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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions:
 
¨ Written communications pursuant to Rule 425 under the Securities Act.
  
¨ Soliciting material pursuant to Rule 14a-12 under the Exchange Act.
  
¨ Pre-commencement communications pursuant to Rule 14d-2b under the Exchange Act.
  
¨ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act.
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Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of
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Item 3.01. Notice of Delisting or Failure to Satisfy a Continued Listing Rule or Standard; Transfer of Listing.
 
On March 17, 2025, The Nasdaq Stock Market LLC (“Nasdaq”) notified Avenue Therapeutics, Inc. (the “Company”) that the Nasdaq Hearings Panel (the “Panel”) has
determined to delist the Company’s common stock and that trading of the Company’s common stock will be suspended at the open of trading on March 19, 2025.
 
As previously reported, the Company was in violation of Nasdaq Listing Rule 5550(b)(1), which requires companies listed on The Nasdaq Capital Market to maintain
stockholders’ equity of at least $2,500,000. Also as previously reported, on November 26, 2024, the Company received a delist letter from the Listing Qualifications
Department (the “Staff”) of Nasdaq notifying the Company that it was not in compliance with this rule. In that letter, the Staff formally notified the Company that it would move
to delist the Company’s securities from Nasdaq unless the Company timely requested a hearing before the Panel. The Company timely requested a hearing, and as a result of the
hearing, was granted an exception to permit the continued listing of the Company’s common stock on the Nasdaq Capital Market, subject to certain conditions, including that on
or before March 14, 2025, the Company had to make public disclosure describing any transactions undertaken by the Company to increase its equity. Because the Company did
not regain compliance with Nasdaq’s rules as required by the Panel decision, the Panel determined to delist the Company’s securities from Nasdaq.
 
The Company expects that Nasdaq will file a Form 25-NSE with the Securities and Exchange Commission (the “SEC”), which will remove the Company’s common stock from
listing and registration on Nasdaq.
 
In the interim, the Company’s common stock is expected to begin trading under its current trading symbol (“ATXI”) on the OTC Markets system effective with the open of the
markets on March 19, 2025. The Company plans to continue to file its required periodic reports and other filings with the SEC. The Company can provide no assurance that its
common stock will continue to trade on this market, whether broker-dealers will continue to provide public quotes of its common stock on this market, or whether the trading
volume of its common stock will be sufficient to provide for an efficient trading market for existing and potential holders of its common stock.
 
Forward-Looking Statements
 
This Current Report on Form 8-K contains predictive or “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. All
statements other than statements of current or historical fact contained in this Current Report on Form 8-K, including statements that express our intentions, plans, objectives,



beliefs, expectations, strategies, predictions or any other statements relating to our future activities or other future events or conditions are forward-looking statements. The
words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “predict,” “project,” “will,” “should,” “would” and similar expressions are
intended to identify forward-looking statements. These statements are based on current expectations, estimates and projections made by management about our business, our
industry and other conditions affecting our financial condition, results of operations or business prospects. These statements are not guarantees of future performance and
involve risks, uncertainties and assumptions that are difficult to predict. Therefore, actual outcomes and results may differ materially from what is expressed or forecasted in, or
implied by, the forward-looking statements due to numerous risks and uncertainties. Factors that could cause such outcomes and results to differ include, but are not limited to,
risks and uncertainties arising from: the fact that we currently have no drug products for sale and that our success is dependent on our product candidates receiving regulatory
approval and being successfully commercialized; the possibility that serious adverse or unacceptable side effects are identified during the development of our current or future
product candidates, such that we would need to abandon or limit development of some of our product candidates; our ability to successfully develop, partner, or commercialize
any of our current or future product candidates including AJ201, IV tramadol, and BAER-101; the substantial doubt raised about our ability to continue as a going concern,
which may hinder our ability to obtain future financing; the significant losses we have incurred since inception and our expectation that we will continue to incur losses for the
foreseeable future; our need for substantial additional funding, which may not be available to us on acceptable terms, or at all, which unavailability could force us to delay,
reduce or eliminate our product development programs or commercialization efforts; potential risks associated with trading on the OTC Market system, including liquidity
constraints and limited regulatory oversight; our reliance on third parties for several aspects of our operations; our reliance on clinical data and results obtained by third parties
that could ultimately prove to be inaccurate, unreliable, or unacceptable to regulatory authorities; the possibility that we may not receive regulatory approval for any or all of our
product candidates, or that such approval may be significantly delayed due to scientific or regulatory reasons; the fact that even if one or more of our product candidates
receives regulatory approval, they will remain subject to substantial regulatory scrutiny; the effects of current and future laws and regulations relating to fraud and abuse, false
claims, transparency, health information privacy and security, and other healthcare laws and regulations; the effects of competition for our product candidates and the potential
for new products to emerge that provide different or better therapeutic alternatives for our targeted indications; the possibility that the government or third-party payors fail to
provide adequate coverage and payment rates for our product candidates or any future products; our ability to establish sales and marketing capabilities or to enter into
agreements with third parties to market and sell our product candidates; our exposure to potential product liability claims; related to the protection of our intellectual property
and our potential inability to maintain sufficient patent protection for our technology and products; our ability to maintain compliance with the obligations under our intellectual
property licenses and funding arrangements with third parties, without which licenses and arrangements we could lose rights that are important to our business; the fact that
Fortress Biotech, Inc. controls a majority of the voting power of our outstanding capital stock and has rights to receive significant share grants annually; and those risks
discussed in our filings which we make with the SEC. Any forward-looking statements speak only as of the date on which they are made, and we undertake no obligation to
publicly update or revise any forward-looking statements to reflect events or circumstances that may arise after the date of this Current Report on Form 8-K, except as required
by applicable law. Investors should evaluate any statements made by us in light of these important factors.
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Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be signed on its behalf by the

undersigned hereunto duly authorized.
 
 AVENUE THERAPEUTICS, INC.
 (Registrant)
Date: March 17, 2025   
 By: /s/ David Jin
  David Jin
  Interim Chief Financial Officer and Chief Operating Officer
 

 

 


