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After successful completion of FDA Type C meeting, Clene expects to submit an NDA for CNM-Au8® under the
accelerated approval pathway in the third quarter of 2026
In January 2026, Clene completed an oversubscribed registered direct offering totaling over $28 million, including an initial
tranche of more than $6 million and two additional tranches totaling over $22 million tied to regulatory milestones
In May 2026, Clene amended its existing $10 million convertible debt facility, extending maturity by six months to August
2027 and eliminating required monthly principal and interest payments before maturity
In May 2026, Clene completed a $7 million underwritten registered direct offering with a single investor

SALT LAKE CITY, May 14, 2026 (GLOBE NEWSWIRE) -- Clene Inc. (Nasdaq: CLNN) (along with its subsidiaries, “Clene”) and its wholly owned
subsidiary Clene Nanomedicine Inc., a late-stage clinical biopharmaceutical company focused on revolutionizing the treatment of neurodegenerative
diseases, including amyotrophic lateral sclerosis (ALS) and multiple sclerosis (MS), today announced its first quarter 2026 financial results and
provided recent updates on its CNM-Au8 programs.

“We were encouraged by the constructive dialogue during our recent Type C meeting with the FDA and appreciate the Agency’s engagement as we
advance toward a planned NDA submission for CNM-Au8 under the accelerated approval pathway for patients with ALS,” said Rob Etherington,
President and CEO of Clene. “People living with ALS continue to need additional treatment options, and we believe CNM-Au8 has the potential to
restore and protect neuronal health and function, leading to improved survival. We look forward to continuing to work collaboratively with the FDA as
the Agency reviews our extensive clinical efficacy and safety data.”

First Quarter 2026 and Recent Operating Highlights

CNM-Au8 for the treatment of ALS
Clene had a successful Type C in-person meeting with the U.S. Food and Drug Administration (FDA) in the first quarter of 2026 to discuss the
statistically significant reductions in neurofilament light (NfL), including the relationship between the magnitude of NfL reduction and clinical benefits,
including longer survival in participants treated with CNM-Au8. During the meeting, and as confirmed in the final meeting minutes, the FDA stated that
the “proposed data may be capable of supporting the submission and review of an [NDA] under the accelerated approval pathway for the treatment of
ALS.” The FDA also reminded the Company that the submission should demonstrate that CNM-Au8 has an effect on NfL and that the magnitude of
change in NfL is reasonably likely to predict clinical benefits in patients with ALS.

Clene intends to submit the New Drug Application (NDA) in the third quarter of 2026. Also, Clene plans to commence the confirmatory Phase 3 trial in
the first quarter of 2027. The RESTORE-ALS trial is designed to investigate the effects of CNM-Au8 on improved survival (primary endpoint) and
delayed time to ALS clinical worsening events (secondary efficacy endpoint).

Corporate Update

In January, Clene announced an oversubscribed registered direct offering of over $28.0 million priced above market. The initial tranche was over $6.0
million with two potential additional financing tranches totaling over $22.0 million structured around CNM-Au8 NDA acceptance and FDA approval
milestones.

In May, the Company closed an underwritten registered direct common stock offering to a single investor totaling $7.0 million in gross proceeds.

Also in May, the Company amended its existing $10.0 million convertible debt facility to extend the maturity date to August 2027 and to eliminate any
required principal and interest payments prior to maturity in August 2027.

First Quarter 2026 Financial Results

Clene’s cash and cash equivalents totaled $5.9 million as of March 31, 2026, compared to $5.2 million as of December 31, 2025. Clene expects that
its resources as of March 31, 2026, including the $7.0 million in gross proceeds received from its May 2026 registered direct offering and the effects of
its May 2026 amendment of its $10.0 convertible debt facility (requiring no principal or interest payments until August 2027), will provide operating
runway into the fourth quarter of 2026. Additionally, with potential future warrant exercises tied to the acceptance of an NDA by the FDA of
approximately $7.0 million, cash runway is expected to extend into 2027.

Research and development expenses were $0.3 million for the quarter ended March 31, 2026, compared to $1.5 million for the same period in 2025.
The year-over-year decrease was primarily due to decreased expenses related to our ALS program including two of our ongoing expanded access
programs (EAPs) and planning activities for the RESTORE-ALS clinical trial, partially offset by an increase in expenses for regulatory activities
primarily related to the ongoing FDA discussions and NDA submission-related activities and increased expenses for our MS program related to an
ongoing EAP. Additionally, manufacturing related expenses, as well as expenses related to personnel and stock-based compensation, also decreased.

General and administrative expenses were $1.7 million for the quarter ended March 31, 2026, compared to $2.7 million for the same period in 2025.
The year-over-year decrease was primarily attributable to decreased personnel and stock-based compensation expenses, as well as lower legal fees
and depreciation expense. Additionally, grant revenue, which is recorded as a reduction to general and administration expense, increased in 2026 as
compared to 2025 primarily related to reimbursable general and administrative expenses in the National Institutes of Health (NIH) sponsored EAP.

Total other expense, net, was $6.0 million for the quarter ended March 31, 2026, compared to total other income, net, of $3.3 million for the same



period in 2025. The year-over-year change was primarily attributable to issuance costs for common stock warrant liabilities and a one-time loss on the
initial issuance of equity related to our January 2026 financing, as well as fair value changes on existing warrant and derivative liabilities. In addition,
during 2026 we had higher interest expense based on larger debt balances.

Clene reported a net loss of $8.1 million, or $0.69 per share, for the quarter ended March 31, 2026, compared to a net loss of $0.8 million, or $0.09 per
share, for the same period in 2025.

About Clene
Clene Inc. (Nasdaq: CLNN), along with its subsidiaries, “Clene” and its wholly owned subsidiary Clene Nanomedicine, Inc., is a late clinical-stage
biopharmaceutical company focused on improving mitochondrial health and protecting neuronal function to treat neurodegenerative diseases,

including amyotrophic lateral sclerosis, Parkinson’s disease, and multiple sclerosis. CNM-Au8 ® is an investigational first-in-class therapy that
improves central nervous system cells’ survival and function via a mechanism that targets mitochondrial function and the NAD pathway while reducing

oxidative stress. CNM-Au8® is a federally registered trademark of Clene Nanomedicine, Inc. The company is based in Salt Lake City, Utah, with R&D
and manufacturing operations in Maryland. For more information, please visit www.clene.com or follow us on X (formerly Twitter) and LinkedIn.

About CNM-Au8®

CNM-Au8 is an oral suspension of gold nanocrystals developed to restore neuronal health and function by increasing energy production and
utilization. The catalytically active nanocrystals of CNM-Au8 drive critical cellular energy producing reactions that enable neuroprotection and

remyelination by increasing neuronal and glial resilience to disease-relevant stressors. CNM-Au8® is a federally registered trademark of Clene
Nanomedicine, Inc.

Forward-Looking Statements

This press release contains “forward-looking statements” within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended, and
Section 27A of the Securities Act of 1933, as amended, which are intended to be covered by the “safe harbor” provisions created by those laws.
Clene’s forward-looking statements include, but are not limited to, statements regarding the timing of the Company’s NDA submission, that the
biomarker findings support an NDA submission, and the timing of the initiation of the Phase 3 trial and our cash runway. In addition, any statements
that refer to projections, forecasts or other characterizations of future events or circumstances, including any underlying assumptions, are forward-
looking statements. The words “anticipate,” “believe,” “contemplate,” “continue,” “estimate,” “expect,” “intends,” “may,” “might,” “plan,” “possible,”
“potential,” “predict,” “project,” “should,” “will,” “would,” and similar expressions may identify forward-looking statements, but the absence of these
words does not mean that a statement is not forward-looking. These forward-looking statements represent our views as of the date of this press
release and involve a number of judgments, risks and uncertainties. We anticipate that subsequent events and developments will cause our views to
change. We undertake no obligation to update forward-looking statements to reflect events or circumstances after the date they were made, whether
as a result of new information, future events or otherwise, except as may be required under applicable securities laws. Accordingly, forward-looking
statements should not be relied upon as representing our views as of any subsequent date. As a result of a number of known and unknown risks and
uncertainties, our actual results or performance may be materially different from those expressed or implied by these forward-looking statements.
Some factors that could cause actual results to differ include general market conditions, whether clinical trials demonstrate the efficacy and safety of
our drug candidates to the satisfaction of regulatory authorities, or do not otherwise produce positive results which may cause us to incur additional
costs or experience delays in completing, or ultimately be unable to complete the development and commercialization of our drug candidates; the
clinical results for our drug candidates, which may not support further development or marketing approval; actions of regulatory agencies, which may
affect the initiation, timing and progress of clinical trials and marketing approval; our ability to achieve commercial success for our drug candidates, if
approved; our limited operating history and our ability to obtain additional funding for operations and to complete the development and
commercialization of our drug candidates; and other risks and uncertainties set forth in “Risk Factors” in our most recent Annual Report on Form 10-K
and any subsequent Quarterly Reports on Form 10-Q. In addition, statements that “we believe” and similar statements reflect our beliefs and opinions
on the relevant subject. These statements are based upon information available to us as of the date of this press release, and while we believe such
information forms a reasonable basis for such statements, such information may be limited or incomplete, and our statements should not be read to
indicate that we have conducted an exhaustive inquiry into, or review of, all potentially available relevant information. These statements are inherently
uncertain and you are cautioned not to rely unduly upon these statements. All information in this press release is as of the date of this press release.
The information contained in any website referenced herein is not, and shall not be deemed to be, part of or incorporated into this press release.

Investor Contact: Kevin Gardner, LifeSci Advisors; kgardner@lifesciadvisors.com; 617-283-2856

CLENE INC.
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS AND COMPREHENSIVE LOSS
(In thousands, except share and per share amounts)
(Unaudited)

    Three Months Ended March 31,  

    2026     2025  
Revenue:                

Product revenue   $ 1     $ 64  

Royalty revenue     14       17  
Total revenue     15       81  

Operating expenses:                
Cost of revenue     —      20  
Research and development     329       1,481  

General and administrative     1,747       2,656  

Total operating expenses     2,076       4,157  
Loss from operations     (2,061 )     (4,076 )

https://www.globenewswire.com/Tracker?data=2CdRzaX-Yp5l7JX9vHHz4MeJbTNDybCV9OkwVEAyj0zGMj8OwMUOi6jY6R5uDdtvDKS6Xm62jc-er2ZsACfOpsfJm0mxKnjxLEOACP_Ocu5jUKh9xaiAvqX7Q-TXglimcZiXzLvNMr3BkycTfSkk9ryEYPRHHunigpV-j6gkjPg3Snq2Lapatx7URj3nD27MS2zSZhXG2viBLwV29TAHgFC3oCimFAcobv4CS6P_WgFj2ToFBsrmHrizolNXhiT2UtN5cmlpePYhGF0mOx1WgvkVxR5HqZr-VyX3F-l5CjKjSob0pmxd0DzABfHj5OBx83EavGweml6-0axXR93iY7hhNgNIkw4fBxboi0O0CE0bk2CBC5bnonKs0BMvCXqYY-oCNsakpFbfiq_gAqmohR90TwnP7WZhYfI6OuuMsuo=
https://www.globenewswire.com/Tracker?data=jbQ_CbOEoJehTRhr50F9rMH7Pjd1oxTenUiLVveMy2vWd1wePKwlYNB3Dnurq0FZA1zosg9fZ3ICVNaCIWvr9-V82qsFYJIPMUKGPTAdP9O3-M8lmpAzpViecZcSYsmkumZ-hS7Z4K1Uua2c2s3bOHdzdWWIb_5qcEbBC8Qp9JmnzfXlChe8l-wJ8xs8dLo6gQcd5Ci1PZf-zpJy5wqimjLpkdeEVNp6Y3isOgMGdz1r13X2_OYj1m2o9EKGMZzfOFcK17oNK7mhz_Cbw61n7Ff_cayCYEK0qIC12G-ck6chimmz1Avck31bV6rh8_GGeV-YXD_kcOh3XqsFgnv7YZ-pjBHBzcPuwAjHeOZOE86g4FyVQmqE7VlOvKNuwkh75wCtZJQD4QA0lSM0Z0uMsPg8Q83vwKnSqYX-H42FcYruIDX2JUEqXlzO1iEeJNkwS3SYvFCpxNztV_IbF3FVZ45jbRWzFRNkdBLpmAF5N8amf-Pv_axodPtRZVOIHkjcMAoT0Tis5jHophJKedt3CTQAr0t470SkfXoGv7N52IseTEf-dMqv2yLa3bS20Gws5OBfuhXDKn6uGE85M3J-MjxpjJnT1bMz1CfT206iph4=
https://www.globenewswire.com/Tracker?data=8Dbz1p1qQRalJks8XSYS02WX3p6o3V0H3xVlsMccMqBJ8-VcYA7_0EAj02-HsC-N0ZJrqhnAopUZHPI1kjWAng__748P74g_7k3ubQLepR-cE64CxJEkEa0JiJ4rK1OVyVVOm3NJ_3gVTxStNnANh9jLTrRnXYPlrQZTe7neuORGvdJu1jxoDFKSfQNDAYej957wcjVce4ZAxyunGwqcSpqWPjr66MZXX8SlkZLUcjSV0S8lvAIzkiGnIaVrD-UpOiq9o9yNw4f7k7q27FtFk-qjfC3nw5iKKzBcFgsQ8_uuJoZqZ_Jh1XiyqtXp-1sIeV2XHH-PI1qqXiYui1R3Q1ZtYBrxQEbTv8bcpHiNkKPn0xsMbL3kXcXZm7BBGxO4Z63Mqa3Ge0A0gunOsa1_dfalxwMBD1IT48pTaWfe5dDC-NqupDfED-_h_wN35UJp4P7ytagUGzPvgYv3mV1uRSNg1BzGQztPOdDM0_40mZWGYOKKEBhPzPjfvuSoRHo7YDWS423TsbeG12B3auO18v9HHxbkC7Di9kb3CrxZlT7_L9ZqPLuAt_82acVAfpbfKEsCmwUP49cK_RZvbl3nq-zSgyHvo8-y9prVNIOAA4nUs4eOqct6kw8u7aLMlU1Sw2-BGEMscPkHMtMr8nxhkIkEZXAbapATIcB9_dY8dLo=
https://www.globenewswire.com/Tracker?data=yuUzGrHc1WyRmb_xFUUCXa4aBkupRIIxxoItzaKTzzzPYn_hHSMrbMU3-NdsuWUw5SP4IpZSb9-c83ETUdyqcZ-V0fZqyo0rLOMC9jOaY3Dy38YMIZI9fodUXytO1AAv9rTY4NdHH-Foox5uGoQngzwUgbVcqerzdeA9s3_grXr0fMzVn5oFihf4MnjaYj9UDmgDOCLERL3o2ZH_PiIZ7l-jInI3VZGNPBDqrbdTrPzm8BAPB9XvVJpkB_L9bXfVkh73t3-ExiIe0CGJBciIpn5EU4C8pEsU-sx2ZA4qanh5UAgiwaOrjhEPckqK_Pnh0XCxc___kx8zzpgAKqxAGtErwQE3vbeJdYqzn_g-fiPKc85vCxeMk5ZfNKrEU8v7XTvN1KzalGTCu7vhWWXwiIdVhxywxT3Y_1XdGPGvgS67VgHwB4HKi44s3h0hUO5j6LlvEUw_uonyK_F5BwCHwcW_W35HoCrF__7N0G1T18CmdJt44usfprfPzNAPwXYC8Lx3V4nHIOYGKAf87fWJgs0HOylGdTWr9rcDedL3PvDW5X4mw1CEYzuNULdpOCzsCD2oMxBlIBCbe52cyY1l3N9AVuid8S9vbcBJfsE6BdlediS8pbJeRDcAo-LwcypK48YTB680jixwV04ggrf2sQmpxvoEUpk22yh_auZDoE8tY4mASRAyd1GUfZvcMfoy_H99ifV9Y_J_oKHCxz1NtUZCRcQ7Jq9mLyPx1Ya6byhtTxRBO87QeCtBzF-AaSyv
https://www.globenewswire.com/Tracker?data=gNTZwL2JYAYb5cYTxipJS1dM7OdoWnAaEYphUwWlb5aLkxqdPj3Aa_fEdJPgiZb79vL1HCL3XArhpx7M10Z9-d2uhCK3tBAwGICRG3MYVennJ-G6q_c_UiKEN_Z6CbHP-pJTlbY4oz0SC_mbwV1bIHEK0PWkJUiHVKDRz-Awg-nPVaBO7dZn9I1j6cyL2kx-FyzPJhlBwooV1bQ7wodhYYsRLxe0vu_cnKMWswk2oRJucuqHxJsc6sh8kJ9k89uAvWDDdeJciAyaLXK8Xg8mM2jg_eUEGuxVncKiwqM7FQn41JrxUKFctV9ELxXTCG82


Other income (expense), net:                
Interest income     47       81  
Interest expense     (791 )     (608 )
Issuance costs for common stock warrant liabilities     (393 )     — 
Loss on initial issuance of equity     (4,582 )     — 
Change in fair value of common stock warrant liabilities     (1,060 )     2,510  
Change in fair value of derivative liabilities     713       1,147  

Research and development tax credits and unrestricted grants     36       195  

Total other income (expense), net     (6,030 )     3,325  
Net loss before income taxes     (8,091 )     (751 )

Income tax expense     —      — 

Net loss   $ (8,091 )   $ (751 )

                 
Other comprehensive income:                

Foreign currency translation adjustments   $ 44     $ 15  

Total other comprehensive income     44       15  

Comprehensive loss   $ (8,047 )   $ (736 )

                 
Net loss per share – basic and diluted   $ (0.69 )   $ (0.09 )
Weighted average common shares used to compute basic and diluted net loss per share     11,644,214       8,824,673  
                 

CLENE INC.
CONDENSED CONSOLIDATED BALANCE SHEETS
(In thousands, except share and per share amounts)
(Unaudited)

    March 31,     December 31,  

    2026     2025  
ASSETS                
Current assets:                

Cash and cash equivalents   $ 5,939     $ 5,189  
Inventory     54       37  

Prepaid expenses and other current assets     7,030       3,751  
Total current assets     13,023       8,977  

Restricted cash     58       58  
Operating lease right-of-use assets     2,916       3,073  

Property and equipment, net     5,668       6,023  

TOTAL ASSETS   $ 21,665     $ 18,131  

                 
LIABILITIES AND STOCKHOLDERS’ DEFICIT                
Current liabilities:                

Accounts payable   $ 1,309     $ 892  
Accrued liabilities     2,729       5,002  
Operating lease obligations, current portion     826       808  
Notes payable, current portion     990       1,696  

Convertible notes payable, current portion     876       2,378  
Total current liabilities     6,730       10,776  

Operating lease obligations, net of current portion     3,017       3,250  
Notes payable, net of current portion     4,633       3,741  
Convertible notes payable, net of current portion     11,706       9,800  
Common stock warrant liabilities     12,005       5,063  

Derivative liabilities     2,380       3,093  
TOTAL LIABILITIES     40,471       35,723  
Commitments and contingencies                
Stockholders’ deficit:                

Common stock, $0.0001 par value: 600,000,000 shares authorized; 11,778,307 and 10,849,974 shares
issued and outstanding at March 31, 2026 and December 31, 2025, respectively     1       1  
Additional paid-in capital     297,364       290,531  
Accumulated deficit     (316,387 )     (308,296 )

Accumulated other comprehensive income     216       172  



TOTAL STOCKHOLDERS’ DEFICIT     (18,806 )     (17,592 )

TOTAL LIABILITIES AND STOCKHOLDERS’ DEFICIT   $ 21,665     $ 18,131  


