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Avenue Therapeutics Provides Regulatory
Update on IV Tramadol and Other
Corporate Updates

Company to participate in Type C meeting for IV Tramadol with FDA on
March 9, 2023

MIAMI, March 08, 2023 (GLOBE NEWSWIRE) -- Avenue Therapeutics, Inc. (Nasdaq: ATXI)
(“Avenue” or the “Company”), a specialty pharmaceutical company focused on the
development and commercialization of therapies for the treatment of rare and neurologic
diseases, today announced that it will participate in a Type C meeting with the FDA on
March 9, 2023 to discuss a proposed study protocol to assess the risk of respiratory
depression related to opioid stacking on intravenous tramadol (“IV Tramadol”) relative to an
approved opioid analgesic. The Company expects to provide an update on the outcome of
the meeting in April 2023, after receipt of the meeting minutes from the FDA.

As disclosed in September 2022, Avenue received meeting minutes from the FDA regarding
a Type A meeting conducted on August 9, 2022, for IV Tramadol. At the meeting, Avenue
presented a study design for a single safety clinical trial that the Company believes could
address the concerns regarding risks related to opioid stacking and the FDA stated that the
proposed study design appeared reasonable and agreed on various study design aspects
with the expectation that additional feedback would be provided to Avenue upon review of a
more detailed study protocol.

Subsequent to the August 9 meeting, the Company incorporated the FDA’'s suggestions
from the meeting minutes and submitted a Type C Meeting Request and a briefing book that
included a detailed study protocol for further discussion with the FDA.

Board Appointments

On March 7, 2023, Alexandra MaclLean, M.D., the Chief Executive Officer of Avenue, was
appointed to the Board of Directors. In addition, Jay Kranzler, M.D., Ph.D., a current Director
of Avenue, was appointed as the Chairman, true to Dr. Kranzler’'s expertise in the
neurosciences. Lindsay Rosenwald, M.D. will remain a Director of the Company.

Dr. Rosenwald commented, “I am very excited to have Dr. Kranzler become Chairman of
Avenue. Deep training, knowledge and experience in the neurological sciences and drug
development will be very important as Avenue continues to develop and expand its



portfolio.*
2023 Annual Meeting

Today, the Company also announced its 2023 Annual Meeting of Stockholders will be held
on June 22, 2023 and that stockholders of record as of the close of business on April 25,
2023 will be entitled to notice of, and to vote at, the annual meeting and any adjournment or
postponement thereof. The 2023 Annual Meeting will be a virtual meeting conducted via
webcast.

Because the date of the Annual Meeting has changed by more than 30 days from the
anniversary of the Company’s 2022 annual meeting of stockholders, the Company has set a
new deadline for the receipt of stockholder proposals. In accordance with Rule 14a-8 under
the Securities Exchange Act of 1934, as amended (the “Exchange Act”), any stockholder
proposal intended to be considered for inclusion in the Company’s proxy materials for the
2023 Annual Meeting must be delivered to, or mailed to and received at, the Company’s
executive offices located at Avenue Therapeutics, Inc., 1111 Kane Concourse, Suite 301,
Bay Harbor Islands, Florida 33154, Attn: David Jin, Corporate Secretary, on or before the
close of business on March 24, 2023, which the Company has determined to be a
reasonable time before it expects to begin to print and distribute its proxy materials for the
2023 Annual Meeting. In addition to complying with this deadline, stockholder proposals
intended to be considered for inclusion in the Company’s proxy materials for the 2023
Annual Meeting must also comply with all applicable SEC rules, including Rule 14a-8 of the
Exchange Act. To comply with the universal proxy rules under Rule 14a-19 of the Exchange
Act, stockholders who intend to solicit proxies in support of director nominees other than the
Company’s nominees must provide notice that sets forth the information required by Rule
14a-19 under the Exchange Act no later than May 3, 2023.

Under the Company’s Bylaws, stockholders may also present a proposal or director
nomination at the Annual Meeting if advance written notice is timely given to the Company,
in accordance with the Bylaws. Because the date of the 2023 Annual Meeting will now be
held more than 30 days before the anniversary of the 2022 annual meeting of stockholders,
notice by a stockholder of any such proposal or nomination must be provided no later than
the close of business on March 24, 2023.

About Avenue Therapeutics

Avenue Therapeutics, Inc. (Nasdaq: ATXI) is a specialty pharmaceutical company focused
on the development and commercialization of therapies for the treatment of neurologic and
rare diseases. It is currently developing three assets including AJ201, a first-in-class asset
for spinal and bulbar muscular atrophy, BAER-101, an oral small molecule selective GABA-A
a2/3 receptor positive allosteric modulator for CNS diseases, and IV Tramadol, which is in
Phase 3 clinical development for the management of moderate-to-moderately-severe pain in
adults in a medically supervised healthcare setting. Avenue is headquartered in Miami, FL
and was founded by Fortress Biotech, Inc. (Nasdaq: FBIO). For more information, visit
www.avenuetx.com.

Forward-Looking Statements

This press release 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 press release, including statements that express
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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: expectations for increases or decreases in
expenses; expectations for the clinical and pre-clinical development, manufacturing,
regulatory approval, and commercialization of our pharmaceutical product candidate or any
other products we may acquire or in-license; our use of clinical research centers and other
contractors; expectations for incurring capital expenditures to expand our research and
development and manufacturing capabilities; expectations for generating revenue or
becoming profitable on a sustained basis; expectations or ability to enter into marketing and
other partnership agreements; expectations or ability to enter into product acquisition and in-
licensing transactions; expectations or ability to build our own commercial infrastructure to
manufacture, market and sell our product candidate; acceptance of our products by doctors,
patients or payors; our ability to compete against other companies and research institutions;
our ability to secure adequate protection for our intellectual property; our ability to attract and
retain key personnel; availability of reimbursement for our products; estimates of the
sufficiency of our existing cash and cash equivalents and investments to finance our
operating requirements, including expectations regarding the value and liquidity of our
investments; the volatility of our stock price; expected losses expectations for future capital
requirements; 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 press release, except as
required by applicable law. Investors should evaluate any statements made by us in light of
these important factors.
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Contact:

Jaclyn Jaffe

Avenue Therapeutics, Inc.
(781) 652-4500
ir@avenuetx.com
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