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Item 7.01 Regulation FD Disclosure.

On September 27, 2023, Tonix Pharmaceuticals Holding Corp. (the “Company”) announced that the University of North Carolina Institute for Trauma Recovery
(“UNC”) has been awarded a $3 million grant from the U.S. Department of Defense (“DoD”) to investigate the potential of the Company’s TNX-102 SL (cyclobenzaprine HCI
sublingual tablets) product candidate to reduce the frequency and severity of adverse effects of acute trauma. A copy of the press release which discusses this matter is furnished
hereto as Exhibit 99.01, and incorporated herein by reference.

The Company updated its investor presentation, which is used to conduct meetings with investors, stockholders and analysts and at investor conferences, and which the
Company intends to place on its website, which may contain nonpublic information. A copy of the presentation is filed as Exhibit 99.02 hereto 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 September 27, 2023, the Company announced that UNC has been awarded a $3 million grant from the DoD to investigate the potential of TNX-102 SL to reduce
the frequency and severity of adverse effects of acute trauma, including acute stress reaction, acute stress disorder, and posttraumatic stress disorder. The proposed OASIS study
(Optimizing Acute Stress reaction Interventions with TNX-102 SL) trial, that will examine the safety and efficacy of TNX-102 SL to reduce adverse posttraumatic
neuropsychiatric sequelac among patients presenting to the emergency department after a motor vehicle collision. As cost sharing in this pubic/private partnership, the
Company has committed to contribute approximately $1.3 million to the study over three years, $75,000 of which is payable on initiation, and afterwards monthly as incurred:
approximately $217,000 in the first year, $374,000 in the second year, and $664,000 in the third year. The trial will enroll approximately 180 trauma survivors at study sites
around the U.S. Participants will be randomized in the emergency department to receive a two-week course of either TNX-102 SL or placebo. Initiation of patient enrollment in
the proposed investigator sponsored OASIS trial is anticipated in the beginning of 2024, subject to an Investigational New Drug application submission and U.S. Food and Drug



Administration clearance.

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.

Item 9.01 Financial Statements and Exhibits.
(d) Exhibit
No. Description.
99.01 Press Release of the Company, dated September 27, 2023
99.02 Corporate Presentation by the Company for September 2023
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)

SIGNATURE

Pursuant to the requirement of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned thereunto
duly authorized.

TONIX PHARMACEUTICALS HOLDING CORP.
Date: September 27, 2023 By:  /s/ Bradley Saenger

Bradley Saenger
Chief Financial Officer
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Exhibit 99.01

Tonix Pharmaceuticals Announces Department of Defense Grant to Support the University of North Carolina’s
Proposed Investigator Sponsored OASIS Trial of TNX-102 SL for Treatment of Acute Stress Reaction, Acute
Stress Disorder, and Posttraumatic Stress Disorder

83 million awarded by DoD to University of North Carolina Institute of Trauma Recovery to support a proposed 180-patient, randomized, placebo-controlled trial in acute
trauma patients

Investigator sponsored trial to evaluate the potential for TNX-102 S 1o reduce the frequency and severity of acute stress reaction, acute stress disorder, and post-traumatic
stress disorder (PTSD)

Acute stress disorder is identified in 13-21% of motor vehicle accidents?3 Individuals with acute stress disorder have an increased risk of developing PTSD; U.S. lifetime
PTSD prevalence is approximately 6%%7

CHATHAM, N.J., September 27, 2023 — Tonix Pharmaceuticals Holding Corp. (Nasdaq: TNXP) (Tonix or the Company), a biopharmaceutical company, today announced that
the University of North Carolina (UNC) Institute for Trauma Recovery has been awarded a $3 million grant from the Department of Defense (DoD) to investigate the potential
of Tonix’s TNX-102 SL (cyclobenzaprine HCI sublingual tablets) to reduce the frequency and severity of adverse effects of acute trauma. Such adverse effects include acute
stress reaction (ASR), acute stress disorder (ASD), and posttraumatic stress disorder (PTSD). ASR refers to the body’s immediate response to trauma, whereas ASD represents
the short-term effects of trauma, and PTSD represents the long-term effects of trauma.

“In addition to emergency care to treat and help patients recover from physical wounds, whether in the emergency room or on the battlefield, we must also address the unmet
need for treatment options to address ‘invisible wounds’ that survivors may experience following a traumatic event,” said Samuel McLean, M.D., Professor of Psychiatry and
Emergency Medicine at the UNC School of Medicine at UNC, School of Medicine, and lead principal investigator of the proposed study. “To address these needs, we are
investigating TNX-102 SL as a potential treatment for patients who experience trauma and traumatic stress.”

The proposed Optimizing Acute Stress reaction Interventions with TNX-102 SL. (OASIS) trial will examine the safety and efficacy of TNX-102 SL to reduce adverse
posttraumatic neuropsychiatric sequelae among patients presenting to the emergency department after a motor vehicle collision. The trial will enroll approximately 180 trauma
survivors at study sites around the U.S. Participants will be randomized in the emergency department to receive a two-week course of either TNX-102 SL or placebo.

Initiation of patient enrollment in the proposed investigator sponsored OASIS trial is anticipated in the beginning of 2024, subject to Investigational New Drug (IND)
application submission and U.S. Food and Drug Administration (FDA) clearance.

The OASIS trial will build upon a foundation of knowledge and infrastructure developed through the UNC-led, $40 million AURORA initiative. The AURORA study is a
major national research initiative to improve the understanding, prevention, and recovery of individuals who have experienced a traumatic event. AURORA is supported by
funding from the National Institutes of Health (NIH), leading brain health nonprofit One Mind, private foundations, and partnerships with leading tech companies such as
Mindstrong Health and Verily Life Sciences, the health care arm of Google’s parent company Alphabet.

“No medications are currently available at or near the point of care to treat patients suffering from traumatic events and support long-term health, whether U.S. military exposed
to life-threatening events or civilians experiencing traumatic events such as motor vehicle collisions,” said Seth Lederman, M.D., Chief Executive Officer of Tonix. “Acute
stress reaction and posttraumatic stress symptoms are common among civilian motor vehicle collision survivors. The AURORA study, which has collected thousands of data
points from motor vehicle collisions, will allow us to better investigate the correlation between motor vehicle collisions and the emergence of acute stress disorder or PTSD
symptoms. And leveraging support from the AURORA study and utilizing the DoD’s non-dilutive capital to primarily fund OASIS allows Tonix and UNC to streamline trial

efficiency, reduce costs and increase trial power through enriching the target patient population.”

Added Brandon Staglin, President of One Mind, “For individuals who experience trauma and traumatic stress, the need for effective treatments is an urgent one. The OASIS
trial’s focus on evaluating a promising potential treatment option exemplifies the kind of evidence-based outcomes One Mind and our partners hoped to achieve as part of the
AURORA initiative’s broader efforts to improve the lives of trauma survivors.”

Acute and chronic stress disorders can affect both civilian and military populations. According to the National Center for PTSD, in the U.S. about 60% of men and 50% of
women experience at least one trauma in their lives.3 In the U.S. alone, one-third of emergency department visits (40-50 million patients per year) involve evaluation after
trauma exposures, and in a 2014 study involving 3,157 US veterans, 87% reported exposure to at least one potentially traumatic event during their service.® Moreover, as many
as 500,000 U.S. troops who served in wars between 2001 and 2015 were diagnosed with PTSD.?

About TNX-102 SL in Post-Traumatic Stress Disorder

Sleep disturbances in PTSD are a potential target for pharmacotherapy. TNX-102 SL is a sublingual formulation of cyclobenzaprine designed for once-daily bedtime dosing and
rapid transmucosal absorption such that cyclobenzaprine plasma levels rapidly rise during the onset of sleep and first four hours of sleep, then rapidly fall through the second
half of sleep through awakening. Cyclobenzaprine has potent binding and antagonist activity at 5-HT,, o -adrenergic, Hj-histaminergic, and M| muscarinic receptors, each of
which play roles in the pharmacological management of insomnia. The sublingual transmucosal formulation of cyclobenzaprine is designed to bypass first-pass hepatic
metabolism, increasing the ratio in plasma of the parent cyclobenzaprine to the long-lived active metabolite, norcyclobenzaprine, which has a longer half-life and consequently
less circadian variation with once-daily dosing. The use of TNX-102 SL 5.6 mg administered daily at bedtime to reduce PTSD symptoms and improve sleep quality in patients
with PTSD is supported by the results of a Phase 2 trial (AtEase NCT02277704 in military-related PTSD) and two Phase 3 trials (HONOR or NCT03062540 in military-related
PTSD and RECOVERY or NCT03841773 in PTSD). 912 In each of these studies, early improvements in sleep were associated with TNX-102 SL treatment as measured by
the PROMIS sleep disturbance (SD) scale. Moreover, in AtEase and HONOR, early and sustained improvement in sleep were associated with TNX-102 SL treatment by the
Clinician Administered PTSD Scale (CAPS-5) 13 “sleep disturbance” item. Primary analyses comparing change from baseline CAPS-5 total severity between TNX-102 SL 5.6
mg and placebo at week 12 were not significant in AtEase, HONOR or RECOVERY. However, in HONOR and RECOVERY at week 4, TNX-102 SL treatment was associated
with an improvement in CAPS-5 total severity as compared to placebo. Moreover, secondary analyses in all three studies showed TNX-102 SL treatment was associated with
benefits on the patient global impression of change (PGIC), indicating that across studies TNX-102 SL treated patients self-reported greater symptom improvement than those
treated with placebo. The most common side-effects were administration site reactions described as tongue numbness or abnormal taste and reported by approximately 30% of
participants. There were no unexpected safety findings. Together these studies, with approximately 650 trauma-exposed patients (included 254 patients treated with TNX-102



SL 5.6 mg), provide preliminary evidence that TNX-102 SL is well-tolerated and may promote recovery from PTSD via a pharmacodynamic mechanism of sleep-dependent
emotional memory processing.

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 5-
HT2A-serotonergic, al-adrenergic, H1-histaminergic, and M1-muscarinic receptors, TNX-102 SL is in development as a daily bedtime treatment for fibromyalgia, Long
COVID (formally known as post-acute sequelaec of COVID-19 [PASC]), alcohol use disorder and agitation in Alzheimer’s disease. The United States Patent and Trademark
Office (USPTO) 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 the patent 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.

Tonix Pharmaceuticals Holding Corp.*

Tonix is a biopharmaceutical company focused on commercializing, developing, discovering and licensing therapeutics to treat and prevent human disease and alleviate
suffering. Tonix Medicines, our commercial subsidiary markets Zembrace® SymTouch® (sumatriptan injection) 3 mg and Tosymra® (sumatriptan nasal spray) 10 mg under a
transition services agreement with Upsher-Smith Laboratories from whom the products were acquired on June 30, 2023. Zembrace SymTouch and Tosymra are each indicated
for the treatment of acute migraine with or without aura in adults. Tonix’s development portfolio is composed of central nervous system (CNS), rare disease, immunology and
infectious disease product candidates. Tonix’s CNS development portfolio includes both small molecules and biologics to treat pain, neurologic, psychiatric and addiction
conditions. Tonix’s lead development CNS candidate, TNX-102 SL (cyclobenzaprine HCI sublingual tablet), is in mid-Phase 3 development for the management of
fibromyalgia, having completed enrollment of a potentially confirmatory Phase 3 study in the third quarter of 2023, with topline data expected in the fourth quarter of 2023.
TNX-102 SL is also being developed to treat fibromyalgia-type Long COVID, a chronic post-acute COVID-19 condition. Enrollment in a Phase 2 proof-of-concept study has
been completed, and topline results were reported in the third quarter of 2023. TNX-601 ER (tianeptine hemioxalate extended-release tablets) is a once-daily oral formulation
being developed as a treatment for major depressive disorder (MDD), that completed enrollment in a Phase 2 proof-of-concept study in the third quarter of 2023, with topline
results expected in the fourth quarter of 2023.

TNX-4300 (estianeptine) is a single isomer version of TNX-601, small molecule oral therapeutic in preclinical development to treat MDD, Alzheimer’s disease and Parkinson’s
disease. Relative to tianeptine, estianeptine lacks activity on the p-opioid receptor while maintaining activity in the rat Novel Object Recognition test in vivo and the ability to
activate PPAR-B/0 and neuroplasticity in tissue culture. TNX-1900 (intranasal potentiated oxytocin), is in development for preventing headaches in chronic migraine, and has
completed enrollment in a Phase 2 proof-of-concept study with topline data expected in the fourth quarter of 2023. TNX-1900 is also being studied in binge eating disorder,
pediatric obesity and social anxiety disorder by academic collaborators under investigator-initiated INDs. TNX-1300 (cocaine esterase) is a biologic designed to treat cocaine
intoxication and has been granted Breakthrough Therapy designation by the FDA. A Phase 2 study of TNX-1300 is expected to be initiated in the fourth quarter of 2023.
Tonix’s rare disease development portfolio includes TNX-2900 (intranasal potentiated oxytocin) for the treatment of Prader-Willi syndrome. TNX-2900 has been granted
Orphan Drug designation by the FDA. Tonix’s immunology development portfolio includes biologics to address organ transplant rejection, autoimmunity and cancer, including
TNX-1500, which is a humanized monoclonal antibody targeting CD40-ligand (CD40L or CD154) being developed for the prevention of allograft rejection and for the
treatment of autoimmune diseases. A Phase 1 study of TNX-1500 was initiated in the third quarter of 2023. Tonix’s infectious disease pipeline includes TNX-801, a vaccine in
development to prevent smallpox and mpox. TNX-801 also serves as the live virus vaccine platform or recombinant pox vaccine platform for other infectious diseases. The
infectious disease development portfolio also includes TNX-3900 and TNX-4000, which are classes of broad-spectrum small molecule oral antivirals.

*Tonix’s product development candidates are investigational new drugs or biologics and have not been approved for any indication.

TNX-102 SL has not been approved for any indication
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Zembrace SymTouch and Tosymra are registered trademarks of Tonix Medicines. Intravail is a registered trademark of Aegis Therapeutics, LLC, a wholly owned subsidiary of
Neurelis, Inc. All other marks are property of their respective owners.

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 the failure to obtain FDA clearances or approvals and noncompliance with FDA
regulations; risks related to the failure to successfully market any of our products; 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, 2022, as filed with the Securities and Exchange Commission (the
“SEC”) on March 13, 2023, and periodic reports filed with the SEC on or after the date thereof. All of 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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Cautionary Note on Forward-Looking Statements

Certain statements in this presentation regarding strategic plans, expectations and objectives for future operations
or results are “forward-locking statements” as defined by the Private Secunties Litigation Reform Act of 1995,

These statements may be identified by the use of forward-looking words such as “anticipate,” “believe,” “forecast.”
“estimate” and “intend,” among others. These forward-locking 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, the
risks related to failure to obtain FDA clearances or approvals and noncompliance with FDA regulations; risks related
to the failure to successfully market any of our products; risks related to the timing and progress of clinical
development of our product candidates; our need for additianal financing; uncertainties of patent protection and
litigation; uncertainties of government or third party payor reimbursement; limited research and development efforis
and dependence upon third parties and substantial competition. As with any pharmaceutical under developrment,
there are significant risks in the development, requlatory approval and commercialization of new products. The
forward-loaking statements in this presentation are made as of the date of this presentation, even if subseguently
made available by Tonix on its website or otherwise. Tonix does not undertake an obligation to update or revise any
forward-looking statement, except as required by law. Investors should read the risk factors set forth in the Annual
Report on Form 10-K for the year ended December 31, 2022 as filed with the Securifies and Exchange Commission
(the “SEC™) an March 13, 2023, and periadic reports and current reports filed with the SEC on ar after the date
thereaf. All of Tonix's forward-locking statements are expressly gualified by all such nisk facters and other cautionary
statements
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Investment Highlights
MARKETED PRODUCTS

Tonix Medicines markets two FDA-approved products Zembrace® SymTouch® (sumatriptan injection) and

Tosymra® (sumatriptan nasal spray) for the treatment of acute migraine in adults with or without aura

RICH PIPELINE OF THERAPEUTICS CANDIDATES IN DEVELOPMENT
"& | Tonix's core focus is on central nervous system disorders, but we also target unmet needs across multiple

therapeutic areas including immunclogy, infectious disease and rare disease.

(o) IN-HOUSE CAPABILITIES
Internal capabilities in R&D and biclogics process development and GMP manufacturing to accelerate

| development timelines.

STRATEGIC PARTMERSHIPS
@ Partnering strategically with other biotech companies, world-class academic and non-profit research

organizations to bring innovative therapeutics to market faster,
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Pipeline: Key Clinical Development Programs

Candidates* Indication Status/Next Milestone
: Phase 2 - Topline expected early
THX-601 ER Depression Moy
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e Fibromyalgia (FM) Mid-Phase 5 E:oplll:esmscted late
2 Long COVID {PASC) LTS
Fhasa 2 — Topling Reported
THX-2800* Prader-Willi Syndrome - FDA Orphan Drug Designation Fhaze 2 ready
THX-13008 Cocaine Intoxication - FOA Breakthrowgh Desigraiion Mid-Phase 2, Targeted 40 2023 Start
THX-15007 Organ Tranaplant Rejection’ Autoimmune Conditions. Fhase 1 — curmently ongoing
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Upcoming Expected Topline Results

Fourth Quarter

2023
TNX-601 ER for TNX-1900 for TNX-102 5L for
Depression i Chronic Migraine Fibromyalgia
Topline Results Topline Results Topline Results
Expected - early Expected — early Expected — |ate
November , Decamber December
Phase 2 Proof-of- , Phase 2 Proof-of- Phase 3 Potential NDA
Concept Study ' Concept Study Enabling Study
Registration-Quality ' Registration-Quality
...... i -
TONIX
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TONIX MEDICINES:

MARKETED PRODUCTS




Two Marketed Proprietary Migraine Drugs

Autoinjector and Nasal Spray (Non-oral) Formulations of Sumatriptan 9

]

Zembrace® sym Touch® Each indicated for the freatment of acute migraine with or without aura in adults 8
{sumatriptan injection) 3 mg’ + Sumatriptan remains the acute migraine ‘gold standard’ treatment for many patients and E'.
continues to represent the largest segment of the market in terms of unit sales? m

. - - I'J:"ﬂ"—:-_ = h' +  Each may provide migraine pain refief in as few as 10 minutes for some patients! 245 E
A = Patents to 2036 (Zembrace) and 2031 (Tosymra) o

Tosymra® Consolidated Product Sales for the 12 months ended March 315t 2023

Factory sales: 330 4M7

sumatriptan nasal spray) 10 mg?
t F pray) = Net sales: $16.4M?

Retail Product Sales for the 12 months ended December 31%t 2022

+ Retail sales: ~523 M (Zembrace ~$19.6 M and Tosymra ~$3.5 My*

Acquired from Upsher-Smith Laboratories which has managed care contracts

/ M \ covering ~200 M lives

Cantract includes a fransition period during which Tonix expects to secure its own contracts
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Administration of Zembrace and Tosymra Bypass the Gl Tract

Bypassing the gastrointestinal (Gl) tract is a potential advantage for treating acute
migraine

— Potential to provide a treatment option for migraines complicated by severe nausea and vomiting

Need for acute non-oral treatments

— G| absorption may be inconsistent in migraineurs due to gastric stasis (also called “gastroparesis”)™

— Mausea and vomiting are symptoms of migraine®

Existing intranasal branded products
— Imitrex® nasal spray (sumatriptan)
GEK has announced that this product will be discontinued in January 2024
— Migranal® (dihydroergotamine) nasal spray — developed by Novartis, sold by Bausch Health

New intranasal products bring attention to this non-oral route
~ Pfizer's Zavzpret® (zavegepant), FDA approved in March, 20237 is the first intranasal gepant
— Impel NeuroPharma’s Trudhasa® (dihydroergotamine) FDA approved 20212

'Pfizer Press Fiefease March 10, 2003, = iHps e plizer comineasores s misgss e sre isyse-desal pf ere2avzpest iyl ST
“Wrogpal Priss Rekaze B 2021 - Dl Aol v i (2 D DENDGEATN s DR AT - T -3 g -y iy o i}e-NA5 Ak EQEAV-TT=

L 2023 Tarix Pharmacauticals Halding Carp
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TNX-601 ER*: Depression
Tianeptine Hemioxalate Extended-Release Tablets (39.4 mg)

"Sulivan 5 el ol Fosier praseniaton ai ihe Amarican Sociefy of Clinical Payshopharmacoiogy, June J0E3 bipsilil hiaZodins l
I5ummary of product charctensics [SMEG), Europaan Mediings Ogercy, Stablong, haps: waey Serder com vl siesionla unales's po-plispo-stabion. paf accassed G25.23
*Garcia-Albarca et al., 2022 JAlcheimers Dis, RR(2):T0T-T20 PHARMACEUTICALE

Abbreniations: IR, immedisie relesss (0o thies times a day 2023 Tanix Pharmaceutcals Hakding Carg

a

&

PROFILE DEVELOPMENT PROGRAM 3

= Anovel, oral, extended-release once-daily tablet ! - . A

H : Market Entry: Major Depressive Disorder (MDD =]

= Treatment effect of ianeptine sodium immediate release v ! B e { ) 3

t.1.d. in depression is well-established Additional Indications: PTSD C

= Tianeptine restores neuroplasticity in animal models Meurocognitive Dysfunc}ion From =]
+ PPAR-B/& and PPAR-y agonist! Corticosteroids, Alzheimer's Disease®

Differentiators:

Relative to tianeptine IR available ex-US:

w

Relative to traditional antidepressants: Next Steps:
= Unigue mechanism of action — beyond neurotransmitter Topline results expected early November
madulation 2023

Status: Phase 2 MDD study UPLIFT

: g enrollment complete
Once-daily dosing e

Tianeptine sodium IR has similar efficacy but less weight
gain or sexual side effects than traditional antidepressants
Tianeptine's side effects are described in labeling in
countries in which it is marketad?

Patents Issued *THA-GI ER has not been spproved for any indcation

TNX-601 ER - Phase 2 UPLIFT* Study Design W LIF Tstdy

General study characteristics:

Primary Endpoint:

*

with TNX-601 ER versus placebo

Randomized, double-blind, placebo-controlled study in Major Depressive Disorder to evaluate monotherapy

Parallel design with two arms — treatment with tianeptine hemioxalate 39.4 mg or placebo
.S, sites only, completed enraliment of 132 patients

0I7041L40d END

Mean change from baseline in the Montgomery-Asberg Depression Rating Scale (MADRS) total score
at Week 8 analyzed via MMRM with M|

Thresheld for achieving proof-of-concept is ES = 0.20

Thresheld for potential registrational study is p-value < 0.05

Double-Blind Treatment Phase (6 weeks)

Waak 0 Winek 2 Wank 4 L)
L 1 i J

Study Population | [ Zder e _ TNX-601 ER

¥ Confirmed Dx of MDD
in MDE = 12 weaks

v MADRS = 28 at 1:1 randomization :
Screening & = 25 at 2 wmik
Baseline PLACEBO Safety FiU

*ClinicalTrials.gov [dentifier: NCTOS636408 1
Abbreviations: Dx, diagnosis; ER, extended-redease; FIU, follow-up; MOD. major depressive disorder; MDE, major depressies egisode; N number; T 0 Ix
ES, affect siza: MMRM, mixed models for repaated measuras; M1 mulliple mputatisn FHARMACEUTICALS
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Tianeptine Shares a Neuroplasticity-Promoting Mechanism
With Psychedelics

The neurotrophic growth factor BDNF plays a key role in the regulation of synaptic plasticity,
and is diminished in populations suffering from anxiety and depression’

* Psychedelics may promote neuroplasticity both by directly binding to BDNF receptor TrkB, and by increasing
BDNF gene expression'2

+ Tianeptine may promote neuroplasticity by upregulating BDNF gene expression through activation of PPAR-B/334

Psychedelics

1 cres
phosphorylation

ﬁ BONF gene exprassion ﬁ BDNF gene expression

BDNF=brain-derived neurotrophic factor; CREB=cAMP response element binding protein; TrkB=tyrosine receptor kinase B 1

1de los CMH, et al. Front Psychiatry. 2021:12:724606 T 0 IX
2Moliner R, et al. Nat Neurosci. 2023;26(6):1032-1041

3JiMJ, et al. Int J Neuropsychopharmacol. 2015;19(1):pyv083 . FREARMACELILCALES
4Se0 MK, et al. Psychopharmacology (Berl). 2016:233(13):2617-2627 © 2023 Tonix Pharmaceuticals Holding Corp.

TNX-601 ER — Racemic Tianeptine — Composed of Two Isomers

2]

s

W

Racemic tianeptine: (S)-Tianeptine: PPAR-GIE (R)-Tianeptine: opioid 8

» Approved in Europe and ex-US agonist, no opioid liability* liability?* o

» 11 mixture of 2 miror-image isomers!? = New mechanism of + Weak p-opioid receptor =]

= \Weak p-opioid receptor agonism? action for freating agonism* o

+  Risk of abuse or diversion for eupharic deprassion C

effects? =]
(S)-tianeptine (R)-tianeptine

Racemic- (S)- (R} i
Tianeptine | Tianeptine | Tianeptine |
THX-4300 i

Activates PPAR-BIS “"
Neuroplasticity + + = I:
Novel Object Recognition Test®  + + = |
p-Opioid Receptor + - + E
Forced Swim Test? + - + r
Activates PPAR-y + + + |

Exablon. Summary of product characlensics. Les Laborhoires Senoer Indusirie; 3014

2Puihem. Accessed November 10, 2022 by fputehem neielm.ni gedcompound Tianaping

20nay Enforcament Adminsirascn May 2019 Accassad Novambar 11, 2002 hitps: itway desdsmrsion usdc)
“Eullvan B ot ol Posier presentation al the Amenican Scciety of Clnical Psychopharmacoiogy. June 2023, b

i chem irfotianapting pdt l

i TONIX
ol Howsl Object Recognition Test FPHARMACEUTICALS
Stz Porsoll Forcsd Seim Tast £ 2022 Tanix Pharmacauticals Halding Carp.




TNX-4300*: Depression, Alzheimer’s & Parkinson’s diseases
Estianeptine (Single (S)-isomer of Tianeptine)

0
&
PROFILE DEVELOPMENT PROGRAM 3
: : a
+ Single isomer, oral treatment Market Entry: Major Depressive Disorder (MDD) =]
= Proposed mechanism of action from lab studies indicates o
estianeptine is the active ingredient of TNX-601 ER! Additional Indications: PTSD, g

+  PPAR-B/S and PPAR-y agonist Neurocognitive Disorder From Carticosteroids,

* Free of p-opicid receptor activity Alzheimer's Disease?

» Estianeptine restores neuroplasticity in tissue culture o
Status: Pre-clinical

Differentiators: i
Relative to racemic tianeptine IR or TNX-601 ER: :::;09::3% F?Eeegltiir?ilcgralnN(?ctl?nli]c; , data:
§ B from TN)(—B[¥1p(racemic tianepting)
Relative to traditional antidepressants: development
= Unigue mechanism of action — beyond neurotransmitter

modulation

* Racemic tianeptine sodium IR has similar efficacy but
fewer side effects than traditional antidepressants

Patents Issued “TMH-4300 I5 0 the pre-IND stage of devalopment and hes not
bieen aaproved for any indicalion

"Sullivan GM i al Pesier pracaeiation al the Amarican Socialy of Clinical Paychophaemanaiogy, Jure 3083 bl iil krd2 edjn! 1
IGartia-Alnerea o A, I0ET S AlRhavmers i, BEZ):TOT-T20

FHARMACEUTICALS
J 2023 Tanix Pharmacauticals Holing Cang

While Monoaminergic Antidepressants Work at the Synapse,
(S)-Tianeptine “Cuts in Line” to More Directly Affect Neuroplasticity’

-
- -

P s Depressed
s = H S~
,2° Monoaminergic N,
Vs - Sw
2 antidepressants \ ‘\,_’_A\
N LA
’I
’/
I”’
vl
N\
o
I“~‘h
S 2

S~ao .
1. Direct action at =
nuclear PPAR-B/d

-2

1. Neurotransmitter 2. Increased synaptic 3. Signal transduction
reuptake blockade signaling 2. Restoration of
D t 4. Downstream i& connectivity and
ownstream antidepressant effect neuroplasticity
axons
Decreased connectivity Restored connectivity
and neuroplasticity and neuroplasticity 1
sullivan GM et al. Poster presentation at the American Society of Clinical Psychopharmacology, June 2023, https://bit.ly/4203jnV T 0 IX
2BDNF=brain-derived neurotrophic factor. FEEAR MACEUTEEA LS

© 2023 Tonix Pharmaceuticals Holding Corp.




Upcoming Expected Topline Results

Fourth Quarter

2023

>

T

TNX-601 ER for
Depression

Topline Results

T)

TNX-1900 for
Chronic Migraine

Topline Results

TNX-102 SL for
Fibromyalgia

Topline Results

Expected — early Expected — early Expected — |ate
MNovember December December
Phasze 2 Proof-of Phasze 2 Proof-of- Phase 3 Potential NDA
Concept Study Concept Study Enabling Study
Registration-Quality L Registration-Cuality l N .
& 2023 Tonix Pharmaceulizals Holding Coop. o~

TNX-1900*: Prevention of Headache in Chronic Migraine
Intranasal Potentiated Oxytocin (OT) with Magnesium

PROFILE

* Intranasal OT has potential utility in treating migraine’

DEVELOPMENT PROGRAM
Market Entry: Chronic Migraine

+  Magnesium is known to potentiate the binding of OT to its
receptor2?

0I7041L480d END

Additional Indications: Acute Migraine,
Craniofacial Pain, Insulin Resistance, Binge
* One billion individuals worldwide suffer from migraines Eating Disorder -

Differentiator: Novel non-CGRP antagonist approach to

treatment Status: Phase 2 study PREVENTION
ﬁ‘i enrcliment complete?
o)
Oxytocin —= L. 92;‘ +—— Oytocin receptor Next Steps: Topline results from

PREVENTION expected sarly December
2023

Investigator initiated Phase 2 trials in
adolescent obesity, social anxiety disorder,
and binge eating disorder are enralling 34

2023
Patents Issued *THX-1800 has nat basn spproved far any indcatian. CERP = calitanin gene-
related peplide.

E : M2, Mat (ET
":‘e?:;:\"'—_ls,|;:.'-'-T:‘fu-::.-gu3,|-w vl nbedd I;Izl.fxial:ggr rrpbabed in the LS, ssing THE-1900 R
ne = Leh - Ak 9T 02023 Tanix Pharmacauticals Halding Carp
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Oxytocin Effects — Addressing the “Inverted U” Dose Response
Addition of Mg?* Augments Oxytocin-Induced Analgesia in Animal Model

C Fiber Response’

. 20 - B Ouytocin only
« A nonlinear dose response

decreases efficacy at higher
doses

@ Ouytocin with 300 mM MgZ*

)
=
w
o
o]
A
p
m
=]
=
o

-h
th

P B ——
L g

+ Addition of Mg®* rescues the
efficacy of oxytocin at high
doses

-
(=]
f
=

In vivo effect of Mg® ion addition
with intranasal oxytocin-induced
craniofacial analgesia on the
withdrawal response time to
noxious heat stimulation of the 1

cheek of pre-inflamed rat? o T T T T
Vehicle 05 1 4 ] az

Oxytocin dose (pg)

"Wdamiad drom: Bharscws) WH, et al. Phamaceunes, 2022 14]5501 105 T d) N lx

“Cocptocin PECHPIGE ARG LEFRqULENad N REEpansn 19 BreEs, iIncluding inNammatian FHANMACEUTICALT

o

*P<0.05

Withdrawal latency (seconds)
[»
|

2022 Tanix Pharmacsuticals Halding Carp.

PREVENTION Study

TNX-1900: Phase 2 PREVENTION Study Design 2
n
General study characteristics: Study TNX-OX-CM201 §
+  Randomized, double-blind, placebo- ;||
controlled study (three arms— two TN 208 70 kot (e T o ]- 'Q
oxytocin reatment regimens and one R T— —r &
placeha) in chronic migraine r"“rl'l';:"": THX-1830 301U QAM [ THA-1609 30 11 GPM |'
+ LS sites only PﬁenbomAr:Tlﬁ:-:.buarM I'

+  Fully enrolled with 88 patients
+  Topline results expected 40'23 m

Wimit 1 Vimit 2 Wimit 3 Visit 4 Wimit 81 Wisit 6 Salety
. - S Il Baselh ET Fellaw.-u| & 14

Primary Endpoint: e i :ﬁ )
* Mean change in the number of e et B4-day Double-Blind Traatment

migraine headache days between the Ay

28-day Run-In phase and the last 28- Wash -4 Wasko Wesk 4 ffaaich Waek 12

days of the Treatment phase (TMNX-

1900 vs. placeba), analyzed via Clinical Trials.gov dentifier: NCTOS675908

FMEM A Study to Evaluate the Efficacy and Safefy of THX-1800 in

i Paents With Chronic Migraine (FREVENTION)
+  Threshold for achieving proaf-of- it el ;

concept is ES = 0.2

ES. efiact size; MMRM, mixed modsis for repealed measres T @ N Ix

FHARMACEUTICALS
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Potential Applications of TNX-1900 and TNX-2900

7

. Social Functioning

)
=
w
o
o]
A
p
m
=]
=
o

/" Pain Conditions Eating Behavior and

Weight Disorders Disorders
Migraine
Craniofacial Adolescent Obesity | PWS* Autism
FEL ! - Social Anxiety
Binge Eating DIS.T Disorder
Phasze 2 Study | Phase 2 Study T
Phase E_Snudy in initiated initiated o
z:;:l‘:’enl :f Bloma'rzkar ] = Inwestigator- = Inwestigator- D:H;.'g‘an Initlal:ag Sway
Chronic Migraine Study I Initistad IND Initisted IND Designation + Investigater-
« Tapline results Erasmus MC [ i e Initiat=d IND
== | 7| §9) 99 =
i) T = 1 axpihed
2023 i J J 1o initate
S n 2024

TONIX

FHANMACEUTICALS

*Prader-Willi Syndrome

2023 Tanix Pharmaceuticals Halding Carp.

Upcoming Expected Topline Results
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TNX-601 ER for TNX-1900 for TNX-102 SL for
Depression Chronic Migraine Fibromyalgia
opline Results Topline Results
Expected — late

Decambar
Phase 2 Proof-of- Phase 3 Potential NDA
Concept Study Enabling Study
Registration-Quality Registration-Cuality

A N
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TNX-102 SL* O L .

Cyclobenzaprine (Protectic®) St ,
+  One positive Phase 3 study (RELIEF) completed

PI De" ne in a PrOd UCt = Second Fhase 3 study (RALLY) missed primary endpoint

A unique, sublingual formulation of cyclobenzaprine designed - Confirmatory Phase 3 study (RESILIENT) enroliment complete
1o optimize delivery and absorption

Next Steps: Topline results expected late December

Potent binding and antagonist activities at the serotonergic-5- 2023
HT2A, adrenergic-ai, histaminergic-H1, and muscarinic-M1
cholinergic receptors to facilitate restorative sleep

Innovative and proprietary PROTECTIC® Rapid drug exposure
following nighttime administration

. Fibromyalgia-Type Long COVID
Status: Phase 2
Phase 2 study (PREVAIL) enrollment complete
" Relative to Oral Cyclobenzaprine Next Steps: Topline results reported 3Q1 2023
e e e Planning End of Phase 2 Meeting with FDA 1Q 2024

Reduces risk of pharmacological interference from major
metabalite

Differentiators:

" Relative to Standard of Care
= Potential for bettar tolerability while maintaining efficacy
Mat scheduled with no recognized abuse potential

TONIX

FHAMUACEUTICALS

TNX-102 SL*: Fibromyalgia
Cyclobenzaprine Protectic® Sublingual Tablets

PROFILE DEVELOPMENT PROGRAM

Fibromyalgia (FM) is a chronic pain disorder resulting Market Entry: Fibromyalgia
from amplified sensory and pain signaling within the CNS

Additional Indications: Long COVID, PTSD,
Agitation in Alzheimer's, Alcohol Use Disorder

0I7041L480d END

+  Afflicts an estimated 6-12 million adults in the U.S,,
predominantly women’
+ Symptoms include chronic widespread pain, nonrestorative

L e Status: One Positive Phase 3 study RELIEF

] ; ! A jEogas ) completed?
* Patients struggle with daily activities, have impaired quality of
life, and frequently are disabled Second Phase 3 study RALLY missed
+  Physicians and patients report common dissatisfaction with primary endpoint

Sl 1 LR G Confirmatory Phase 3 study RESILIENT

enrallment completa

When the check engins light malfunctions, the light B =
is cn even though the car is not malfunctioning Next Steps: Topline results expected late
December 2023

Pafenfs Jssued ATHX-102 5L has ned been appraved Tor any indication.

UAmerican Chrenic Pain o thesacpa. org, 2015) T @, Ix
Lederan el 8., (2023 o Fdseanch EMcacy and Satety of THE-102 SL[Sullngusl Cydobenzaprine) o tha Treatenl of Fleomyaisia) Resula Fram the RELIEF Traal®, dai
10100 acr 25142, Epub ahead of pring. PMIC: 3T165330 FHARMACEUTICALS

3 2023 Tanix Pharmacauticals Holding Carp




= RESILIENT
TNX-102 SL: Phase 3 RESILIENT Study Design I

General study characteristics:
+  Randomized, double-blind, placebo-contralled study in fibromyalgia
+ .S sites only, completed enrallment of 457 patients
Primary Endpoint:
+  Daily diary pain severity score change from baseline to Week 14 (TMX-102 SL vs. placebo)
+  Weekly averages of the daily numerical rating scale scores analyzed via MMBEM with MI
+  Threshold for potential NDA-enabling study is p < 0.05

Ke:,r Secondary Endpoints:
Patient Global Impression of Change responder analysis
+  Fibromyalgia Impact Questionnaire - Revised (FIQ-R) Symptom Domain score
+ FIQ-R Function Domain score
+ PROMIS Sleep Disturbance instrument
+ PROMIS Fatigue instrument
+  Weskly average of the daily diary assessment of sleep quality

2 5L once-daily at bedtime “Two week run in at 2.8 mg dose at badtime. followed by
Emg (2 x2Emgt i 12 weeks at 5.8 mg dose

: . ClinicalTriaks.gov ldentifier;: NCTOS273749
Placebo once-daily at bedtime A Phase 3 Study to Evaluate the Efficacy and Safety of TNA-102
5L Taken Dally in Patients With Fibromyalgia (RESILIEMT)
—— . 14 weeks ———] MMRM, mixed modals #
2023 Tanix P

rapeabed maasunes; M, muliple imgulation
Carp

utcals Hakdi
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Fibromyalgia-Type Long COVID

+ Long COVID is & heterogeneous condition that displays elements of noclplasu-:: paln in many

individuals, who experience otherwise unexplained symptoms’- L e
~

-’j \\

r A

| Nn-clceip'ﬂve !

\ n

Ratiguel 1 P8 ]

L v

X i
A
N" i - - g
Mociplastic - -~
Sleep pain
T A Cantral and Peri
s L EETTLE S Sensitzali
eurapathic
pain
Symptams {multi-site pain, fatigue, sleep dizorders and cognitive Nociplastic pain: {new term for “Central and Fedipheral Sensitization”)
dysfuniction) overlap with the key sympioms of fibromyalgia Pain that arizes from altered nociception despite no clear evidence of
fissue damage. or for disease or l=sion of the somatosensory system

causing the pain

"Biarle atal 2021, Prim Cava G 3 Wi, 12 IS0 527211030528
Stoghimi e al, 20E1 Loy

“Thaweethai T, et 1Ed
Troiwin et &, 3015, Seal Frac! Ras G Alsuisstcl. 33 “l 101415

2023 Tarix Pharmacauticals Hakding Carp.
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TNX-102 SL*: Fibromyalgia-Type Long COVID (PASC)

Cyclobenzaprine Protectic® Sublingual

PROFILE

+ Occurs in approximately 19% of recovered COVID-19
patients’

As many as 40% of Long COVID patients experience
multi-site pain, a hallmark of fibromyalgia??

Symptoms of Long COVID, like multi-site pain, fatigue
and insomnia, are the hallmarks of chronic pain
syndrames like fibromyalgia and myalgic
encephalomyelitis/chronic fatigue syndrome (ME/CFS)

In August 2022, the HHS released the National
Research Action Plan on Long COVID# which endorses
the connection between Long COVID and ME/CFS

Fatents Issued
*THR-102 5L has not bean appraved for any indication.

Tune 22, 2022- COC - hitps:iwww cdc gavinchs pressoominghs,_prass. releasesdUEaQoEaneiibhm  Cepariment of Health and Human Sereices, Office of the Assrlant Seaelary far Health,
302 Mafiorsd Reseanch Adien Fian on Long COVID.

Harsis, H. & &l Teri dala an e, 2022
ITrideT: Anslyics

) 2023 Tanix Pharmaceu

Tablets

DEVELOPMENT PROGRAM

Market Entry: Fibromyalgia-Type Long
COVID (PASC)

017041L40d SND

Additional Indications: Fibromyalgia, PTSD,
Agitation in Alzheimer’s, Alcohol Use Disorder

Status: Phase 2 study PREVAIL topline ’-!-
reported

)

Next Steps: End of Phase 2 Meeting with FDA
expected 19 Quarter 2024

TONIX

FHARMACEUTICALS
tcals Halding Carp.

TNX-102 SL: Phase 2 PREVAIL Study Design

Proof-of-Concept Study

Study characteristics:

+ Randomized, double-blind, placebo-controlled study of TNX-102 SL in fibromyalgia-type Long COVID

U.S. sites only, 63 patients enrolled

Primary Endpoint:

« Daily diary pain severnty score change from baseline to Week 14 (TNX-102 SL vs. placebo)

Weekly averages of the daily numerical rating scale scores

TNX-102 5L once-daily at bedtime
56 mg mg tablets)

Placebo once-daily at bedtime

———— e ——————

) 2023 Tanix Pharmacaw

“Twa waek run in al 2.8 mg dose at bedlime, followed by
12 weeks at 5.6 mp doss

ClinicalTrials.gov |dentifier: MCTOS4 72000

“A Phase 2 Study to Evaluate the Efficacy and Safely of TMX-102
5L in Patients With Multi-Site Pain Associated With Post-Acute
Sequelas of SARS-CoV-Z Infection (PREVAILY

'PREVAIL Study

0I7041L40d END
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FHARMACEUTICALS
ticals Halding Carp.




A, L5 et 2071, Archiree

PREVAIL Topline Results’

THX-102 SL showed a robust effect size of 0.5 in improving fatigue and showed consistent activity across secondary
measures of sleep quality, cognitive function, disability and Patient Global Impression of Change, but did not meet the

primary endpoint of multi-site pain reduction at week 14
—  There iz currently no drug approved to treat Long COWID

017041L40d SND

THX-102 SL was generally well tolerated with an adverse event (AE) profile comparable to prior studies with TNX-102 SL.
—  AE-related discontinuations were similar in drug and placebo arms,
- Mo new safety signals were abserved

Findings fulfill the objectives of this proof-of-concept study, supporting the decision to advance the program based on a
proposed primary endpoint using the PROMIS Fatigue scale
—  Fatigue is the signature symptom of Long COVID and it has been identified as the dominant symptom contribufing to disability?
—  In both of cur prior Phasa 3 studies of TRX-102 5L 5.6 mg in fibromyalgia, we observed numerical improvament in the PROMIS fatigue
score {in RELIEF p=0.007 MMRM and in RALLY p=0.007 MMRIM)
—  Althowgh the validity of PROMIZ Fatigue is not yet established in Long COVID, we believe the results of PREVAIL, together with extensive
data from studies in ather chranic conditions™* — including Tonix's studies in fikromyalgia — make PROMIS Fatigus a solid candidate for the
primary endpaint of future Long COVID registrational studies,

elcsa e, Sepember 5, 2023 - hips ot ' 3ZSFQHO
et Oy 2027301 3053217, doi 1001155 bojopen-20E2-086217

ook, KF et sl J0E Jo of Claveal Epigamia'ogy, 73 &5 102 1
ACadla, O, et al 2015, Aoemal of o ¥, 73, 128124 T 0 Ix
paca Madiang and Rehabifanon, 53010 Supplement), S20-527,

FHARMACEUTICALS
2022 Tanix Pharmacsuticals Halding Carp.

PREVAIL Next Steps

Tonix plans to meet with FDA to discuss a path to registration
— Expected date of End of Phase 2 meeting is 15" Quarter 2024

0I7041L40d END

Fatigue is the principal symptom overlapping with chronic fatigue
syndrome/myalgic encephalomyelitis (CFS/ME) and fibromyalgia syndromes
— Expected date of fibromyalgia topline is late December 2023

TONIX

FHARMACEUTICALS
2023 Tarix Pharmacauticals Hakding Carp.




TNX-102 SL*: Acute Stress Reaction (ASR)f Acute Stress Disorder (ASD)
Cyclobenzaprine Protectic® Sublingual Tablets

)
&
PROFILE DEVELOPMENT PROGRAM 3
ASRIASD are acute stress conditions resulting from trauma " - A
+ Can affect both civilian and military populations Target Indication: ASRIASD '-I'||
According fo Mational Center for PTSD, abeut 0% of men and 508 of Status: Expect to start Phase 2 in 10 2024 ,9
women in the US are exposed least one traumatic experienca in thair lives! : 5

* In tha US alone, one-third of emergency deparment visits (40-50 million Mext Steps: Inuesligator—init'lated IND

patients per year) are for evaluation after trauma exposures?

Phase 2 Trial Funded by DoD grant to University of Morth Carolina (UNC)

= UNC Institute for Trauma Recowery awarded a $3M grant from the
Depariment of Defense (DoD)

= OASIE trial will build upon infrastructure developed through the UNC-led,
5400 AURORA initiative

— AURCRA study is a major national research initiative to improve the
understanding, prevention, and recovery of individuals who have
experienced a traumatic event

— Supported in part by funding from the Mational Institutes of Health
(MIH} and the heallh care arm of Google's parent company Alphabet

= Oppertunity o investigate the cormelation belween motor vehicle collisiens
and the emergence of A50 and FTSD

Fatents Issued *TME-102 5L has net bean apanaved far any indicatian,

“Habaal Genler for PTED. How Gamman 5 PTSD In Adus? Bpe ey plzd b fourdersianaoonmoricammen_amibs 2z T (b Ix
Fitnn e al S Gt Payeivaty. 3014, 7501211 31845

FHARMACEUTICALS
) 2023 Tanix Pharmacauticals Hokding

TNX-102 SL*: ASR/ASD
Cyclobenzaprine Protectic® Sublingual Tablets

Significant unmet need
+ Mo medications are currenlly availabde al or near the point of care 1o freat patients suffering from acule fraumatic events and support long-term health
+ Trawma patients include U.S. military exposed (o life-threatening events or civilians who experienced raumalic evenls such as motor vehicle collisions

Rationale for TNX-102 SL Evaluation in Post-Traumatic Stress Disorder
+  Supported by multiple clinical frials:

—  Phasa 2 trial in military-related FTSD [AtEasa or MCTO2277704)

—  Phase 3 trial in military-related PTSD (HOMNOR or NCTO30G2540)

—  Phase 3 trial in primarily ciilian PTSD (RECOVERY or NCTO3841773)

In each of these studies, early and sustalnes mprovements in sleep were assoclated with THX-102 5L treatment by the PROMIS sleep disturbance L{J
[50) scale and the Clinician Administerad PTED Scale (CAPS-5) “sleep disturbance” item A

- Primary analysis comparing change from baseling in Clinician-Administersd FTSD Scale (CAPS-5) total severity beteween THX-102 5L and
placebo at wesk 12 was not significant.

0I7041L40d END

Across studies atweek 4, TRX-102 S0 reatment was associated with an improvement in CAPS-5 total ssverity as comparsd to placebo

Secondary analyses showed THX-102 5L treatment was associated with benefits on Clinical Global Impression — Improvement (CG1-1) scale al week 4
and the Patient Global Impression of Change scale at week 12

The moat commaon side-effects were administration-site reactions, reported as tongueimaouth numbness (~34%), tingling (~7%), and abnormal taste
[~G%) in the active groups. No unexpectad safaty findings

Together these studies provide preliminary evidence that TNX-102 SL is well-tolerated and may promote
recovery from PTSD via a pharmacodynamic facilitation of sleep-dependent emotional memory processing
“Sulivan GM, etal. Ps

fiatny Rosaarnh 20021301, Artcks 1133974 T@le
“Rauch S4M, et al

srehialy 2081, B34 20MIETEE
Tvargvs A, el al Statetics. 002 325, 441-04 ) FHARMACEUTICALS
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TNX-102 SL: Phase 2 OASIS Study Design

General study characteristics:

Ohjective:

*

Randomized, double-bind, placebo-controlled shudy in Acute Stress Reaction (A5R) f Acute Stress Disorder (ASD)

The proposed Optimizing Acute Stress reaction Interventions with TRE-102 S0 (3AS1S) nal will examine the safety and efficacy of TRX-102 51
to reduce adverse posttraumatic neuropsychiatric sequelas among patients presenting to the emergency department after a motor vehicla
collison

The trial waill enroll approximately 180 indniduals who aculely experenced trauma at study sites across the US

Farticipants will be randormized in the emergency departrment 1o receive a wo-week course of eilher THX-102 5L or placeta
Investigator-inisatad IND

Investigate the patential of Tank's THNX-102 S0 {cyclobenzaprine HCI sublingual tablets) 1o reduce the frequency and severity of the adverse
efiects of traumatic exposure, including acute stress reaction (ASR), acute stress disorder (ASD). and postiraumatic siress disorder (FTSD).
ASR refers to the body's immediate response to frauma, whereas ASD is the short-term effects of frauma (within 1 month), and PTSD is the
leng-term efects of travma (beyend 1 month)

TNX-102 SL once-daily at bedtime “First dose of TMX-102 5L 5.6 mg versus placebo taken in the emergency department. and
5.6 mg (2 x 2.8 mg tablets) then daily at bedtime to finish & weeks of trealment

A Phase 2 Sludy o Evaluate the Efficacy and Salely of THNX-102
5L Taken Daily in Patients With ASRS ASD (0ASIS)

Placebo once-daily at bedtime

P 2weeks =i
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TNX-1500* ¥ 'Preventiun of Allograft Rejection
L}
Status: Phase 1 currently enrolling
Collaborations ongoing with Mass General Hospital on heart and kidney

NE:'Xt Generatlon (I_C D4O ngand . transplantation in non-human primates
(C D4DL:I AﬂtibOd}' Mext Steps: Initiate Phase 2 study in Kidney Transplant Recipients

PAutuimmune Diseases
Status: Planning for future indications including:
Sjégren’s Syndrome, Systemic Lupus Erythematosus
and Multiple Sclerosis

Thesa indications requira large sledies, but reprasent large target markets

The CD40-CD40L pathway is a pivotal immune system
modulator and a well-established and promising
treatment target

Differentiators: Expected to deliver efficacy without

compromising safety SELECTIVELY MODIFIED
anti-CO40L AR

First Generation: Development halted due to thromboembolic
(TE) complications—blood clots—iraced to Fo gamma receptor
(FcyR)

Fuplizumst ful
Fab

Second Generation: Eliminated the FeyR TE complication but
potency and half life was reduced, limiting utility

FeyR-rnadutatzd
Fe region

Third Generation (TNX-1500): Re-engineered fo better

maodulate the binding of FCTR Cantains e full ruglizurmab Fak and

the engineered Fo region thet modulates
FoyR-Ginding, while preserving FeRn function. T (l) N Ix

*THX-1 200 havs rol been approved for sy indicabon, Patents fled PHAMUACEETICALE

sticals Holding Carg.

Third-Generation a-CD40L
Engineered to Decrease Risk of Thrombosis

First-generation Second-generation Third-generation
anti-CD40L mAbs anti-CD40L proteins anti-CD40L mAbs”*

0I104140d A90T0NNWWI @

Ruplizumab i Aglycosy! Dapirolizumab  Letolizumab  Dazodalibep TNX-1500

Rupltzismal
Constant fragment (Fe) domain THX-1500 is engineered o target
interacted with FoyRIA [CD324) Second-generation anti-CO40L proteins exhibted dramatically reducsd CL40L therapeutically while reducing
which suggested a machanism for binding to FeyR11A* but had other issues, including decreased efficacy, FeyRILA Binding and thareby lowering
the: increasad risk of thrombosis. 2 shortened half-life, or engendering of anti-drug antibedies (ADAs). ™= the potential for thrombosis,

S —— s —

-

*Sanofi's frexalimab (formerly SAR441344) and Eledon's tegoprubart (formerly AT-1501) also are Fc modified

Tirramid o i, 2003

*Robles-Camik et 2l 1882
"Shack lal 2015
e atal, 20
1) 18531854
" 1(455) B T (1) IX
5. e fifas: e Updated Sy 16, 2019, Accassad ing 1, 2021, Wps Wclinicaltrials oo ot shomrasults NC TOR2T 3950 P aw=rasidts
14. Biocanfury. FHARMACEUTICALS
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TNX-1500 anti-CD40L Monoclonal Antibody

Proposed indication - prevention of rejection in kidney transplant:
+ Supported by pre-clinical studies

Phase 1 study initiated:
+ A Phase 1 study of TNX-1500 was initiated in the third quarter of 2023.
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Peer reviewed articles:

*  Two articles have recently published in the American Journal of Transplantation that
demonstrate TNX-1500 prolongs nen-human primate renal and heart allograft survival "2

ILassiter, €5, et al {2023) THX-1800, a orystalizable fragment-modded anti.C0154 antisody, prakongs nonuman pmate renal alisgraft sunnal. Amencas dowmnal of Tramspianation. Apel 3,
025 bt il g 10U 10168, 2iL 20020.00.023

“Miura, 5. &1 8l (3023 THE-1500. & crysializable Fagmeni-modifed ani-CO154 antibady, prelangs nan-human primane cardiae sllograll surdval. Amencan Janial of Traraplaniaion. Apdl l

PO23 Himps:iicol.ony 10 10164.j1.2023 03,025 T 0 Ix
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Other anti-CD40L Monoclonal Antibodies in Development

. Sanofi - Sjdgren’s Syndrome (5)5), Multiple Sclerosis (MS), Systemic Lupus Erythematosus (SLE)
FPhase 2 Trial Curranily Enrolling in 5§53 (NCTO4572841) and SLE (MCTOA038840)
+  Active Phase 2 Trial in Relapsing MS (NCTO487T9628) — positive results reported
+  Frexalimab, fka.3AR441344 (Fo-modified)

' Horizon (being acquired by Amgen) — Sjdgren’s Syndrome (5]5)
+  Two Posilive Phase 2 studies reported®4
+  Dazodalibep (in03 fusion protein)

P Eledon — Kidney Transplant

' Phase 2 Trial Completed in ALS (MCTO4322148)
Fhaze 1/2 Trial Currently Enrolling in Kidney Transplant (MCTOS027906)
Tegoprubart, f.k.a. AT-1501 (Fe-madified)

0IM04140d AD0TONNWWI @

' UCB (Co-developed with Biogen) - Systemic Lupus Erythematosus (SLE)
+  Phase 3 Trial Currenily Enralling (MCTO42946567)
- Topline results expacted 1H 20245
+  Dapirelizumab pegol (pegylated Fab)
1Sanafi pr CaSl’Ele!NS_jl 31, 2023 "Press Release: Posime Phase 2 ﬂﬂlﬂ EFI’W-El r\'dl!"’sJﬂﬂﬂl amtid L.Lﬂl:‘L.'.ﬂ'JEDC]' Ir\:‘xalmnbsh:wsl;ﬂﬂm‘ry reduced d.ba!l!bclh‘"’ anL‘D!H; mubpie
idarosis - 1 [acoeesed August 11 2023
*Carvalho, T. Malwe M’aa‘\(.\ls Il\awsa 202‘:1 “91352

*Henzan press release Septemier 12, 2002 "Henzan Therapeutics pic Anncuncas Prase 2 Trial Evaluatng Dazodalien far the Treatment of Segrens Syrcrome Meets Primary Endpant”
hitpes. i, hormanthers peutics. comineas- el sasesnews-releaze-detal shorizon-Shea peulics-ple-announces-phase-2-ial-evalesting {acosssed August 11 2021 T @ Ix

“Hirizon Fress Releass Jenuary 18, 2023 “Horizon Therapeulics gic Arncurces Phess 2 Trisl Eveluatng Dazodaiber far the Treatment of Sitgrer’s Syndrome Mests Primary Ercpcint in the
Secand Smr'F!FIHD“ﬂn Only Phase 2 Tral o Mot F\'IT\D'&' Encipoint in Bodh Fatient Papulations

. hatsnscd h o FHARMACEUTICALS
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TNX-1700*: Gastric and Colorectal Cancers
Recombinant Trefoil Factor 2 (rTFF2-HSA) Fusion Protein

Potential New Cancer Treatment Market Entry: Immunc-oncology, combination

« TNX-1700 {rTFF2) has effscts on cancer by altering the therapy with PD1 blockers for gastric and
tumor micro-environment colorectal cancer

= Mechanism of aclion: suppresses myeloid-derived

: Preclini
suppressor cells and activates anti-cancer CD&+ T cells e

H
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~ Potential synergy with anti-PD-1 or anti-PD-L1 monoclonal Next Steps: Animal studies ongoing
antibodies (mAbs)
Preclinical Evidence for Inhibiting Growth of Diffe_remiatar: No preduct yet identified
Cancer Cells caonsistently augments PD1 effects on cold
= Data showed that mTFF2-CTP augmented the efficacy of tumars

mAb anti-PD-1 therapy. Anti-PD-1 in combination with
TFF2-CTP showed greater anti-tumaor activity in PO-L1-
averaxpressing mice

= mTNX-1700 (mTFF2-MSA fusion protein) and anti-PD-1 Licensed from Columbia University
monatherapy each was able to evoke anti-tumor immunity R .
in the MC38 model of colorectal cancer! + Dewveloping in partnership under sponsored

= mTNX-1700 augmented the anti-tumor efficacy of anti-PD- research agreement

1 therapy in both the MC38 and the CT26.wt models’

*THE-1T00Is inthe pre-IND stage of develcpmaent and has rat
Patents Filed bean approved for any indication.

Betal I'.1.m:l' B "L"‘.lKle\.J.oreF':s!
A
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Internal Development & Manufacturing Capabilities

R&D Center (RDC) — Frederick, MD
» Functions:
— Research advancing CNS and immunology drugs
- Accelerated development of vaccines and antiviral drugs against
COVID-18, its variants and other infectious diseases
+ Description: ~48,000 square feet, BSL-2 with some areas designated
BSL-3
« Status: Operational

Advanced Development Center (ADC) — North Dartmouth, MA
+ Function: Development and clinical scale manufacturing of biologics

+ Description: ~45,000 square feet, BSL-2

+ Status: Operational

01704140d IS¥3SIA SNOILOIANI
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Broad Spectrum Antivirals

New DoD approach'? raises importance of broad-spectrum medical counter measures
« MNeed to improve medical readiness of the warfighter in biological threat environments

+ Beyond “one bug, one drug” approach

+ |ssued Dec 2022

Approach for Research, Development,
and Acquisition of Medical
Countermeasure and Test Products

01704140d 3S¥3SIa SNOILDIANI

2022

Chemical and Biological Defense Program

"Wergun, D. DDD News. Jaruary 10, 3023, Dol aims bo shield warbghters fram nowal biakogical agents. hiips: fasw defense, gowMess Hews- Sloiesidoiciniddicien pd-aims-te-shigid
[ e rs-fram |- b cal-soer

05 Depatmant of Defenas, Chemical and Bilogicsl Delanas Program, “Appioach tar Resaarch, Dewalogenint S ACGslion Of MaEcal Counmtan ssauns and Test Products, Dac. 2022 T d} Ix
hitps: timeedia. defense gowEiEEJand 0G00I 142834 1. 1 TAP PROACH-ROA-MOM- TEST-FROCUCTS.POF
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DTRA RFP for Broad Spectrum Antivirals Through Medical CBRN

DTRA Through Medical CBRN Defense Consortium: New DoD approach raises importance of

broad-spectrum medical counter measures

* MCDC issued a request for project proposals in the Fall of November 2021 on behalf of DTRA
for, “Novel Biologics as Medical Countermeasures(MCM) against Biological Threats of Concern.”

Who We Are

The Medical CBRN Defense Consortium (MCDC) was formed in response to the Government's expressed interest to establish an Other
Transaction Agreement (OTA) with an eligible entity or group of entities, to include industry, academnic, and not-for-profit partners, for

OI704.130d 3SV3SId SNOILI3ANI

advanced development efforts to support the Department of Defense’s (DoD) medical, pharmaceutical and diagnostic requirements as
related to enhancing the mission effectiveness of military personnel.

Through the Joint Program Executive Office for Chemical, Biological, Radiological and Nuclear Defense (JPEC-CBRND), the Medical
Countermeasures Systems (MCS) Joint Project Management Office is always looking for innovative, safe and effective medical solutions

to counter CBRN threats. The usage of an OTA allows government to partner with the MCDC to leverage cutting edge R&D and develop

prototypes from commercial sources. This gives MCS an agile and flexible way to develop medical countermeasures using new and
innovative technology.

RFP = request for proposals

DTRA = Defense Threat Reduction Agency 1
CBRN = Chemical, Biological, Radiological and Nuclear T 0

NIX
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Broad-Spectrum Antiviral Discovery Programs

Host-directed antiviral discovery programs
CD45 targeted therapeutics
+  Small molecule therapeutics that reduce endogenous levels of CD45, a protein tyrosine phosphatase
= Reduction in CD45 protects against many viruses including the Ebola virus

Cathepsin inhibitors

« Small moleculs therapeutics that inhibit essential cathepsins which are required by viruses such as {
coronaviruses and filoviruses to infect cells

e Activity as monotherapy and in combination with other antivirals

017041404 ISVISIA SNOILDIANI

Virus-directed antivirals discovery program

Viral glycan-targeted engineered hiclogics

+ Bind to viral densely branched high-mannose (DBH) glycans

+  Neutralize circulating virus and stop the entry of the progeny virus into cells
+ Antiviral activity against a broad range of RNA viruses

+  Activity as monotherapy and in combination with other antivirals T(b
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TNX-801* @
Recombinant Pox Vaccine (RPY)
Platform Using Live Virus Technology

Differentiators:

+ Live virus vaccines are the most established
vaccine technology

— Starting with Edward Jenner's smallpox vaccing, the
first vaccine, which eradicated smallpox

= Prevents forward transmission
—  Effective in eliciting durable or long-term immunity

+ Economical to manufacture at scale
~  Low dose because replication amplifies dose in vivo:
—  Single shot administration

+ Standard refrigeration required for shipping and
storage

“TRDH-BIH i o i) g o chividigiodi] A1t D el b Apprtrosed Tor arey incdicidion. Pl et

yon sLal., 2090, PLoS Gns. 1301120188453

Mpox and Smallpox Vaccine

Status: Preclinical
+  TNX-801 is a cloned version of horsepox’ {withaut any DA
insert) purified from cell culture

Milestone: Successful completion of pre-IND meeting

Next Steps: Preparation of IND submission

F\.’accine for Future Emerging Infectious

Diseases
Example: TNX-1850 for COVID-19
Status: Model System

uuuuuuuuuuuuuuu
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Key Development Partners

COLUMELA

MASSACHUSETTS LUNIVERALTY
GEMERAL HOSFITAL PR e i

THX-1300: COCAINE INTOXICATION

n ST = CTIO
TNX-1300: ALLOGRAFT REJECTION TNX-1700: GASTRIC AND COLORECTAL CANCERS

Li_? [ UNIVERSITE UNIVERSITY OF
STANFORD %' DE GENEVE ALBERTA

LRITERRITY

SELTHER
AESLARCH

TNX-801: SMALLPY WND MONKEYPOX VACCINE

TNX-1900: MIGRAINE & OTHER INDICATIONS TNX-1850: COVID- ACCINE

1% InsermiEEEN g_ty Aix MEFSEi_”E CENERAL HOBPITA E MEDICAL SCHODL

TNX-2900: PRADER-WILLI SYNDROME TNX-1200: Binge Eating Disorder, Adolescent Obesity

TONIX
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Upcoming: Expected Topline Clinical Data and Trial Initiations 2023

4'" Quarter
+ Phase 2 UPLIFT study of TNX-601 ER for major depressive disorder — expected early November

— Affects approximately 47 M adults in the U.S (18.4% of population)!

+ Phase 2 PREVENTION study of TNX-1900 for chronic migraine — expected early December
- Affects approximately 3-7 M adults in the U. 52

+ Phase 3 RESILIENT study of TNX-102 SL for fibromyalgia — expected late December
— Affects approximately 6-12 M adults in the U.S3

3 Quarter Clinical Trial Initiations
+ Phase 1 study of TNX-1500 for prevention of allograft rejection - started

4t Quarter Clinical Trial Initiations
+ Phase 2 study of TNX-1300 for the treatment of cocaine intoxication - expected

1O - bt e ot e s e ada i btm s gdemmi el w 1
Tl a1 Al GHibal pravalance of cheanic migrain miai ravasw, Caphalags 2040, MrSHE-508 T 0 Ix
‘mencan Chranc Pain Asscciaion fwaewtheacaa.ang, 3015
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THANK YOU

Zembrace® IMPORTANT SAFETY INFORMATION (1 of 2)

Zembrace SymTouch (Zembrace) can cause serious side effects, including heart attack and other heart problems,

which may lead to death. Stop use and get emergency help if you have any signs of a heart attack:

+  Discomfort in the center of your chest that lasts for more than a few minutes ar goes away and comes back; severe
tightness, pain, pressure, or heaviness in your chest, threal, neck, or jaw,; pain or discomfart in your arms, back, neck, jaw
or stomach, shortness of breath with or without chest discomfort; breaking out in a cold sweat; nausea or vomiting; feeling
lightheaded
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Zembrace is not for peaple with risk factors for heart disease (high blood pressure ar cholesterol, smoking, overweight,
diabetas, family history of heart disease) unlass a heart exam shows no problam.

Do not use Zembrace if you have

»  History of heart problems; narrowing of blood vessels to your legs, arms, stomach, or kidney (peripheral vascular disease);
uncantrolled high blood pressure; hemiplegic or basilar migraines_ If you are not sure if you have these, ask your providar.

«  Had a stroke, transient ischemic attacks (TIAs), or problems with blood circulation; severe liver problems; taken any of the
following medicines in the last 24 hours: almotriptan, eletriptan, frovatriptan, naratriptan, rizatriptan, ergotamines,
dihydroergotamine; are taking certain antidepressants, known as monoamine oxidase (MAO)-A inhibitors or it has been 2
weeks or less since you stopped taking a MAO-A inhibitor. Ask your provider for a list of these medicines if you are not sure.

= An allergy to sumatriptan or any of the componants of Zembrace

Tell your provider about all of your medical conditions and medicines you take, including vitamins and supplemants.

Zembrace can cause dizziness, weakness, or drowsiness. If 2o, do not drive a car, use machinery, or do anything where you

need to be alert

TONIX
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Zembrace® IMPORTANT SAFETY INFORMATION (2 of 2)

Zembrace may cause serious side effects including:

Changes in color or sensation in your fingars and toes, suddan or sevare stomach pain, stemach pain after meals, weight loss, nausea or
vamiting, constipation or diarrhea, bloody diarrhea, fever, cramping and pain in your legs ar hips; feeling of heaviness er fightness in your
leg musclas; buming or aching pain in your feet or toes while rasting; numbness, tingling, or weaknass in your legs, cold feeling ar color
changes in cne or both legs or feet; increased blood pressure including a sudden severe increase even if you have no history of high
blaod pressure; medication overuse headaches from using migraine medicine for 10 or more days each manth. If your headaches get
worse, call your provider,

017041L40d SND

Saratonin syndrome, a rare but sarious problem that can happen in paople using Zembrace, espacially when usad with anti-daprassant
medicines called 55R1s or SNRIs. Call your pravider right away if you have: mental changes such as seeing things that are not there

{hallucinations), agitation, or coma; fast heartbeat; changes in bload prassure; high body temperature; tight muscles, or frouble walking. {J
¥

Hives {itchy bumps); swelling of your tongue, mouth, or throat |
Selzures even in people who have never had selzures before

Tha most common side effects of Zembrace include: pain and redness at injection site; tingling or numbness in your fingers or toes;
dizziness, warm, hot, burning feeling to your face (flushing), discomfort or stiffness in your neck: feeling weak, drowsy, or tired.

Tell your provider if you have any side effact that bathers you or does not go away. Thesa are not all the possible side effects of Zambrace,
For more information, ask your provider.

This is the mast important information ta know about Zembraca but is not comprehansiva. For more information, talk ta your provider and
read the Patient Information and |nstructions for Use. You can also visit wew upsher-gmith. com or call 1-883-650-3789. For full Prescribing
Infermation, visit hitps ddailymed. nlm.nib.govidailymadidruglnfo cim?setid=Ee5b 10:4-2bBa-416a-82ib-af 1bdasai67d

You are encouraged to repart adverse effects of prescription drugs to the FDA, Visit wew fda govimedwatch or call 1-200-FDA-1085,

Zembrace is a prescripion medicine used to treat acute migraine headaches with or withcut aura in adults wha have been diagnosad with
migrains

Zembrace is not used to prevent migraines. It is not known if it is safe and effective in children under 18 years of age. T (b

NIX
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Tosymra® IMPORTANT SAFETY INFORMATION (1 of 2)

Tosymra® can cause serious side effects, including heart attack and other heart problems, which may lead to death.
Stop Tosymra and get emergency medical help if you have any signs of heart attack:

+ Discomfort in the center of your chest that lasts for more than a few minutes or goes away and comes back; severe
fightness, pain, pressure, or heaviness in your chest, throat, neck, or jaw, pain or discomfort in your arms, back, neck, jaw,
or stomach; shortness of breath with or without chest discomnfort; breaking out in a cold sweat; nausea or vomiting; feeling
lightheaded

Tosymra is not for people with risk factors for heart disease (high blood pressure or cholesterol, smaoking, overweight,
diabetes, family histery of heart dizease) unless a heart exam is done and shows no problem.

0I7041L40d END

Do not use Tosymra if you have

History of heart problems; narrowing of blood vessels to your legs, arms, stomach, or kidney {peripheral vascular disease);
uncontrolled high blood pressure; severe liver problems; hemiplegic or basilar migraines. If you are not sure if you have these,
ask your healthcare provider.

B

Had a stroke, trangient ischemic attacks (TlAg), or problems with blood circulation; taken any of the following medicines in the
last 24 hours: almotriptan, eletriptan, frovatriptan, naratriptan, nzatriptan, ergotamines, or dihydroergotamine. Ask your provider
if you are not sure if your medicing is listed abowe

are taking certain antidepressants, known as manoamine oxidase (MAG A inhibitars or it has been 2 weeks or less since you
stopped taking a MAO-A inhibitor. Ask your provider for a list of these medicines if you are not sure

An allergy to sumatriptan or any ingredient in Tosymra

Tell your provider about all of your medical conditions and medicines you take, including vitamins and supplements. Tosymra can
cause dizziness, weaknass, or drowsiness. If so, do not drive a car, use machinery, or do anything where you need to be alart.

TONIX
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Tosymra® IMPORTANT SAFETY INFORMATION (2 of 2)

Tosymra may cause serious side effects including:

+ Changes in color ar sansation in your fingers and toes; sudden or severe stomach pain, stamach pain after meals, weight loss, nausea
or vamiting, constipation or diarrhes, bloody diarfhea, fever; cramping and pain in your legs or hips, feeling of heaviness or tightness in
your leg muscles, burning or aching pain in your feet ar toes while resting, numbness, tingling, or weakness in your legs, cold fealing or
colar changes in ane or both legs or feet, increased blood pressure including a sudden severe increase even if you have no history of
high blaad pressure; medication overuse headaches from using migraine madicing for 10 or more days each month, If your headaches
get worse, call your provider.

017041L40d SND

« Serotanin syndrome, a rare but serious problem that can happenin people using Tosymra, especially when usad with anti-deprassant
medicines called S5RI1s or SNRIs. Call your provider right away if you have: mental changes such as seeing things that ara nat
thera (hallucinations), agitation, or coma, fast heartbeat; changes in blood pressure; high body temperature; tiaht muscles; or trouble '
walking, 1"\

+ Seizures even in people who have never had seizures before

The most common side effects of Tosymra include: tingling, dizziness, feeling warm or hot, burning feeling, feeling of heaviness,
feeling of pressure, flushing, feeling of tightness, numbness, application site (nasal) reactions, abnormal taste, and throat irritation.

Tell your provider if you have any side effect that bothers you or does not go away. These are not all the possible side effects of Tosymra.
Far more information, ask your provider.

This is the most important information to know about Tosymra but is not comprehensive. For more information, falk to your provider and
read the Patient Information and Instructions for Use. You can also visit www.upsher-smith .com or call 1-888-650-3788. For full Prescribing
Infermation, visit: httos.¥dailymed.nlm.nih.gowdailymed druginfo.cfm?setid=01 Sa5cfa-f248-48bc-b81e-cd730a%3d8aa

You are encouraged to report negative side effects of prescription drugs to the FDA. Visit wew. fda.gowmedwatch, or call 1-800-FDA-1088,
Tosymra is a prescrption medicine used to treat acute migraine headaches with or without aura in adulis.
Tosymra is not used to treat other types of headaches such as hemipleaic or basilar migraines or cluster headaches, T (b

Tosymra is not used to prevent migraines. It is not known If Tosyrmra is safe and effective in children under 18 years of age.
2 2023 Tanix Pharmacauticals Holding Cang

NIX

FHARMACEUTICALS




