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Item 8.01. Other Events.
 

On January 30, 2023, Tonix Pharmaceuticals Holding Corp. (the “Company”) issued a press release announcing that on January 27, 2023, the Company received a
letter from The NASDAQ Stock Market LLC (“NASDAQ”) stating that because the Company’s shares had a closing bid price at or above $1.00 per share for a minimum of 10
consecutive business days, the Company’s stock had regained compliance with the minimum bid price requirement of $1.00 per share for continued listing on the NASDAQ
Capital Market, as set forth in NASDAQ Listing Rule 5550(a)(2), and that the matter is now closed. A copy of the press release that discusses this matter is filed as Exhibit
99.01 to, and incorporated by reference in, this report.
 
Forward- Looking Statements 
 

This Current Report on Form 8-K contains certain forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the
Securities Exchange Act of 1934 and Private Securities Litigation Reform Act, as amended, including those relating to the Company’s product development, clinical trials,
clinical and regulatory timelines, market opportunity, competitive position, possible or assumed future results of operations, business strategies, potential growth opportunities
and other statement that are predictive in nature. These forward-looking statements are based on current expectations, estimates, forecasts and projections about the industry and
markets in which we operate and management’s current beliefs and assumptions.

 
These statements may be identified by the use of forward-looking expressions, including, but not limited to, “expect,” “anticipate,” “intend,” “plan,” “believe,”

“estimate,” “potential,” “predict,” “project,” “should,” “would” and similar expressions and the negatives of those terms. These statements relate to future events or our financial
performance and involve known and unknown risks, uncertainties, and other factors which may cause actual results, performance or achievements to be materially different
from any future results, performance or achievements expressed or implied by the forward-looking statements. Such factors include those set forth in the Company’s filings with
the SEC. Prospective investors are cautioned not to place undue reliance on such forward-looking statements, which speak only as of the date of this press release. The
Company undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events or otherwise. 
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Press release of the Company, dated January 30, 2023
Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.01

 

Tonix Pharmaceuticals Regains Compliance with Nasdaq Minimum Bid Price Requirement
 
CHATHAM, N.J., January 30, 2023 – Tonix Pharmaceu cals Holding Corp. (Nasdaq: TNXP) (Tonix or the Company), a clinical-stage biopharmaceu cal
company, today announced today that it has regained compliance with the minimum bid price requirement for con nued lis ng on The Nasdaq
Capital Market. On January 27, 2023, Tonix received a le er from The Nasdaq Stock Market LLC sta ng that because Tonix’s shares had a closing bid
price at or above $1.00 per share for a minimum of 10 consecu ve business days, Tonix’s stock had regained compliance with the minimum bid price
requirement of $1.00 per share for con nued lis ng on The Nasdaq Capital Market, as set forth in Nasdaq Lis ng Rule 5550(a)(2), and the ma er is
now closed.

Tonix Pharmaceuticals Holding Corp.*

Tonix is a clinical-stage biopharmaceu cal company focused on discovering, licensing, acquiring and developing therapeu cs to treat and prevent
human disease and alleviate suffering. Tonix’s por olio is composed of central nervous system (CNS), rare disease, immunology and infec ous disease
product candidates. Tonix’s CNS por olio includes both small molecules and biologics to treat pain, neurologic, psychiatric and addic on condi ons.
Tonix’s lead CNS candidate, TNX-102 SL (cyclobenzaprine HCl sublingual tablet), is in mid-Phase 3 development for the management of fibromyalgia
with a new Phase 3 study launched in the second quarter of 2022 and interim data expected in the second quarter of 2023. TNX-102 SL is also being
developed to treat Long COVID, a chronic post-acute COVID-19 condi on. Tonix ini ated a Phase 2 study in Long COVID in the third quarter of 2022
and expects interim data in the third quarter of 2023. TNX-1300 (cocaine esterase) is a biologic designed to treat cocaine intoxica on and has been
granted Breakthrough Therapy designa on by the FDA. A Phase 2 study of TNX-1300 is expected to be ini ated in the first quarter of 2023. TNX-1900
(intranasal poten ated oxytocin), a small molecule in development for chronic migraine, is expected to enter the clinic with a Phase 2 study in the first
quarter of 2023. TNX-601 ER ( anep ne hemioxalate extended-release tablets) is a once-daily formula on of anep ne being developed as a
poten al treatment for major depressive disorder (MDD) with a Phase 2 study expected to be ini ated in the first quarter of 2023. Tonix’s rare disease
por olio includes TNX-2900 (intranasal poten ated oxytocin) for the treatment of Prader-Willi syndrome. TNX-2900 has been granted Orphan Drug
designa on by the FDA. Tonix’s immunology por olio includes biologics to address organ transplant rejec on, autoimmunity and cancer, including
TNX-1500, which is a humanized monoclonal an body targe ng CD40-ligand (CD40L or CD154) being developed for the preven on of allogra  and
xenogra  rejec on and for the treatment of autoimmune diseases. A Phase 1 study of TNX-1500 is expected to be ini ated in the first half of 2023.
Tonix’s infec ous disease pipeline includes a vaccine in development to prevent smallpox and monkeypox, TNX-801, a next-genera on vaccine to
prevent COVID-19, TNX-1850, a pla orm to make fully human monoclonal an bodies to treat COVID-19, TNX-3600, and humanized an -SARS-CoV-2
monoclonal an bodies, TNX-3800, recently licensed from Curia. TNX-801, Tonix’s vaccine in development to prevent smallpox and monkeypox, also
serves as the live virus vaccine pla orm or recombinant pox vaccine (RPV) pla orm for other infec ous diseases. A Phase 1 study of TNX-801 is
expected to be initiated in Kenya in the second half of 2023.
 
*All of Tonix’s product candidates are investigational new drugs or biologics and have not been approved for any indication.
 
This press release and further information about Tonix can be found at www.tonixpharma.com.
 

 

 
 
Forward Looking Statements

Certain statements in this press release are forward-looking within the meaning of the Private Securi es Li ga on Reform Act of 1995. These
statements may be iden fied by the use of forward-looking words such as “an cipate,” “believe,” “forecast,” “es mate,” “expect,” and “intend,”
among others. These forward-looking statements are based on Tonix's current expecta ons and actual results could differ materially. There are a
number of factors that could cause actual events to differ materially from those indicated by such forward-looking statements. These factors include,
but are not limited to, risks related to the failure to obtain FDA clearances or approvals and noncompliance with FDA regula ons; delays and
uncertain es caused by the global COVID-19 pandemic; risks related to the ming and progress of clinical development of our product candidates; our
need for addi onal financing; uncertain es of patent protec on and li ga on; uncertain es of government or third party payor reimbursement;
limited research and development efforts and dependence upon third par es; and substan al compe on. As with any pharmaceu cal under
development, there are significant risks in the development, regulatory approval and commercializa on of new products. Tonix does not undertake an
obliga on to update or revise any forward-looking statement. Investors should read the risk factors set forth in the Annual Report on Form 10-K for
the year ended December 31, 2021, as filed with the Securi es and Exchange Commission (the “SEC”) on March 14, 2022, and periodic reports filed
with the SEC on or a er the date thereof. All of Tonix's forward-looking statements are expressly qualified by all such risk factors and other cau onary
statements. The information set forth herein speaks only as of the date thereof.
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