidence Sets Stage for 2023 Growth

MINNEAPOLIS, Feb. 28, 2023 (GLOBE NEWSWIRE) -- Nuwellis, Inc. (Nasdaq: NUWE), a medical technology company focused on transforming the
lives of people with fluid overload, today reported financial results for the fourth quarter and full year ended December 31, 2022.

Revenue of $2.3 million for the fourth quarter 2022, a 42% increase over the prior-year period. Full year revenue of $8.5
million, an 8% increase over 2021.
Gross margin of 56.9% in the fourth quarter 2022, an increase of 250 basis points from the same period last year. Full
year 2022 gross margin of 55.7%, a decrease of 100 basis points from 2021.
By segment,  fourth  quarter  2022 revenue was led  by  Pediatrics,  followed by  Heart  Failure  and Critical  Care,  which
increased approximately 92%, 47%, and 24% over the same period last year, respectively. Full year 2022 revenue by
segment was led by Pediatrics and Heart Failure, which increased approximately 28% and 9%, respectively.
Entered into an exclusive U.S. license and distribution agreement for SeaStar Medical’s Selective Cytopheretic Device
(SCD) for pediatric Acute Kidney Injury (AKI). Approximately 4,000 children with AKI who are at high risk of mortality
require therapy annually.
Announced peer-reviewed publication of results from a 10-year, real-world retrospective study supporting lower heart failure
hospitalizations and readmissions with Aquadex. Data demonstrated 81% lower heart failure hospitalizations per year and
a 48% decrease in rehospitalizations at 30 days from the national average.
Announced peer-reviewed data demonstrating 71% survival with kidney replacement therapy using Aquadex in low birth-
weight preterm neonates.
Announced AVOID-HF clinical study analysis demonstrating clinical data that strongly favored adjustable ultrafiltration using
Aquadex over adjustable IV diuretics in reducing cardiovascular mortality and subsequent HF events when patients are
unresponsive to diuretics treatment.
Continued site activations for the Company’s REVERSE-HF clinical trial,  with nine sites activated to date, on track to
complete twelve activations by the end of first quarter 2023.
Appointed Chief Medical Officer, John Jefferies, M.D., and Chief Financial Officer, Lynn Blake, to the Executive Leadership
team.
Cash, cash equivalents, and marketable securities of $18.3 million and no debt as of December 31, 2022.

“2022 proved to be a year of growth for Nuwellis, with 42% year-over-year revenue growth in the fourth quarter and 8% revenue growth for the full
year. In 2023, we remain focused on the execution of our key strategic growth initiatives, with targeted expansion of our commercial team, investments
in market penetration initiatives, and leverage of our growing body of clinical evidence to drive continued sales momentum. We are committed to
making  Aquadex  the  standard  of  care  for  patients  with  fluid  overload  who  are  not  responsive  to  diuretics  and  driving  increased  utilization  of
ultrafiltration therapy in 2023 and beyond,” said Nestor Jaramillo, President and CEO of Nuwellis.

Fourth Quarter 2022 Financial Results

Revenue for the fourth quarter of 2022 was $2.3 million, compared to $1.6 million in the prior-year period.

Gross margin was 56.9% for the fourth quarter of 2022, compared to 54.4% in the prior-year period, an increase of 250 basis points, resulting from
increased sales volume.

Selling, general and administrative expenses for the fourth quarter of 2022 were $4.7 million, compared to $4.1 million in the prior-year period. The
increase in SG&A was primarily due to higher professional service fees and variable compensation expense, balanced with continued spending
vigilance.

Fourth quarter research and development expenses were $1.2 million, compared to $1.1 million in the fourth quarter of 2021, reflecting a slight
increase in product development expenses.

Net loss for the fourth quarter of 2022 was $1.9 million, or a loss of $5.00 per basic and diluted common share, compared to a net loss of $4.3 million,
or a loss of $41.09 per basic and diluted common share in the prior-year period. The current period net loss includes $2.6 million of Other Income
related to the year-end revaluation of warrants issued in conjunction with the Company’s October financing.

At December 31, 2022, the Company had cash, cash equivalents, and marketable securities of approximately $18.3 million and no debt. Outstanding
shares as of February 24 were approximately 1.2 million, reflecting the Company’s December reverse stock split and the exercise of warrants issued
in conjunction with the Company’s October financing.

Webcast and Conference Call Information



The Company will host a conference call and webcast at 8:30 AM ET today to discuss its financial results and provide an update on the Company’s
performance.

To access the live webcast, please visit the Investors page of the Nuwellis website at https://ir.nuwellis.com. Alternatively, you may access the live
conference call by dialing 1-844-825-9789 (U.S) or 1-412-317-5180 (international) and using the conference ID: 10175088. An audio archive of the
webcast will be available following the call on the Investors page at https://ir.nuwellis.com.

About Nuwellis
Nuwellis, Inc. (Nasdaq: NUWE) is a medical technology company dedicated to transforming the lives of patients suffering from fluid overload through

science, collaboration,  and innovation. The Company is focused on commercializing the Aquadex SmartFlow®  system for  ultrafiltration therapy.
Nuwellis is headquartered in Minneapolis, with a wholly owned subsidiary in Ireland. For more information visit www.nuwellis.com or visit us on
LinkedIn.

About the Aquadex SmartFlow® System 
The Aquadex SmartFlow system delivers clinically proven therapy using a simple, flexible and smart method of removing excess fluid from patients
suffering from hypervolemia (fluid overload). The Aquadex SmartFlow system is indicated for temporary (up to 8 hours) or extended (longer than 8
hours in patients who require hospitalization) use in adult and pediatric patients weighing 20 kg or more whose fluid overload is unresponsive to
medical management, including diuretics. All treatments must be administered by a health care provider, within an outpatient or inpatient clinical
setting, under physician prescription, both having received training in extracorporeal therapies. 

Forward-Looking Statements
Certain statements in this release may be considered forward-looking statements within the meaning of the Private Securities Litigation Reform Act of
1995, including without limitation, statements regarding the new market opportunities and anticipated growth in 2023 and beyond. Forward-looking
statements are predictions, projections and other statements about future events that are based on current expectations and assumptions and, as a
result, are subject to risks and uncertainties. Many factors could cause actual future events to differ materially from the forward-looking statements in
this release, including, without limitation, those risks associated with our ability  to execute on our commercialization strategy,  the impact of  the
COVID-19 pandemic, the possibility that we may be unable to raise sufficient funds necessary for our anticipated operations, our post-market clinical
data collection activities, benefits of our products to patients, our expectations with respect to product development and commercialization efforts, our
ability to increase market and physician acceptance of our products, potentially competitive product offerings, intellectual property protection, our
ability to integrate acquired businesses, our expectations regarding anticipated synergies with and benefits from acquired businesses, and other risks
and uncertainties described in our filings with the SEC. Forward-looking statements speak only as of the date when made. Nuwellis 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. 
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MEDIA:
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NUWELLIS, INC. AND SUBSIDIARY
Condensed Consolidated Balance Sheets

(In thousands, except share and per share amounts)
 

   
December 31,

2022  
December 31,

2021  

ASSETS   (unaudited)        
Current assets            

Cash and cash equivalents $ 17,737   $ 8,742  
Marketable securities   569     15,463  
Accounts receivable   1,406     750  
Inventories, net   2,661     2,843  

Other current assets   396     328  
Total current assets   22,769     28,126  

Property, plant and equipment, net   980     1,188  
Operating lease right-of-use asset   903     1,082  

Other assets   21     21  

TOTAL ASSETS $ 24,673   $ 30,417  

             
LIABILITIES AND STOCKHOLDERS’ EQUITY            
Current liabilities            

Accounts payable $ 2,245   $ 1,414  
Accrued compensation   2,161     1,664  
Current portion of operating lease liability   196     167  

https://www.globenewswire.com/Tracker?data=M_IdJZjpCwh6Q9Nr6I4IxIThgc0DqH376PqYaEoK9VqoJkrFnw4F5R914KVEVrhlb4aL6WCDUqr81mL6yM7sJgg2cjv_cYd7HYrdz7S4mhA=
https://www.globenewswire.com/Tracker?data=M_IdJZjpCwh6Q9Nr6I4IxIThgc0DqH376PqYaEoK9Vo3zjozK6F09OQFQnQyzjrgv4hrGzjt7bQJAV5lx6D2XNI4mXmsNyg6kGiHYz9CZW4=
https://www.globenewswire.com/Tracker?data=obhCmzYgrpDpPlxiYy7XCPIZJ1YW0rMx4qomT4-4f9xnUyA0GET_mxZgEFfKdL335_n5n40pM3VvEs_IMDOyxQ==
https://www.globenewswire.com/Tracker?data=mmxxws69qq2nKA-5uAQKr40O_56JrVWdBZecJOyw9zYzUEzhnFwW3Hb8f_iTSXMotkI_xevGj4917LhM-z70RgeBMAOLYV87Zhzemu7l5oS9x7OheWyA3Bcq8gJiUu8SLYNRwmHpXRtf5TbENBJ0Z1CCZ0yItkTYTVa9fKYCGJDoRwL_I2bm2WtmQ_09kUEskzLD2ymOTN3Y7Ivsan_Fo-flnEPUDZSWyj-kM0yjX1Z7zcsBkELrxlZkcDPOAiyxVSGxz2xrQvQQZLvfyFdqY00MLo-pZqcNX0VTRtwsleLFr7s53QK2JTA5r9RDu2ZZjZl4ZWMGk3sigM74Np93eYEthd2YLCJMf70Hs11U8eRZGjEpO90y45jITKl5IREOqyQIBqnDZZl5Jj2j_DAaf3_cuVNdIj2ejYBntexch9dGjJ7-_lVlFSq7-IZ_ihl0NAhRrkYcx-sBnmmTagV-LnLINVl-rdj1L16woXDXNSb_8TAMS4l6F5FvrUuKD4lfgauV0g-2seorKtpCpUD_qUXy-1AeNh9WkUGH8JTIEorF1YtUoFCqTx4qSIu6PzhWPeCwAjnkXJB3Ib7YFgtszfdMV4qhNA6zH0ogeASG7P174fm06km3A3aV0Taj1OYpvxsBDNBqBQBjK8dGddZn0qnDDlu-r8_wB0kLGh1HD-uesYQV61KrsfWIREMEPVsTKw8w-fFxGdvOZN5RV_hAal09JEtJwInD-6JcsxT3tJqlSs0HgSMInUTxoUF-WQFeakpYAwaVVhG8dZe6VS1N2NEAcWNoRwHRjvVraX2rt1052Z5IYaz8E3uqQrx2kZhjunwfHe9alZawY9_MSRBj8JPpejcZNAg3G8RRHEL8jLbqn0gb82dV6njRqSZ408MYDwDqW4ZN4KKlzZ5YE35x728_ELC6ap3mCg1TLZsdMZucCoEJRshN7HWj_H0wbVWwGoYv0odjAeJ-Nq2dXOPMMOhf7Cdh4wCj_tpr2Xxbe0fyChZVhuwZbfZ3xowxyAghwaSrW2a0IMxSrX9qkweTV0dF84cwcLxgjDiOue1W9HmjjfjbHQKz-3-0D4vKnxkyryXiErTlX0m1jq2xRFApBJJgfZm1-8E9J-V-rTLonam2epxlXlP3WnUeo7-RwdWz9GQNxJ9k3WEdOB2QXLW4A-2xnJhkb-977OVV8iwZPGN6wpetQenfbn325U8iPuz64fiy5jJVYto6DJ10KlYcwfiG0ofz1_2s-t24EgR3R0bNMCzh8iWH0jLfIzGWj5hQuGx39472aeR-ze7Els7fMAX57r5uR6TothTV2yAs2CdLnHTQcbPwh0LE2ul8-1oFG5s9405lxPg47DXb26BSQKed842EzC_mKpa9CxHVs32VCh_QmSEQVajpwtm3VkzCAmpcRoJqq0jkJkehhttGw1b4I2ZR9bpDHe89EFkeTnvbI4-HOcOSYhYTgu9Os5wQhAV7KMFhijN5SkveLkplZCBbEBrgKPn27h5yVtkGsTKKDp0ir6OErVMMAd3dwXGvUIfvRYXLrOOlgc7V3_VQCWUf3q5bv8UgW_he6pQDKGPc3zYcRnotXZM0b0rJBESQSAtKGBzrgUjpCvtXQ8Fo2YdnKrjs8AJYoy8lia4hxemne5PzM_yxOtuveB62nOc0mfZ0PEjoPQ3P6ofg7rhds6I3ZLF9DHrCD3e1GE2BW2c-y21lMGTbMUzPQnd22fJmEs1T5RBIL7rTNHOgB0g_rRTcB2DZ8cuhnjGdXjF2r1RXzY4gY-Hd16YkDHuc3C44M4q2iwCQPCRu45wHnDGYfPMYNDD19KPqyUxqK9m4S2E3Tg8USIxs6orqmUXc4wMocIV9zNWbKeMrE2tQQjjiCD8LGSQ1Khvir7-ZmhWVL1rZZHACJHcXaeqb0Mvqr2wHeFDCqIF6eSVCbyai4NyuswbLBsf10LEObDPPR28P5x7BQjADuzgle_PJWCCBTmAQUaikOM6i5tZcJe0AJ-NRL4f2Z2KfU7jwchNadB3fg6stuwaw4mHuF0V5XWBRcW9SHVrg7A99FxASeWkx0QCVxvFU6hL1iezBM_cywQMExJuok4oCaNPqAp2ThXngnOijbDtKDcMIRS3eU3X_fMl3LQesADhXat53H_iCUxfUeTv-cEd1zeBXynZXi1IfFOOVeL4CeBoVm7vQwjn48C0HA2pPoAWS2aVhdQVneu1JQp_d2ZxJhzHPc01NfPSsCNtmD3_nxXmBkAaes7Mtb0fgDZFwirudZ2ZZtQv0QVr3Kvg=
https://www.globenewswire.com/Tracker?data=ZLv2BK9F-Fe4bv91IXsgNhkUQr-O4HVdmqHYS-NY5cB2sHjCiaQxU3N4fDNfAOt5IRd2fycAmPjeQYQw1Q0wKg==
https://www.globenewswire.com/Tracker?data=DoeA69pvTJAkVekHY2dh1M9A350QXLf1O0dN4xHNAcOb0XJb0dLOElkYHibyElZj2GM0v9qYufuiUfc0u6For17h_IMmfhcmEceIJV57iRuBgQepDrDp9nhxdwAO5e9Q


Current portion of finance lease liability   28     26  

Other current liabilities   58     36  
Total current liabilities   4,688     3,307  

Common stock warrant liability   6,868     — 
Operating lease liability   760     956  
Finance lease liability   —    28  

Other long-term liability   —    179  
Total liabilities   12,316     4,470  
Commitments and contingencies            
             
Stockholders’ equity            
Series A junior participating preferred stock as of December 31, 2022 and December 31, 2021, par
value $0.0001 per share; authorized 30,000 shares, none outstanding   —    — 
Series F convertible preferred stock as of December 31, 2022 and December 31, 2021, par value
$0.0001 per share; authorized 127 shares, issued and outstanding 127 shares   —    — 
Series I convertible preferred stock as of December 31, 2022 and December 31, 2021, par value
$0.0001 per share; authorized 1,049,280 and none, issued and outstanding 1,049,280 and none,
respectively   —    — 
Preferred stock as of December 31, 2022 and December 31, 2021, par value $0.0001 per share;
authorized 39,969,873 shares, none outstanding   —    — 
Common stock as of December 31, 2022 and December 31, 2021, par value $0.0001 per share;
authorized 100,000,000 shares, issued and outstanding 536,394 and 105,376, respectively   —    — 
Additional paid-in capital   279,736     278,874  
Accumulated other comprehensive income:            

Foreign currency translation adjustment   (18)   (11)
Unrealized gain (loss) on marketable securities   56      (24)

Accumulated deficit   (267,417)   (252,892)  

Total stockholders’ equity   12,357     25,947  

TOTAL LIABILITIES AND STOCKHOLDERS’ EQUITY $ 24,673   $ 30,417  
             

NUWELLIS, INC. AND SUBSIDIARY
Condensed Consolidated Statements of Operations and Comprehensive Loss

(In thousands, except per share amounts)
 

   
Three months ended

December 31,
Twelve months ended

December 31,  
    2022 2021 2022 2021  
    (unaudited)     (unaudited)     (unaudited)        
                         
Net sales $ 2,339   $ 1,642   $ 8,543   $ 7,921   

Cost of goods sold   1,008     748     3,788     3,430   

Gross profit   1,331     894     4,755     4,491   
Operating expenses:                        

Selling, general and administrative   4,664     4,094     17,584     19,039   

Research and development   1,201     1,131     4,342     4,978   

Total operating expenses   5,865     5,225     21,926     24,017   
Loss from operations   (4,534)   (4,331 )   (17,171 )   (19,526)  

Other income (expense), net                        
Other income (expense), net   61    3    75     (19)  
Financing expense   (9,247)     —    (9,247)     —   

Change in fair value of warrant liability   11,827    —    11,827     —   
Loss before income taxes   (1,893)   (4,328)   (14,516 )   (19,545)  

Income tax expense   (3)   (2)   (9 )   (9)  

Net loss $ (1,896) $ (4,330) $ (14,525 ) $ (19,554)  

                         

Basic and diluted loss per share $ (5.00) $ (41.09) $ (83.55 ) $ (285.36)  

                         
Weighted average shares outstanding – basic and diluted   379    105     174     69 
                         
Other comprehensive loss:                        



Unrealized gain (loss) on marketable securities   6    (24)     80     (24)  

Foreign currency translation adjustments $ (7)   $ —   $ (7)   $ (4 )
Total comprehensive loss $ (1,897) $ (4,354) $ (14,452) $ (19,582  )
 

NUWELLIS, INC. AND SUBSIDIARY
Condensed Consolidated Statements of Cash Flows

(In thousands)
 

    For the years ended December 31,

    2022   2021      
Operating Activities   (unaudited)            
Net loss   $ (14,525 )   $ (19,554 )    
Adjustments to reconcile net loss to cash flows from operating activities:                    

Depreciation and amortization     372       488      
Stock-based compensation expense, net     862       1,314      
Change in fair value of warrant liability     (11,827)     —     
Financing expense     9,247       —     
Net realized and unrealized gains on marketable securities     124       13      

Changes in operating assets and liabilities:                    
Accounts receivable     (656)     155      
Inventory     140       (143 )    
Other current assets     (68 )     (91 )    
Other assets and liabilities     (96)     186      

Accounts payable and accrued expenses     1,278       (211)    
Net cash used in operations     (15,149 )     (17,843 )    

                     
Investing activities:                    

Purchases of marketable securities     —      (18,850 )    
Proceeds from sales of marketable securities     14,850       3,350      

Purchase of property and equipment     (122 )     (219 )    
Net cash provided (used) in investing activities     14,728       (15,719 )    

                     
Financing activities:                    

Proceeds from public stock offerings, net     9,449       27,896      
Proceeds from warrant exercises     —      1      

Payments on finance lease liability     (26 )     (26 )    
Net cash provided by financing activities     9,423       27,871      

                     

Effect of exchange rate changes on cash     (7 )     (4 )    
Net increase in cash and cash equivalents     8,995       (5,695 )    

Cash and cash equivalents—beginning of year     8,742       14,437      

Cash and cash equivalents—end of year   $ 17,737     $ 8,742      

                     
Supplemental schedule of non-cash activities                    

Inventory transferred to property, plant and equipment   $ 42     $ 257      
Operating right-of-use asset recorded as an operating lease liability   $ —    $ 901      
                     

Supplemental cash flow information                    
Cash paid for income taxes   $ 9     $ 11      
 

 

Source: Nuwellis, Inc.

https://www.globenewswire.com/NewsRoom/AttachmentNg/f9aa7d0f-d4fa-4740-a3dd-a3aca02090b6

