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Item 7.01 Regulation FD Disclosure.

Tonix Pharmaceuticals Holding Corp. (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 presentations is filed as Exhibit
99.01 hereto and incorporated herein by reference.

The information in this Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.01 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 Event.

On February 5, 2020, the Company announced the outcome of the interim analysis for the Phase 3 study for its lead product candidate for the treatment of
posttraumatic stress disorder. A copy of the press release discussing this matter is filed as Exhibit 99.02, and incorporated by reference in, this report.

Forward- Looking Statements

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

These statements may be identified by the use of forward-looking expressions, including, but not limited to, “expect,” “anticipate,” “intend,” “plan,” “believe,”
“estimate,” “potential,” “predict,” “project,” “should,” “would” and similar expressions and the negatives of those terms. These statements relate to future events or our financial
performance and involve known and unknown risks, uncertainties, and other factors which may cause actual results, performance or achievements to be materially different
from any future results, performance or achievements expressed or implied by the forward-looking statements. Such factors include those set forth in the Company’s filings with
the Securities and Exchange Commission. Prospective investors are cautioned not to place undue reliance on such forward-looking statements, which speak only as of the date
of this press release. The Company undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events or
otherwise.
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Item 9.01 Financial Statements and Exhibits.
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No. Description.
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Press release of the Company, dated February 5, 2020




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: February 5, 2020 By: /s/ Bradley Saenger

Bradley Saenger
Chief Financial Officer
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(1) Cautionary Note on Forward-Looking Statements

Certain statements in this presentation regarding strategic plans, expectations and objectives for future
operations or results are "forward-looking statements” as defined by 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” and “intend,” amaong 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 U.S. Food and Drug Administration
clearances or approvals and noncompliance with its regulations; our need for additional financing; substantial
competition; uncertainties of patent protection and litigation; uncertainties of government or third party payaor
reimbursement; limited research and development efforts and dependence upon third parties. As with any
pharmaceutical under development, there are significant risks in the development, regulatory approval and
commercialization of new products. The forward-looking statements in this presentation are made as of the
date of this presentation, even if subsequently 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, 2018, as filed with the Securities and Exchange Commission (the "SEC") on March 18, 2019,
and periodic reports and current 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.




(1) Tonix Pharmaceuticals: Lead Program /
3

In Phase 3 clinical development of TNX-102 SL* for Fibromyalgia
Chronic pain condition

Fibromyalgia milestones (Phase 3 RELIEF study):
« 20 Half 2020 - Interim analysis results expected
+ 15t Half 2021 - Topline data expected

PTMX=-102 SL [cyclobenzapring HCI sublingual tablets) is an investigational new drug and has not been approved for any indication
2020 Tonix Pharmaceuticals Holding Corp,




1 CNS Candidates in Clinical Development

Pain, Psychiatry and Addiction

TNX-102 SL and TNX-601 owned outright with no royalties due

Indication

Ahase 1 /Phase 2 Ahase 3 ADA’!BL&@ABI‘I{E:

Pipeline Product
Bedtime treatment for Fibromyalgia

NX-102 SL!
Bedtime treatment for Agitation in Alzheimear’s

Cyclobenzaprine HO

subli.ngual tBbWt?
Protectic® formulation Bedtime treatment for Alcohol Use Disordert

technology

Interim|analysis resuvils expected 3Q 2020
Tagling resuits exgected 1H 2021

Cocainge esterase
(recembinant from bacteria)
i, formulation

Daytime treatment for Major Depressive Disorder

TNX-601 CR®
Daytime treatment for PTSD

Tianeptine oxalabe oral

THX=2300° ——>
Cocaine Intoxication / Overdose
|  F

CDI'Irtr\;:rl‘l.‘Et:aI:iﬂf]ESE Neurocognitive Dysfunction from
armulatio Corticosterolds
TTHR-102 SL{gyelobenzapsne HCI sublingual tablens] & an investigational new drug and hag ot been appeoved

Pra-Investigational New Dreg (180 meeting campleted in October with FOW. Striped arrow reflects that THX-102 SL for AUD s in the pre-IND 5

fany indication; @ NDW- New

Dinag Application;: T BLA -Biologic Linensing Apgication;
e upan receiving FOA clearance of an IHD

application, it will ke Phace 3 POC ready as it is expectad tooqualify Far the SOS[EK 2} patheay for appraval; STHX-1300 (TI72RAG1730 double-mutant cocaine estarase 200 mg, i, selutan} is an
irmestigatioral new beologic and bas not besn approved for any indication; ® Stoped arrows reflect thae THX-G01 CR s in the pra-[ND stage in the U5, 8 Phase 1 study for Farmulation deselepmsnt

was recently completed autside of the LS.
& 2020 Tomix Pharmace

ding Corp.




(_1) Preclinical Pipeline!

Pipeline Product Indication(s) Category
Daytime treatment for PTSD Psychiatry
Triple reuptakes inhibitor!

TNX-15003 Prevention and treatment of organ transplant rejection Transplant
Antl-CO154 monaclonal antibady Treatment of autoimmune conditions Autoimmunity
TNX-1700 Treatment for gastric and pancreatic cancers Oncology

FTFF27
— 3
TNX-801 Smallpox and monkeypox preventing vaccine Biodefense

Live horsepox virus (HPXV) vaccine from cell culture

= El -
TNX-1200 Smallpox and monkeypox preventing vaccine Biodefense

Live waccinia virus (WACWY] vaocine from oell culture

TNX-7013 Protaction from radiation injury Biodefense
Radioprotection drug oral capsules

LExperimental new medicines and hinlegiss, not approved far any indication

1 25,4R, 5R)-5-{ ([Z-arinobenzol d Jthiazol- G-yl methy aming)-2-(bis{4-fuarophenyl imathy tatrahy dro- 2H-pyran-4-al) i an inhibitor of reugtake of three manoaming
neurgtransmittars [serotonin, narepinephrine and doparnine)

1 Programs owned outright with ne royakies due

4 magambinant Trafold Family Factor 2 & 2020 Tonix Pharmaceuticals Holding Corp,
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TNX-102 SL

TNX-102 SL

-

Mowvel sublingual formulation of cyclobenzaprine HCI! designed for long-term daily use at bedtime
Rapid absorption
Transmucosal absorption bypasses first pass liver metabolism

Dynamic pharmacckinetic profile with increase in cyclobenzaprine concentration during sleep induction
and decrease leading up to awakening

Cyclobenzaprine is the active ingredient of oral (swallowed) muscle relaxants, Flexeril® and Amrix ®

TNX-102 SL is believed to treat fibromyalgia by improving sleep quality, in contrast to
sleep quantity

-

Quality involves restorative properties of sleep
Quantity is time spent asleep

« TMX-102 SL targets clinical conditions for which improved sleep quality may have a therapeutic benefit

-

Reduction in disease-specific symptoms with sleep improvement as a secondary endpoint

* Cyclobenzaprine is the active ingredient of oral {swallowed ] muscle relaxants, Flexeril® and Amrix®

2020 Tonix Pharmaceuticals Holding Corp.




@Lb“ TNX-102 SL Intellectual Property -
“=’ Patent Protection expected until 2035 /
7

Composition of matter (eutectic): protection expected to
203472035

10 patents issued worldwide; 35 patent applications pending

Composition of matter (sublingual): protection expected
to 2033

6 patents issued worldwide; 21 patent applications pending




(1) Fibromyalgia

Fibromyalgia is considered a neurobiological disorder characterized by!: chronic widespread
pain, non-restorative sleep, fatigue, diminished cognition

Believed to result from inappropriate pain signaling in central nervous system in the absence of
peripheral injury?!

An estimated 6-12 million adults in the U.S. have fibromyalgia?

Causes significant impairment in all areas of life?
Lower levels of health-related guality of life - reduced daily functioning
Interference with work (loss of productivity, disability)

Fewer than half of those treated for fibromyalgia receive complete relief from the three FDA-
approved drugs®

Inflicts substantial strain on the healthcare system
+ Average patient has 20 physician office visits per year®

+ Annual direct medical costs are twice those of non-fibromyalgia individuals®
" — # Thee three drugs with FOA appraval Tor the treatment of fibeamnyalgias
L PG K & CRum [, Best Pract Rgs DN RIGUMSTH 2001,25:141. Preqabalin {Lyrica); Dufaxetine (Cymbalta); =inacipran (Savelia)
ZAmican Chignic Pan Assaciaion Dwww thes i ing, 2019) * Rgbiran et 3l, Fain Medicing 2013;14:1400,
1 a ' * el .
Schosder ol Poin Pt 15, W20 Tean Pharmaccuticals Holding Corp, ©White et al, ) Gooupstionsl Emdron Med 2000;50:13,




Large Need for New Fibromyalgia Therapies that
(.l) Provide Broad Symptom Improvement with
Better Tolerability /

Currently-approved medications may have side effects that limit long-term use?

High rates of discontinuation, switching and augmentation
+ Attempts to treat multiple symptoms and/or avoid intolerable side effects
+ Average of 2-3 medications used simultaneously?
« Typical patient has tried six different medications?
+ Medication-related side effects may be similar to fibromyalgia symptoms

Substantial off-label use of narcotic painkillers and prescription sleep aids?
+ Amaong those diagnosed, more than one-third have used prescription opioids as a means of
treatment?*
TNX-102 SL is a non-opioid, centrally-acting analgesic that could provide a new
therapeutic option for fibromyalgia patients
UMusesch ot al, &nn Rheum Bis 2003, 72:955-62.
?Robirson RL et al, Pain Magicine 2012;13: 1368,

3 Patient Trends: Fibroeryelga”, Dessicn Resoures, 2011,
A Berger A, Dukes E, Martin 5, Edeisberg 1, Oster G, Int 1 Cin Prace, 2007, 610%):1458-15048,
2020 1% Pharmaceuticals Holding
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Vodawagen Chedk Engine [Fiotopanhl (2011, Ocober Jdh Wikipec

EFhillips K & Clourr [, Gest Fract Res Cin Rhsumatel 2001;35:141,

Believed to result from inappropriate pain signaling in
central nervous system

+ Absence of peripheral injury?!
Pain is a sensor system in the brain

+ When the system malfunctions, the pain alarm is turned on even
through there has been no peripheral nerve tissue injury

Improving sleep quality is believed to reduce pain
and fatigue in FM

+ Suggesting sleep dysfunction is pathogenic in FM
TNX-102 SL acts as a non-opioid, centrally-acting
analgesic to aid in the management of fibromyalgia

10




1 Phase 3 F301/AFFIRM! Study Results of
0 TNX-102 SL 2.8 mg in Fibromyalgia

General study characteristics: Efficacy analyses:
Randomized, double-blind, placebo-contralled trial in + Primary endpoint {30% responder analysis), p=0.095

fibromyalgia at 35 1.5, sites (N=519) . o
*  Key Secondary Endpoint: mean pain improvement after 12

Primary endpoint: Mean Pain weeks of treatrment) (MMRM statistical method), p< 0.001
Mean change from baseline at Week 12 (TNX-102 5L 2.8mg . gignificant improvements in other secondary endpoints
vs. placebo) measuring sleep quality and sleep disturbances, fatigue,

patient global impression of change, global physical health,
and fibromyalgia symptom and function domains

TNX-102 SL at bedtime once-dail
L » Goed tolerability with most common adverse events generally
2.8mg mild and transient events related to the sublingual
administration of the drug

Placebo at bedtime once-daily

12-week open-label extension

IClinicalTrials.gov Identifier NCTO2436096

£ 2020 Tonix Pharmaceuticals Holding Corp.
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1 Phase 3 AFFIRM (F301) Study Results:

Mean Pain Analyzed by Mixed Model Repeated Measures (MMRM), with

and without Multiple Imputation (MI) 12

Pre-specified secondary analysis of AFFIRM: Retrospective analysis of AFFIRM:
= Mean Pain Analysis, MMRM = Mean Pain Analysis, MMRM with MI*
- THX-102 5L N=262; Placebo N=257 - TMX-102 SL N=262; Placebo N=257
- Difference in Least Sguare Mean (SE): -0.6 ((.15]; 95% CI {- - Difference in Least Square Mean (SE): -0.4 (0.14); 95% CI (-0.7, -
0.8, -0.3); p<0.001 0.1} p=0.005
= Tonix intends to use MMRM with MI for analyzing the primary
endpaint for the new RELIEF (F304) study, in ling with current FDA
statistical guidance en handling of missing data
Change In Fain Scoras Over 12 Weeks: MMRM Change In Pain Scores Over 12 Weeks: MMRM with MI
0.0 0.0
02 —e—Placelo (N=257)  —e=THx-102 5L 2.8 ma (N=262) £ p2 =8 Plateby (N=257) =&—THYX-102 5L 2.8 g [(N=262)
E e 5 0.
] g 08
£ 08 Eone
£ a0 i o
o1z f a2
g -1 & 1B
£ s g
= [ 1 2 3 4 5 ] ¥ a & W 11 1z = o 1 2 3 4 H 3 7 E g 1l 12
P=05; iRl TIPSl Study Week “pe 05; = Stusdy Viszk

ary analysis, all e
Rancom and are imp

ik and Lack of Efficacy
bjects.
Holding Corp,

pabed using M1 based on baseboe values; all ather




@Lﬂ;\ TNX-102 SL for Fibromyalgia
““’ New Phase 3 Study: Higher (2x) Dose, New Primary EndpoV
13

Clear guidance from FDA to advance fibromyalgia program using higher dose
(5.6 mg)

Long-term safety of 5.6 mg dose collected in PTSD studies expected to support
fibromyalgia NDA

Retrospective analysis of mean pain improvement after 12 weeks of treatment
showed statistically significant improvement using both statistical methods:
MMRM (p < 0.001) and MMRM with MI (p < 0.01)

MMRM with MI to be used going forward

First patient enrolled in the new Phase 3 RELIEF study in December 2019




1 TNX-102 SL 5.6 mg for Fibromyalgia:
New Phase 3 F304/RELIEF! Study Enrolling

14

General study characteristics:
+  Randomized, double=hlind, placebo-contralled study in
fibromyalgia in approximately 40 U.5, sites (N=470)

+  Adaptive Design: one planned unklinded interim
analysis based on 50% of randomized participants

TNX-102 SL once-daily at bedtime
5.6 mg (2 x 2.8 mg tablets)? N=

Placebo once-daily at bedtime

b—— 14 weeks

ICinicalTrials.gev 1dentifier: MCT0A172831

T veetek run in at 2.8 myg dose at bedome, followed by 12 weeks at 5.6 mg dose

Primary endpoint (Week 14):
Daily diary pain severity score change (THX-102 5L 5.6 mg vs. placeba) from
baseling in the weekly average as measured by the numerical rating scake
(MRS}, using mixed model repeated measures analysis with multiple
imputation (MMRM with MI)

Key Secondary endpoints (Week 14) include:

Patlent Global Impressicn of Change (PGIC): Proportion of patients with a
rating af “very much improved” or “much improved*
Fibramyalgia Impact Questionnaire - Revised {FIQR): Symptams Domain

Interim analysis results expected 2H 2020

Topline results expected 1H 2021 based on currently-
planned sample size

Potential pivotal efficacy study to support NDA
approval

£ 2020 Tonix Pharmaceuticals Holding Corp.




Common Adverse Events (AEs) Related to TNX-
(1) 102 SL in prior Posttraumatic Stress Disorder
(PTSD) Studies

Soamnolence B.4% 11.8% 16.0% 9.0% 15.7%

Dry mouth 10.6% 4.3% 16.0%

Headache 4.3% 5.4% 12.0%

Insomnia B.5% 7.5% 6.0%

Sedation 1.1% 2.2% 12.0%

Hypoaesthesia oral 2.1% 38, 7% 36.0% 1.5% 37.3%
Paraesthesia oral 3.2% 16,1% 4.0% 0.7% 9.7%
Glossodynia 1.1% 3.2% 6.0%

Product Taste Abnormal 3.0% 11.9%

fanly adverse events (AEs) are listed that are at a rate of = 5% in any THX-treated group
“no values ina row for eithar study means the AE in the active group(s) in that study was at a rate of <5%

No serious and unexpected AEs related to TNX-102 SL
+ Systemic AEs comparable between studies and also consistent with those described in approved oral

cyclobenzaprine product labeling
+  Severity and incidence of oral hypoesthesia (oral numbness) are not dose related and similar in both

StLIdIF.‘.S £ 2020 Tonix Pharmaceuticals Holding Corp.




(1) Opportunities to Expand to Other Indications

16

Role of sleep disturbance more established in common psychiatric and neurological fpain
disorders
+ Recognized as a core symptom of many of these disorders
+ Traditional sleep medications, which increase sleep quantity, may not provide benefit (benzodiazepines in

major depression) or are contraindicated
r’fPsvl:hiatril: Disorders ™ ,-'/Psychiatric Symptoms of \. e Chronic Pain States ™

- Stress Disorders (PTSD) Neurological Disorders +  Chronic wide-spread pain

« Agitation in Alzheimer’s (fibromyalgia)

+  Mood Disorders {Depression)
+  Anxiety Disorders
+  Addiction (Alcohol Use
" Disorder) _/. -\_ /. " .
Growing recognition that there are many disorders where sleep disturbances
may have a role in the pathophysiology (cardiovascular, metabolic, neurologic)
+ Sleep quality plays a homeostatic role in several disorders

+ Psychosis in Parkinson's, +  Osteoarthritis
Alzheimer’s and other dementias




(l) TNX-102 SL: Potential Treatment for Agitation in
Alzheimer’'s Disease (AAD) /
17

Agitation is one of the most distressing and debilitating of the behavioral
complications of Alzheimer's disease

+ Includes emotional lability, restlessness, irritability and aggression!

Link between disturbed sleep and agitation in Alzheimer's-3
+ Agitation is commaonly diurnal (e.g., *sundowning”)

Prevalence
+ Agitation is likely to affect more than half of the 5.3 million Americans who currently
suffer from moderate to severe Alzheimer's disease; expected to nearly triple by 20504
Significant unmet need with no FDA approved drugs for the treatment of AAD

Proposed Phase 2 study can potentially serve as a pivotal efficacy study to
support NDA approvals

e, Koot sl [2015) A
iGrih, Y. M., ot ol 7

iy Movrniad of Afaionds Diiaese & Oher Damaatus, 20078
the i 28,

. Fir i medicin, 3.
*The alzheimer's Association, 2017 Alzheimer's Disease Facts and Figures: hhips: feww alz gy
FOA commants on final protocel resered Ocbobar 2018




TNX-102 SL: Potential Treatment for Alcohol Use
Disorder (AUD) /
18

AUD is a chronic relapsing brain disease
« Characterized by compulsive alcohol use, loss of control over alcohol intake, and a
negative emotional state when not using
Sleep disturbance is extremely common in alcohol recovery!

+ Significantly impacts daytime cognition, mood, and ability to participate in alcohol
treatment, and is associated with increased risk of relapse
Prevalence
+ An estimated 36 million adults in the U.5. have AUD?

Three FDA-approved medications
= Remains an unmet need due to compliance and safety issues

Pre-IND meeting with the FDA completed in October 2019
« Discussed 505(b)(2) development plan for TNX-102 SL as a treatment for AUD

« FDA official meeting minutes confirmed plan to submit IND application in 1Q 2020 for a
Phase 2 Proof of Concept Study

Tasimdt gt al, 1 Addict Dk, 2007 ; 2604): 41-54
“Grant et 8, WM Psycriotry 2005; T2(B) 57-F0; MEW.CERSUS. 0o 120 Toniw Pharmaceuticals Holding




l TNX-1300%* for the Treatment of Cocaine

Intoxication /
19

Recombinant protein that degrades cocaine in the bloodstream?
= Double-mutant cocaine esterase (CocE)

= CocE was identified in bacteria (Rhodococcus) that use cocaine as its sole source of carbon
and nitrogen and that grow in soil surrounding coca plants?

» CocE catalyzes the breakdown of cocaine into metabolites ecgonine methyl ester and benzoic
acid

Phase 2 study completed by Rickett Benckiser (TNX-1300 was formerly REP-8000)3
+ Volunteer cocaine abusers received cocaine 50 mg /.v. infusion over 10 minutes
+ TNX-1300 given one minute after completion of cocaine infusion

+Rapidly reversed the physiclogic effects of cocaine; cocaine plasma exposures dropped by
90% within two minutes

+Well tolerated with the most frequently reported adverse events being gastrointestinal
disorders (including dry mouth, nausea); nervous systems disorders (including headache,
dizziness) and skin and subcutaneous tissue disorders (including hyperhidrosis, dermatitis)

FTNN-1300 [TI72RG1 730 double-mutant cocaing esterase 200 mg, Lv. solution} is an investigational new blslogic and has not been approved for any indication.
Lizaa D et al, Mol Pharmacel. 2009, 75(2):318-23.

* Brasler MM et al, Appl Erviron Micrabiol. 2000, G6{3):004-8,

* Masser AF et al, 1 Addict Dis, 2084;33(4):289-302.




(1) TNX-1300 (Cocaine Esterase or CocE) Is a Fast-/
20

acting Cocaine Antidote

-
(ve )

Rhodococcus bacteria living in the roots of the coca plant use
CocE to metabolize cocaine!

CocE cleaves chemical bonds in cocaine and disintegrates it 800

Cocaine is derived from the coca plant! times faster than the rate that naturally occurs in the human body?

£ 2020 Tonix Pharmaceuticals Holding Corp.




d)Cocaine Intoxication Is a Growing Problem in the U.S.

Cocaine is involved in more emergency department Drug overdose deaths involving cocaine have
(ED) visits than any other illicit substance! increased dramatically in recent years?

200 15000
21% of all emergency
department (ED) visits
Involve cocalne

10000

100

5000

Mational Drug Overdose
Deaths Involving Cocaine

Rate of ED Visits Involving
Illicit Drugs per 100,000 People

[
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TNX-601 CR* (Tianeptine Oxalate Controlled
Release) Tablets

Proprietary new controlled release formulation for once-daily dosing
+ Suitability for once-daily dosing established in Phase 1 pharmacokinetic study, completed outside of the U.5,
+ Well tolerated In study and side effects were consistent with the known safety profile of tianeptine sodium

» Tianeptine sodium immediate release is approved and marketed outside of the U.S. for three times a day
dosing for the treatment of depression

» Once-daily dosing for TNX-601 CR believed to have an adherence advantage over three times a day
dosing with tianeptine sodium

Plan to request pre-IND meeting with FDA in first half 2020
» Plan for Phase 2 study in depression, ex-U.5,, in second half 2020
Proprietary new oxalate salt with improved pharmaceutical properties
» Tianeptine oxalate is crystalling, while tianeptine sodium is amerphous
Issued patents directed to tianeptine and tianeptine oxalate
+ Composition of Matter: Issued US patent directed to oxalate salt, U.5. Patent No. 10,449,203

+ Method of Use: Issued L.5. and European patents directed to methods of treating cognitive impairment
associated with corticosteroid treatment (U.S, Patent No. 9,314,469, European Patent No, 3246031)

ATNN-G01 {tianepiing oxalzte CR tablers) js in the pra-IND stage in the LS. and has mal been approved for any indication.

2020 Tonix Pharmaceuticals Holding Corp,
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TNX-601 CR: A Potential Daytime Treatment for
Depression and PTSD

23

Depression: majority suffering from depression do not have an adequate response to initial
antidepressant therapy

Tianeptine sodium immediate release (IR) tablets for three times a day dosing is approved as an
antidepressant in the EU, Russia, Asia and Latin America; first marketed for depression in France in 1989

Tianeptine sodium is reported to have prominent anti-anxiety effects in depression with a low incidence of
sexual side effects

TNX-601 CR leverages the established efficacy and safety of tianeptine sodium IR as a treatment for
depression outside of the U.S.

Despite multiple approved products for depression in the U.S., there remains significant interest and need
for new treatments, particularly for medicines that modulate the glutamatergic system

PTSD: heterogeneous condition, so not all patients are expected to respond to a single medicine

TNX-601 CR modulates the glutamatergic system
Published studies show tianeptine is active in the treatment of PTSD!
Leverages Tonix expertise in PTSD {clinical and regulatory, market analysis, etc.)

!Franidkovic T, e al, Peychistr Darub, 2001 Sep; 2303):257-63, PMI0: 21963693

#Fumyantseva GM and, Stepancy AL, Neuroscl Behay Physiol. 2008 Jan; 3811 55-81, FMID: 18097761

* Aleksardrovskii [A, et al. Zh Hewrol Psiklialr Im 5 5 korsakeva, 20051060115 24-5, PMID: 16320631 [Russian]

“0ngear E, 2t al. Eur Pspchiatry, 2006 {1]:174-9, FMID: 15364747 , .
020 Tonix Pharmaceuticals Holding Corp,
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TNX-801 (Synthesized Live Horsepox Virus):
A Potential Smallpox and Monkeypox
Preventing Vaccine as

Potential improvement over current biodefense tools against smallpox

+ Demonstrated protective vaccine activity in mice and macaques

+ Collaboration with Professor David Evans and Dr. Ryan Noyce at University of Alberta
Currently approved smallpox and monkeypox vaccines

+ Two vaccines are FDA approved for smallpox: ACAM2000% (vaccinia) and Jynneos® (MVA-BN)
Pre-IND Stage and only Jynneos is approved for monkeypox!
Regulatory strategy
+ We intend to meet with FDA to discuss the most efficient and appropriate

investigational plan to support the licensure
< Planning non-inferiority, active comparator study using an FDA approved product

Material threat medical countermeasure under 215 Century Cures Act

Targeting a
bl sl I . Qualifies for Priority Review Voucher (PRV) upon licensure?

Health Issue + PRVs have no expiration date, are transferrable and have sold for ~$125 M

TACAMZDDD iz a registerad trademark af Emergent BioSolutions and Jynnaos is 2 registerad trademark of Bawarian Mordic
FBLASNDA priority B-month review |5 expected. — \ i €
e LU LL onix Fharmaceuticals Hoding Corp.




1 No Overt Clinical Signs Observed in TNX-801
0 Vaccinated Macaques After MPXV Challenge!?

No monkeypox lesions observed after monkeypox (MPXV) challenge in any of the
eight animals vaccinated with TNX-801

A, scHPXV 4.0 x 10° PFU b. scHPXV 5.0 x10% PFU C.  sVWACW 8.0 x 104 PFU d.  Wehicle
750 TNX-801 25 TNX-801 25 TNX-1200 2 - 16553
-+ 16544 + 1656 + 16550 - A
Py - 16545 0 - 16548 B0 + 16576 20 e 1
2 - 16572 B e 16574 ] #6570 2 + 16501
E s - 16573 E g el Tl 5 s e
3 2 ] g
5 5 B H
£ 10 2 1o £ 10 2 10
2 = 2 g
5 5 5 _/"’l“_'\
6 T 14 Fal 28 EII T 14 Fal kL] (II T 14 i3l Fo-3 (II T 14 2 =
Drarys post MPXW challonge Days post MPXV challenge Days past MPXV challenge Days past MPXV challenge

Legend: Cynamodgus macaques (4 per group), wene vaccinated viz scarification using & bifurcated needle, Twe different doses of THX-801 (ScHPXV) vaccine wers tested
[parel a and b); ane dose of TRE-1200 (sVACY){panel ¢); or vehicle {panel d}. After mankeypos (MPXY) challenge, no lesions were seen in any of the £ animals
vaccinated with THX-801 (panel a and b}, One animal in the THE-1200 arm died from unralated causes, and twa of three remaining animals showed kesions by Day &3
[panal €. All four velicle vaccinated animals developed legions (panel d.) Clinical signs of Systemic monkeypas infections were seen in all 4 vehicle-veccineted animals
{parel d} by Day &%, but THX-801 and THE-1200 vaccinated animals were pratected, In Panels a-d, blue symbols are male animals and red aee female,

Methods: 4 af 4 animals in the 4x106 FFU dose, and 3 of 4 animals in the Sx105 PFU dose greups exhibited a "“take" at Day 7 after a single vaccination. A take is a
piarmerker of protective immunity. In the THX-1200 (SWACY) &rm only 1 of 4 animals exhibited a take after 8 single vaccination. The animals thet did nob present a teke
were revaocingted on Day 14: the ane THE-801 animal was revaccinated with Se10% RO TRE-801 and the 3 THX-1200 animals wers revaccinated with 2.4010% BRU TRX-
1200, Al buk ane of the THX-1200 animals subsequently praduced a take. Tolerability was comparable for THX-301 and THX-1200.

"Moyce, &5, et al. Synthetic Chimeric Horsepax Yinus (seHPXV) Vaocination Bratects Macaques from Monkeypoo™ Presented as a poster at the American Society of Microbiolagy
BicThreats Conference - January 29, 2020, Arlingten, WA. [hitns: /ool 2qu tignizpharmalmadial 109298 274 SIS204 5t 14590121 pdt )
. i S H




(1) Pipeline Summary - by Select Therapeutic Areas

Pain

"y

+ TNX-102 5L - (sublingual
cyclobenzaprine) for
fibromyalgia

Phase 3/RELIEF

Psychiatry

. "y

-

~

Addiction Medicine

-

+ THNX-102 SL - (sublingual
cyclobenzaprine) for
agitation in Alzheimer's

Phase 2-ready
FOA Fast Track
designation

= TNX-601 - (tianeptine
oxalate) for depression
and PTSD
Phase 2-ready, ex-UL.5.

TNX-1600 — (triple
reuptake inhibitor) for
PTSD

Pre-clinical

+ TNX-1300 - {cocaine esterase)

for cocaine intoxication
Phase 2
FOA Breakthrough Therapy
designaltion

» TNX-102 SL - (sublingual

cyclobenzaprine) for alcohal
use disorder

FD& offical meeting minutes
confirmed plan to submit TND
application for a Phase 2 PoC

study

™
Biodefense

o

* TNX-801 — (live horsepox
vaccine) - for preventing
smallpox

Pre-clinical

+ TNX-1200 - (live vaccinia
vaccine) = for preventing
smallpox

Pre-clinical

+ TNX-701 - (oral
radioprotective agent) =
for radioprotection

Pre-clinical
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(l) Milestones — Recently Completed and Upcoming

27

I!" May 2019 In-licensed THNX-1300, in Phase 2 development for cocaine intoxication
® October 2019 Completed long-term exposure studies in PTSD to evaluate tolerability of TNX-102 5L 5.6 mg
o October 2019 Met with FDA to discuss Phase 2 study for TNX-102 SL to treat AUD

&4 Quarter 2019
o 4 Quarter 2019
o February, 2020

O 1=t Quarter 2020
{1 39 Quarter 2020
0 2 Half 2020

1 15t Half 2021

Confirmed once-daily dosing for TNX-601 CR in PK study

Enrolled first patient in Phase 3 F304,/RELIEF study for management of fibromyalgia

Interim analysis results reported from Phase 3 P302/RECOVERY study in PTSD

Expect to submit IND application to support Phase 2 POC study in AUD

Interim analysis results from Phase 3 F304/RELIEF study in fibromyalgia expected
Expect to initiate Phase 2 study of TNX-601 CR in depression, ex-U.5.

Topline data from Phase 3 F304/RELIEF study in fibromyalgia expected




1 Management Team /
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Seth Lederman, MD . .
President & CEO TARGENT™ EFusilev: vela
Gregory Sullivan, MD Gl Corummn Unrvemsiny MNew York State
Chief Medical Officer == Dapariment of Fsychiatry  Psychiatric Institute

Bradley Saenger, CPA . y v
Chief Financial O'Fﬂcer, C’Sh“'e VERTEX pwe

Jessica Morris
Chief Operating Officer Deutsche Bank

£ 2020 Tonix Pharmaceuticals Holding Corp.




(b Financial Overview

NASDAQ: TNXP

Cash and cash equivalents, September 30, 2019 £10.0 million
Met proceeds from equity offering in 402019 48.1 million
Common stock outstanding as of January 13, 2020 8.5 million shares

£ 2020 Tonix Pharmaceuticats Holding Corp,
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TONIX PHARMACEUTICALS HOLDING CORP. 8-K

Exhibit 99.02

Tonix Pharmaceuticals Announces Outcome of Interim Analysis for Phase 3 RECOVERY Study
of Tonmya® (TNX-102 SL) in PTSD

RECOVERY Study has Stopped Enrollment Due to Inadequate Separation from Placebo at Week-12 Based on Interim Analysis Results of the First 50% of Enrolled Participants
Company Plans to Unblind and Report Top Line Results in the Second Quarter After Currently Enrolled Study Participants Have Completed
Company is Currently Enrolling a Phase 3 Study of TNX-102 SL in Fibromyalgia Syndrome and Expects Interim Results in the Third Quarter

NEW YORK, February 6, 2020 (GLOBE NEWSWIRE) -- Tonix Pharmaceuticals Holding Corp. (Nasdaq: TNXP) (Tonix or the Company), a clinical-stage biopharmaceutical
company, announced today that the Company has decided to stop enrollment in the Phase 3 RECOVERY study of Tonmya# or TNX-102 SL* (cyclobenzaprine HCI sublingual
tablets) 5.6 mg for the treatment of posttraumatic stress disorder (PTSD) following an unblinded, pre-specified interim analysis by the Independent Data Monitoring Committee
(IDMC). Based on interim analysis results of the first 50% of enrolled participants, the IDMC recommended stopping the trial for futility as Tonmya is unlikely to demonstrate
a statistically significant improvement in the primary endpoint of overall change from baseline in the severity of PTSD symptoms, as measured by the Clinician-Administered
PTSD Scale for DSM-5 (CAPS-5) between those treated with Tonmya and those receiving placebo. Preliminary blinded safety data from these participants did not reveal any
serious and/or unexpected adverse events and the decision to discontinue enrolling in the study is not related to safety. The Company intends to continue studying those
participants currently enrolled until completion and then proceed with a full analysis of the unblinded data to determine the next steps in this program, with the topline results
expected to be reported in the second quarter of 2020. The Company is reallocating resources from the PTSD program to the Phase 3 fibromyalgia study of TNX-102 SL 5.6 mg
that is currently enrolling and from which interim results are expected in the third quarter.

“We are disappointed for patients suffering from PTSD that the interim analysis did not detect a signal that would warrant continued enrollment in this Phase 3 study.”
commented Seth Lederman, M.D., President and Chief Executive Officer. “These results underscore the difficulty in treating PTSD.”

* TNX-102 SL is an investigational new drug and has not been approved for any indication.
# Tonmya is the FDA conditionally accepted proprietary name for TNX-102 SL for the treatment of PTSD

About the Phase 3 RECOVERY Study

The RECOVERY study is a double-blind, randomized, placebo-controlled, adaptive design study evaluating the efficacy and safety of Tonmya 5.6 mg over 12 weeks of
treatment for civilian and military-related PTSD. The study is designed to enroll approximately 250 participants across approximately 30 clinical sites in the U.S. An interim
analysis was conducted by an unblinded IDMC for potential sample size re-estimation after half the target population was enrolled and evaluable. Enrollment is restricted to
individuals with PTSD who experienced an index trauma within nine years of screening. The primary efficacy endpoint will be the mean change from baseline in the severity of
PTSD symptoms as measured by the Clinician-Administered PTSD Scale for DSM-5 (CAPS-5) between those treated with Tonmya and those receiving placebo. The CAPS-5
is a standardized structured clinical interview and serves as the standard in research for measuring the symptom severity of PTSD. Earlier versions of the CAPS were used to
support the approval of the two currently marketed PTSD treatments.




About Posttraumatic Stress Disorder (PTSD)

PTSD can develop from witnessing or experiencing a traumatic event in which there was the severe threat of, or actual occurrence of, grave physical harm or death. PTSD
affects approximately 12 million Americans and is a chronic and severely debilitating condition in which patients re-experience the horrific traumas that resulted in the
condition in the forms of intrusive memories, flashbacks, and nightmares. PTSD typically is characterized by disrupted sleep, anxiety, agitation, avoidance, emotional numbness
and estrangement from family and friends, guilt or negative beliefs about self, and sometimes is associated with clinical depression and suicidal thinking. Individuals who

suffer from PTSD usually have significant impairment in social functioning, occupational disability, and an overall poor quality of life. PTSD is sometimes associated with
substance abuse and unpredictable violent or suicidal behaviors.

About Tonix Pharmaceuticals Holding Corp.

Tonix is a clinical-stage biopharmaceutical company focused on discovering and developing small molecules and biologics to treat pain, addiction and psychiatric conditions.
Tonix’s lead product candidate, TNX-102 SL*, is in Phase 3 development as a bedtime treatment for fibromyalgia. The Phase 3 RECOVERY trial (P302) for TNX-102 SL
(trade name Tonmya**) in PTSD will stop enrolling and topline data are expected in the second quarter of 2020. TNX-102 SL for PTSD has U.S. Food and Drug Administration
(FDA) Breakthrough Therapy Designation. The Company has started enrollment in the Phase 3 RELIEF trial in fibromyalgia and expects data from an interim analysis in the
second half of 2020. TNX-102 SL is also in development for agitation in Alzheimer’s disease and alcohol use disorder (AUD). The agitation in Alzheimer’s disease program is
Phase 2 ready with FDA Fast Track designation and the development for AUD is in the pre-Investigational New Drug (IND) application stage. TNX-601 CR (tianeptine oxalate
controlled-release tablets) is in development as a daytime treatment for PTSD, as well as for depression. The first efficacy study will be performed outside the U.S. TNX-1600 (a
triple reuptake inhibitor) is a third product candidate being developed for PTSD, as a daytime treatment. Tonix ‘s programs for treating addiction conditions also include TNX-
1300*** (double-mutant cocaine esterase), which is in Phase 2 development for the treatment of cocaine intoxication and has FDA Breakthrough Therapy Designation. Tonix’s
preclinical pipeline includes TNX-1500 (anti-CD154), a monoclonal antibody being developed to prevent and treat organ transplant rejection and autoimmune conditions and
TNX-1700 (rTFF2), a biologic being developed to treat gastric and pancreatic cancers. TNX-801 (live horsepox virus vaccine for percutaneous administration) and TNX-1200
(live vaccinia virus vaccine for percutaneous administration) are vaccines to protect against smallpox and monkeypox. Finally, TNX-701 (undisclosed small molecule) to
prevent radiation effects is being advanced as a medical countermeasure to improve biodefense.

*TNX-102 SL (cyclobenzaprine HCI sublingual tablets) is an investigational new drug and has not been approved for any indication.
**Tonmya has been conditionally accepted by the FDA as the proposed trade name for TNX-102 SL for the treatment of PTSD.
***TNX-1300 (T172R/G173Q double-mutant cocaine esterase 200 mg, i.v. solution) is an investigational new biologic and has 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; 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, 2018, as filed with the Securities and Exchange Commission (the “SEC”) on March 18, 2019, and periodic reports on Form 10-Q filed with the SEC
on or after the date thereof. Tonix does not undertake any obligation to update or revise any forward-looking statements, whether as a result of new information, future events or
otherwise, except as required by law.
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