
 
UNITED STATES 

SECURITIES AND EXCHANGE COMMISSION 
Washington, D.C. 20549

 
 

FORM 8-K
 

CURRENT REPORT
 

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934
 

Date of report (date of earliest event reported): June 3, 2021 
 

 

 

TONIX PHARMACEUTICALS HOLDING CORP. 
(Exact name of registrant as specified in its charter)

 
Nevada 001-36019 26-1434750

(State or Other Jurisdiction 
of Incorporation) 

(Commission 
File Number)

(IRS Employer 
Identification No.) 

 
26 Main Street, Chatham, New Jersey 07928 

(Address of principal executive offices) (Zip Code)
 

Registrant’s telephone number, including area code: (862) 904-8182
 

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 (see
General Instruction A.2. below):
 
☐  Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425) 
☐  Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12) 
☐  Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b)) 
☐  Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 
Securities registered pursuant to Section 12(b) of the Act:
 

Title of each class Trading Symbol(s) Name of each exchange on which registered
Common Stock TNXP The NASDAQ Global Market

  
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
the Securities Exchange Act of 1934 (§ 240.12b-2 of this chapter). 
 
Emerging growth company ☐
 
If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial
accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☐ 
 

 

 
 
Item 7.01 Regulation FD Disclosure.
 

On June 3, 2021, Tonix Pharmaceuticals Holding Corp. (the “Company”) issued a press release announcing the poster presentation (the “Poster”) of positive results
from the Phase 3 RELIEF study of TNX-102 SL for the management of fibromyalgia at the 2021 American Society of Clinical Psychopharmacology (“ASCP”) Annual
Meeting. Copies of the Poster and press release which discusses this matter are furnished hereto as Exhibits 99.01 and 99.02, respectively, and incorporated herein by reference.

 
The information in this Item 7.01 of this Current Report on Form 8-K, including Exhibits 99.01 and 99.02 attached hereto, shall not be deemed “filed” for purposes of

Section 18 of the United States Securities Exchange Act of 1934 (the “Exchange Act”) or otherwise subject to the liabilities of that section, nor shall they be deemed
incorporated by reference in any filing under the United States Securities Act of 1933 or the Exchange Act, except as shall be expressly set forth by specific reference in such a
filing.
 
Item 8.01. Other Events.
 

On June 3, 2021, the Company announced the Poster presentation of positive results from the Phase 3 RELIEF study of TNX-102 SL for the management of
fibromyalgia at the 2021 ASCP Annual Meeting. The Poster, titled, “ Efficacy and Safety of TNX-102 SL (Sublingual Cyclobenzaprine) for the Treatment of Fibromyalgia in the
RELIEF Study: Positive Results of a Phase 3 Randomized, Double-Blind, Placebo-Controlled Multicenter Trial” shows that TNX-102 SL met its pre-specified primary
endpoint in the Phase 3 RELIEF trial, significantly reducing daily pain compared to placebo (p=0.01) and was associated with a higher rate than placebo of ≥30% pain
responders in participants with fibromyalgia (p=0.006). TNX-102 SL at the 5.6 mg dose also showed activity in key secondary endpoints measuring improvements in sleep
quality, mitigation of fatigue, and fibromyalgia-specific functional recovery. TNX-102 SL was well tolerated and not associated with side-effects seen with other approved oral
fibromyalgia treatments, including weight gain, insomnia, nausea, or sexual dysfunction.

 
The Company believes that the results of the Phase 3 RELIEF trial validate the mechanism that improved sleep quality can lead to syndromal effects on fibromyalgia,

improving pain, sleep and fatigue. The Company believes that the results of the RELIEF study provide evidence that 5.6 mg is the right dose for the targeted patient population.
Interim analysis results for the confirmatory Phase 3 study, RALLY, are expected in the third quarter of 2021, followed by topline data in the first quarter of 2022.
 
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 results of the Phase 3 RELIEF study, 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. 

 
Item 9.01 Financial Statements and Exhibits.
 
(d)

 
Exhibit

No.  Description.
 

 
99.01
99.02  

Poster Presentation
Press release of the Company, dated June 3, 2021
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RESULTS DISCUSSION & CONCLUSIONS Figures 6 & 7: MCFB in PROMIS Sleep Disturbance and PROMIS Fatigue Figures 4 & 5: MCFB in FIQ - R Symptom Domain and FIQ - R Function Domain Figure 2: Mean Change from Baseline in Weekly Averages of Daily NRS Pain Scores Figure 3: Continuous Responder Analysis Graph Figure 8: Mean Change from Baseline in Weekly Averages of Daily NRS Sleep Quality Scores Efficacy and Safety of TNX - 102 SL (Sublingual Cyclobenzaprine) for the Treatment of Fibromyalgia in the RELIEF Study: Positive Results of a Phase 3 Randomized, Double - Blind, Placebo - Controlled Multicenter Trial Gregory Sullivan 1 , Mary Kelley 1 , Annabelle Iserson 1 , Perry Peters 1 , Ashild Peters 1 , Candace Flint 1 , Judy Gendreau 2 , Herb Harris 1 , Ben Vaughn 3 , and Seth Lederman 1 1 Tonix Pharmaceuticals, Inc., New York, NY 2 Gendreau Consulting LLC, Poway, CA 3 Rho, Inc, Chapel Hill, NC INTRODUCTION Presented at the American Society of Clinical Psychopharmacology (ASCP) 2021 Annual Meeting Virtual Conference, May 29 - 30, 2020; Virtual Poster Session I, Wednesday, June 2, 11:00AM - Noon EDT www.tonixpharma.com *TNX - 102 SL is an investigational drug and has not been approved for any indication METHODS Fibromyalgia (FM) is characterized by chronic widespread pain, fatigue, and nonrestorative sleep that is linked to central sensitization, a phenomenon regarded as a pathological central pain processing. Afflicting an estimated 6 - 12 million adults in the U.S., individuals suffering from fibromyalgia struggle with their daily activities, have impaired quality of life, and frequently are disabled. Still, physicians and patients report common dissatisfaction with currently marketed products due to intolerability or lack of efficacy. TNX - 102 SL (‘TNX’) is an innovative sublingual tablet formulation of cyclobenzaprine HCl (CBP) which is distinct from oral immediate - release (CBP) in providing rapid sublingual transmucosal absorption, greater bioavailability, and reduced production of a long half - life active metabolite, norcyclobenzaprine, due to bypass of first - pass hepatic metabolism. TNX is believed to work in FM by targeting improvement in sleep quality, which, in turn,

reverses central sensitization. Previous Phase 2 and Phase 3 trials of TNX at 2.8 mg showed signals for broad efficacy, including robust effects in sleep, but narrowly missed significance on the primary outcome of daily diary pain reduction. Accordingly, this Phase 3 trial (‘RELIEF’) evaluated efficacy and safety of TNX for FM at 5.6 mg. Phase 3 ‘RELIEF’ was a double - blind, randomized, placebo - controlled trial designed to evaluate the efficacy and safety of TNX - 102 SL. Intent - to - treat sample was made up of 503 patients meeting 2016 FM diagnostic criteria who were enrolled in the 14 - week trial at 39 U.S. sites. Patients received TNX 2.8 mg or placebo for 2 weeks followed by TNX 5.6 mg or placebo for 12 weeks. Primary outcome measure was change from baseline in weekly average of daily diary pain scores (0 - 10 NRS) at Week 14. The 1 st key secondary endpoint was proportion of responders who were “much improved” or “very much improved”) on Patient Global Impression of Change (PGIC). Remaining key secondaries were: Fibromyalgia Impact Questionnaire - Revised (FIQ - R) symptom domain; FIQ - R function domain; Patient Reported Outcomes Measurement Information System (PROMIS) Sleep Disturbance; PROMIS Fatigue; and daily diary NRS of sleep quality. Data were analyzed by mixed model repeated measures (MMRM) with multiple imputation for missing data or by logistic regression for PGIC. • Bedtime TNX at the 5.6 mg dose significantly reduced daily pain (p=0.010) and was associated with a higher rate of ≥30% pain responders (p=0.006). • TNX demonstrated robustly improved daily sleep quality ( Fig. 8 ), consistent with the proposed mechanism that TNX targets nonrestorative sleep central to the pathogenesis of FM • TNX is a well tolerated, non - addictive analgesic that is not associated with common side - effects of other oral FM treatments that include weight gain, sexual dysfunction, insomnia and nausea. • TNX improves patient global functioning by providing robust syndromal relief of FM, including improvements in pain, sleep and fatigue. Table 1: Demographics and Baseline Characteristics in Safety Population TNX - 102 SL (N=248) Placebo (N=255) Total (N=503) Females, % 93.5% 96.9% 95.2% White, % 89.5%

84.7% 87.1% Not Hispanic or Latino, % 82.7% 83.5% 83.1% Married, % 54.4% 54.5% 54.5% Avg. age, years 50.0 49.3 49.6 BMI (kg/m 2 ) 32.4 31.6 32.0 Employment (current), % 73.4% 62.0% 67.6% Unable to work due to FM symptoms, % 6.5% 5.9% 6.2% Education, some college or higher, % 81.5% 81.2% 81.3% Avg. duration of disease, years 9.2 9.0 9.1 Figure 1: CONSORT Diagram TNX - 102 SL was similarly well tolerated as in Phase 2 BESTFIT and Phase 3 AFFIRM studies which both studied TNX at a lower dose of 2.8 mg daily. There were no new safety signals observed in the RELIEF study at the 5.6 mg daily dose. As expected based on prior TNX - 102 SL studies, administration site reactions are the most commonly reported adverse events and were higher in the TNX - 102 SL treatment group, including rates of tongue/mouth numbness, pain/discomfort of tongue/mouth, taste impairment, and tongue/mouth tingling (Table 3) . The only systemic treatment - emergent adverse events that occurred at a rate of 5.0% or greater in either arm was somnolence/sedation at 5.6% in the TNX - 102 SL arm, which was consistent with known side effects of marketed oral cyclobenzaprine. Adverse events resulted in premature study discontinuation in 8.9% of those who received TNX compared with 3.9% of placebo recipients. Among participants randomized to the TNX and placebo arms, 82.3% and 83.5%, respectively, completed the 14 - week dosing period. Assessed for eligibility (N= 817 ) Excluded from Study (N= 314 ) • Not meeting study criteria (N=296) • Investigation decision (N=4) • Lost to follow - up (N=2) • Withdrew consent (N=12) Randomized (N=503) Received TNX - 102 SL (N=248) Received Placebo (N=255) Discontinued Early (N=44) • Occurrence of an AE (N=22) • Insufficient therapeutic response (N=2) • Investigator dec ision (N=0) • Withdrawal of consent by patient (N=11) • Lost to follow - up (N=4) • COVID - 19 crisis (N=3) • Non - compliance (N=1) • Other (N=1) Discontinued Early (N=42) • Occurrence of an AE (N=10) • Insufficient therapeutic response (N=8) • Investigator decision (N=1) • Withdrawal of consent by patient (N=11) • Lost to follow - up (N=9) • COVID - 19 crisis (N=2) • Non - compliance (N=1) • Other

(N=0) Completed (N=204) Completed (N=213) The 1 st key secondary endpoint, the PGIC responder analysis trended for a greater proportion of responders (rating of “very much improved” or “much improved” at Week 14) to TNX - 102 SL (37.5%) compared with placebo (29.4%), but the result was not statistically significance (difference in LS means [SE] = - 0.3 [0.11] units; p=0.058) (Table 2) . A sequential test procedure for multiplicity adjustment was used, therefore the remaining 5 key secondaries were considered ‘nominally significant’ if p<0.045. Safety As seen in Figure 2 , the RELIEF study achieved statistical significance on the pre - specified primary efficacy endpoint: change from baseline in weekly average of daily diary pain severity numerical rating scale (NRS) scores for TNX - 102 SL 5.6 mg (LS mean [SE]: - 1.9 [0.12] units) versus placebo ( - 1.5 [0.12] units), analyzed by MMRM with multiple imputation (LS mean [SE] difference: - 0.4 [0.16] units, p=0.010). Similarly, analyzed by a responder analysis, the TNX group had a higher rate of ≥30% pain responders (p=0.006), as shown in the continuous responder analysis graph (Figure 3). TNX separates from placebo consistently at a higher proportion up to about >=95% improvement in pain. Topline Results of the RELIEF Study For the PROMIS Sleep Disturbance instrument, TNX was nominally significant over placebo on T - scores (LS mean difference: - 2.9 [0.82] units; p<0.001) (Figure 6) . Additionally, TNX showed nominal improvement over placebo on the PROMIS Fatigue instrument T - scores ( - 1.8 [0.76] units; p=0.018) (Figure 7) . The syndromal activity of TNX was studied by the FIQ - R. TNX showed nominal improvement over placebo in both the symptom domain ( - 4.3 [1.60] units; p=0.007) (Figure 4) and function domain ( - 4.4 [1.69] units; p=0.009) (Figure 5) . Effects on Sleep and Fatigue as Measured by PROMIS Effects on Symptoms and Functioning as Measured by FIQ - R * * ** *p<0.05 **p<0.01 For the daily diary sleep quality ratings, TNX - 102 SL ( - 2.0 [0.12] units) compared to placebo ( - 1.5 [0.12] units) was nominally significant (LS mean difference: - 0.6 [0.17] units; p<0.001). *p<0.05 **p<0.01 * ** Cut - Off Points for Percentage Pain Responders Proportion of Subjects in Arm

Placebo TNX - 102 SL 5.6 mg Table 2: Summary of Key Secondary Endpoints Outcome Measure at Week 14 Intent - to - Treat Analysis P - value Non - Specific PGIC Responder Analysis: Proportion “Much Improved” or “Very Much Improved” 0.058 Fibromyalgia Syndrome - Related FIQ - R Symptom Domain Mean Change from Baseline 0.007 # FIQ - R Function Domain Mean Change from Baseline 0.009 # PROMIS Fatigue Mean Change from Baseline 0.018 # Daily Sleep Quality Diary, NRS Mean Change from Baseline <0.001 # PROMIS Sleep Disturbance Mean Change from Baseline <0.001 # # nominally significant at p<0.045 Table 3: Treatment - Emergent Adverse Events in ≥5% of Subjects Assigned to TNX TNX - 102 SL (N=248) Placebo (N=255) Total (N=503) Systemic Adverse Events N % N % N % Somnolence/Sedation 14 5.6 3 1.2 17 3.4 Administration Site Reactions N % N % N % Oral numbness 43 17.3 2 0.8 45 8.9 Oral pain/discomfort 29 11.7 5 2.0 34 6.8 Taste impairment 16 6.5 1 0.4 17 3.4 Oral tingling 14 5.6 1 0.4 15 3.0 *p<0.05 **p<0.01 * ** *** ** * *** *p<0.05 **p<0.01 ***p<0.001 *p=0.006, logistic regression * ClinicalTrials.gov Identifier: NCT04172831 *** * ** ** ** * ** ** ** * ** ** *** As seen in Table 1 , no clinically important differences in baseline demographic or clinical characteristics were identified between groups.
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Tonix Pharmaceuticals Presents Positive Results from Phase 3 RELIEF Study of TNX-102 SL for the
Management of Fibromyalgia at the 2021 American Society of Clinical Psychopharmacology (ASCP) Annual

Meeting
 

Confirmatory Phase 3 Study, RALLY, Ongoing with Interim Analysis Expected in Third Quarter 2021
 
CHATHAM, N.J., June 2, 2021 – Tonix Pharmaceuticals Holding Corp. (Nasdaq: TNXP) (Tonix or the Company), a clinical-stage biopharmaceutical company, today
announced the poster presentation of positive results from its Phase 3 clinical study, RELIEF, of TNX-102 SL for the management of fibromyalgia. A copy of the poster will be
made available under the IR Events tab of the Investors section of the Tonix website at www.tonixpharma.com.
 
The poster, titled, “Efficacy and Safety of TNX-102 SL (Sublingual Cyclobenzaprine) for the Treatment of Fibromyalgia in the RELIEF Study: Positive Results of a Phase 3
Randomized, Double-Blind, Placebo-Controlled Multicenter Trial” shows that TNX-102 SL met its pre-specified primary endpoint in the Phase 3 RELIEF trial, significantly
reducing daily pain compared to placebo (p=0.01) and was associated with a higher rate than placebo of ≥30% pain responders in participants with fibromyalgia (p=0.006).
TNX-102 SL at 5.6 mg also showed activity in key secondary endpoints measuring improvements in sleep quality, mitigation of fatigue, and fibromyalgia-specific functional
recovery. In addition, TNX-102 SL was well tolerated and was not associated with side-effects seen with other approved oral fibromyalgia treatments, including weight gain,
insomnia, nausea, or sexual dysfunction.
 
“We believe the results of the Phase 3 RELIEF trial validate the mechanism that improved sleep quality can lead to syndromal effects on fibromyalgia, improving not only pain
but also sleep and fatigue. The sublingual formulation of TNX-102 SL for transmucosal absorption showed promise at the 2.8 mg dose in prior fibromyalgia studies, but we
believe RELIEF provides evidence that 5.6 mg is the right dose for this patient population,” said Seth Lederman, M.D., President and Chief Executive Officer. “We expect
interim analysis results for the confirmatory Phase 3 study, RALLY, in the third quarter of this year, followed by topline data in the first quarter of next year.”
 
About Fibromyalgia

Fibromyalgia is a chronic pain disorder that is understood to result from amplified sensory and pain signaling within the central nervous system. Fibromyalgia afflicts an
estimated 6-12 million adults in the U.S., approximately 90% of whom are women. Symptoms of fibromyalgia include chronic widespread pain, nonrestorative sleep, fatigue,
and morning stiffness. Other associated symptoms include cognitive dysfunction and mood disturbances, including anxiety and depression. Individuals suffering from
fibromyalgia struggle with their daily activities, have impaired quality of life, and frequently are disabled. Physicians and patients report common dissatisfaction with currently
marketed products.
 

 

 
 
About TNX-102 SL

TNX-102 SL is a patented sublingual tablet formulation of cyclobenzaprine hydrochloride which provides rapid transmucosal absorption and reduced production of a long half-
life active metabolite, norcyclobenzaprine, due to bypass of first-pass hepatic metabolism. As a multifunctional agent with potent binding and antagonist activities at the
serotonin2A, α1-adrenergic, histaminergic-H1, and muscarinic-M1 receptors, TNX-102 SL is in clinical development as a daily bedtime treatment for fibromyalgia, PTSD,
alcohol use disorder and agitation in Alzheimer’s disease. The U.S. Patent and Trademark Office (USPTO) has issued United States Patent No. 9636408 in May 2017, Patent
No. 9956188 in May 2018, Patent No. 10117936 in November 2018, Patent No. 10,357,465 in July 2019, and Patent No. 10736859 in August 2020. The Protectic™ protective
eutectic and Angstro-Technology™ formulation claimed in these patents are important elements of Tonix’s proprietary TNX-102 SL composition. These patents are expected to
provide TNX-102 SL, upon NDA approval, with U.S. market exclusivity until 2034/2035.
 
About the Phase 3 RELIEF Study

The RELIEF study has been completed and TNX-102 SL achieved a statistically significant benefit as measured by the primary, prespecified endpoint of improvement over
placebo in daily pain. The RELIEF study was a double-blind, randomized, placebo-controlled Phase 3 trial designed to evaluate the efficacy and safety of TNX-102 SL
(cyclobenzaprine HCl sublingual tablets) for the management of fibromyalgia. The two-arm trial targeted enrollment of 470 participants, at approximately 40 U.S. sites.
RELIEF completed final enrollment of 503 participants. The first two weeks of treatment were a run-in period in which participants start on TNX-102 SL 2.8 mg (1 tablet) or
placebo. After the first two weeks, all participants had the dose increased to TNX-102 SL 5.6 mg (2 x 2.8 mg tablets) or two placebo tablets for 12 weeks. The primary endpoint
was daily diary pain severity score change (TNX-102 SL 5.6 mg vs. placebo) from baseline (using the weekly averages of the daily numerical rating scale scores), analyzed by
mixed model repeated measures with multiple imputation.

Additional details about the completed RELIEF study are available at clinicaltrials.gov (NCT04172831), and study results are detailed in the poster presentation at ASCP
(available under the IR Events tab of the Investors section of the Tonix website at www.tonixpharma.com).

About the Phase 3 RALLY Study

The ongoing RALLY study is also a double-blind, randomized, placebo-controlled Phase 3 trial designed to evaluate the efficacy and safety of TNX-102 SL (cyclobenzaprine
HCl sublingual tablets). The trial design and endpoints are essentially the same as the RELIEF study; however, the RALLY study is targeting to enroll 200 more participants
than the RELIEF study, for a total of 670 participants at approximately 40 U.S. sites. RALLY has already enrolled more than 335 participants for the interim cohort. RALLY
will have a planned interim analysis based on the first approximately 335 recruited participants in which an independent data monitoring board (IDMB) will make
recommendations to the company to stop early for success, continue as planned, add more participants, or stop for futility. The interim analysis results expected in the third
quarter of 2021 followed by topline data in the first quarter of 2022.

Additional details about the ongoing RALLY study are available at clinicaltrials.gov (NCT04508621).

 

 
 
Tonix Pharmaceuticals Holding Corp.

Tonix is a clinical-stage biopharmaceutical company focused on discovering, licensing, acquiring and developing small molecules and biologics to treat and prevent human
disease and alleviate suffering. Tonix’s portfolio is primarily composed of central nervous system (CNS) and immunology product candidates. The Company’s CNS portfolio
includes both small molecules and biologics to treat pain, neurologic, psychiatric and addiction conditions. Tonix’s lead CNS candidate, TNX-102 SL1, is in mid-Phase 3
development for the management of fibromyalgia, with positive data from the Phase 3 RELIEF study reported in December 2020. The Company expects interim data from the
second Phase 3 study, RALLY, in the third quarter of 2021 and topline data in the first quarter of 2022. Tonix’s immunology portfolio includes vaccines to prevent infectious



diseases and biologics to address immunosuppression, cancer, and autoimmune diseases. Tonix’s lead vaccine candidate, TNX-18002, is a live replicating vaccine based on the
horsepox viral vector platform to protect against COVID-19, primarily by eliciting a T cell response. Tonix reported positive efficacy data from animal studies of TNX-1800 in
the first quarter of 2021. TNX-8012, live horsepox virus vaccine for percutaneous administration, is in development to protect against smallpox and monkeypox.
 
1TNX-102 SL is an investigational new drug and has not been approved for any indication.
2TNX-1800 and TNX-801 are investigational new 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 Securities Litigation Reform Act of 1995. These statements may be identified by
the use of forward-looking words such as “anticipate,” “believe,” “forecast,” “estimate,” “expect,” and “intend,” among others. These forward-looking statements are based on
Tonix's current expectations 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 failure to obtain FDA clearances or approvals and noncompliance with FDA
regulations; delays and uncertainties caused by the global COVID-19 pandemic; risks related to the timing and progress of clinical development of our product candidates; our
need for additional financing; uncertainties of patent protection and litigation; uncertainties of government or third party payor reimbursement; limited research and
development efforts and dependence upon third parties; and substantial competition. As with any pharmaceutical under development, there are significant risks in the
development, regulatory approval, and commercialization of new products. Tonix does not undertake an obligation 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, 2020, as filed with the Securities and Exchange Commission (the
“SEC”) on March 15, 2021, and periodic reports filed with the SEC on or after the date thereof. All Tonix's forward-looking statements are expressly qualified by all such risk
factors and other cautionary statements. The information set forth herein speaks only as of the date thereof.
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