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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 presentation 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 9.01 Financial Statements and Exhibits.

(d)  Exhibit
No. Description.

99.01 Corporate Presentation by the Company for February 2020 (Abbreviated Form)
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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,” among others. These forward-looking statements are based on
Tonix’s current expectations and actual results could differ matenally. 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 payor
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.

© 2020 Tonix Pharmaceuticals Holding Corg




(l) Tonix Pharmaceuticals: Lead Program

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

Fibromyalgia milestones (Phase 3 RELIEF study):

3rd Quarter 2020 - Interim analysis results expected
» 1% Half 2021 - Topline data expected

P TNX-102 SL (cyclobenzaprine HCI sublingual tablets) is an investigational new drug and has not been approved for any indication




1 CNS Candidates in Clinical Development
0 Pain, Psychiatry and Addiction

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

Pipeline Product Indication

/Phnse 1 / Phase 2 /Phase 3 /um!,rau: Am—m

Bedtime treatment for Fibromyalgia

TNX-102 SI!

Cyclobenzaprine HCI
sublingual tablets
Protectsc® formulation
technology

Bedtime treatment for Agitation in Alzheimer's

Bedtime treatment for Alcohol Use Disorder®

Interimfanalysis resulty expected 39 2020
Toilfine results exgected IH 2021

Cocaine esterase
{recombinant from bacteria)
v, farmulation

Cocaine Intoxication / Overdose

Daytime treatment for Major Depressive Disorder

TNX-601 CR®

Tian o Saalare seal Daytime treatment for PTSD
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(1) Preclinical Pipeline!

Pipeline Product Indication(s) cateqory
TNX-1600 Daytime treatment for PTSD Psychiatry
Triple reuptake inhibator”
TNX-15007 Prevention and treatment of organ transplant rejection Transplant
Ant-CD154 menoclonal antibody Treatment of autoimmune conditions Autoimmunity
TNX-1700 Treatment for gastric and pancreatic cancers Oncology
rTFF2e
g 3
TNX-801 Smallpox and monkeypox preventing vaccine Biodefense
Live horsepox virus (HFXV) vaccine from cell culture
3
TNX-1200 Smallpox and monkeypox preventing vaccine Biodefense
Live vaccina virus (VACY) vaccine from cell culture
TNX-7017 Protection from radiation injury Biodefense

Radioprotection drug oral capsules

Eal M di and biel nok approved for any indication

neurotransmitters (semntonin, norepinephrine and dopamine)
? Pregrams ewned cutright with no royalies due
“ Recombinant Trefoil Family Factor 2 2020 Tonix Pharmaceuticals Holding Carp.

-"{zs.ln.ﬂl]-ll-{t(2-lmlndgm:oid]mu:ﬂ-f-rllmtﬁmhm}-z-thiﬁd-ﬂwmﬂmrlMhﬂmhh-!u-mn-lvﬁl &8 an inhibiter of reuptake of three moncamine




0 TNX-102 SL

/
TNX-102 SL

+ Novel sublingual formulation of cyclobenzaprine HCI* designed for long-term daily use at bedtime
+ Rapid absorption

« Transmucosal absorption bypasses first pass liver metabolism

+ Dynamic pharmacokinetic 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

+ TNX-102 5L 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,




(1) TNX-102 SL Intellectual Property -
Patent Protection expected until 2035 /
7

Composition of matter (eutectic): protection expected to
2034/2035

10 patents issued worldwide; 35 patent applications pending

Composition of matter (sublingual): protection expected
to 2033

& 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 quality 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 these of non-fibromyalgia individuals®
® Tha thees drugs with FOR apgreval for the teaemans of Sbeemyalgia:
" Philips K & Clausw D), Best Pract Ras Ciin Rbwomatol 20113 250141 H x m t
3, Chnnial Pan ASIDOI0ON (Wi e 320000 2019) MQWM.ETH'E'“N“ 2"“.2.';3[51’;:1“.;.}' Macima Sere)

*Schaefer ol Pain Pract. 2015, 2020 Tanis Pharmacouticals Holding Corp. $Whes ot b ) Oeoupasenal Evvren Med 2008:50:13.




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®

+ Among those diagnosed, more than one-third have used prescription opicids 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

U Nusesch et al, Ann Rheum Dis 201372093362,

¥ Puohirson RL et al, Pain Medicing 20121301366,

! Patient Trends: Fibromyalgia®, Dedsion Resources, 2011,

4 Bargar A, Dulss £, Martin 5, Edelsharg ), Oster G, Int ) Chin Pract, 2007 61{9)1493-1308.




(é) Potential Role of Sleep Quality in Fibromyalgia

when the check engine
light malfu ons, the light

is on aven though the car s
not malfunctioning

Wi Check; Engee | Fruodograph). (203 1, Goioder §4 WSipecie

¥ Philips K & Claww D, Best Pract Ras Clin Rhwomatol 2000: 25041,

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




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

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

fibromyalgia at 35 U.S. sites (N=519) )
« Key Secondary Endpoint: mean pain improvement after 12
Primary endpoint: Mean Pain weeks of treatment) (MMRM statistical method), p< 0.001

Mean change from baseline at Week 12 (TNX-102 SL 2.8 mg = Sunlﬁm“[ improvements in ather semndaw end

vs. placebo) measuring sleep quality and sleep disturbances, attg
patient giobal impression of change, global physical heaith
and fibromyalgia symptom and function domains

TNX-102 SL at bedtime once-daily
28 mg N= 262

+ Good tolerability with most common adverse events generally
mild and transient events related to the sublingual
administration of the drug

Placebo at bedtime once-daily

l—jz Wffks—lnlnm 12-week apen-la-bel’ extension

IClinicalTrials.gov Identifisr NCTO24 36056




1 Phase 3 AFFIRM &FBOI) Study Results:
Mean Pain Analyzed by Mixed Model Repeated Measures (MMRM), with

and without Multiple Imputation (MI) -

Pre-specified secondary analysis of AFFIRM: Retrospective analysis of AFFIRM:

- Mean Pain Analysis, MMRM - Mean Pain Analysis, MMRM with M]*

- TNX-102 SL N=262; Placebo N=257 TNX-102 SL N=262; Placebo N=257

- Difference in Least Square Mean (SE): -0.6 (0.15); 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

Tenix intends to use MMRM with MI for analyzing the pamary

endpoint for the new RELIEF (F304) study, in line with current FDA

statistical guidance on handling of missing data

Change in Pain Scores Over 12 Weeks: MMREM Change in Pain Scores Over 12 Weeks: MMRM with MI
-1} o0
i a3 =a=Placebo (No257) —a=THNI-102 5L 2.8 mg (N=263) 1 0.2 =—g=Placabe [N=237] e T 102 51 2.8 mg (N=262]
X 2 o2
§ os i 0a
¥ -06 ¥ 0.
2 -
£ 08 £ 08
2 -L0 £ .0
B o ¥
E . E 1.2
& -4 & 14
& o
} 1.6 g -16
J . © 1 2 3 4 5 & 7T & § 10 11 12 3 @ 1 2 3 4 35 & 7 & 8 10 1 12
p S el P 001 Seudy Wesk *p05; *p.i Study Week

“Ag will ba the case for the RELIEF F304 primary anslyzis, oll dacontinuations due to Adverse Event and Lack of Eicacy are imputed using MI based on basaling values: all cther
dizscontinuations assumaed to be Mizsing at Random and are imputed with M1 using weekly d of subjects.
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l TNX-102 SL for Fibromyalgia
New Phase 3 Study: Higher (2x) Dose, New Primary EndpoV
13

flear gu)idance 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 imEmvernent 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




0 TNX-102 SL 5.6 mg for Fibromyal?ia:

New Phase 3 F304/RELIEF! Study Enrolling
14
General study characteristics: Primary endpoint (Week 14):
: « Daily diary pain severity score change (TNX-102 SL 5.6 mg vs. placebo) from
- Randomized, double-blind, placebo-controlled study in baseline in \:l‘i-eI weekly average as measured by the numerical rating scale
fibromyalgia in approximately 40 U.S, sites (N=470) (NRS), using mixed model repeated measures analysis with multiple
- Adaptive Design: one planned unblinded interim imputation (MMRM with MI)
analysis based on 50% of randomized participants Key Secondary endpoints (Week 14) include:

= Patient Global Impression of Change (PGIC): Proportion of patients with a

. rating of “very much improved” or "much improved™

TNX-102 SL once-daily at bedtime +  Fibromyalgia Impact Questionnaire - Revised (FIQR): Symptoms Domain
5.6 mg (2 x 2.8 mg tablets)? N= 335

Interim analysis results expected 3Q 2020

Topline results expected 1H 2021 based on currently-
Placebo once-daily at bedtime planned sample size
N= ~235

Potential pivotal efficacy study to support NDA
approval

F———— 14 weeks

ICinicalTrials.gov Identifier: NCTO4172831
Two week run in at 2.8 mg dese at bedtime, followed by 12 weeks at 5.6 mg dose

2020 Tonix Pharmaceuticals Holding Carp.




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

Somnolence 6.4% 11.8% 16.0% 9.0% 15.7%
Dry mouth 106% | 4.3% 16.0% |
Headache 43% | 54% 12.0%
Insomnia a5% | 75% 6.0% |
Sedatio 1.1% 2.2% 12 0%
Hypoaesthesia oral 21% | 38.7% 36.0% 1.5% 37.3%
Paraesthesia oral 32% | 161% 4.0% 0% | a7%
Glossodynia 1.1% 3.2% 6.0%

T 30% | 19w

"only adverse svents (AEs) are listed that are at 2 rate of = 3% in any TNX-treated group
*no values in & row for sither study means the AE in the active group(s) in that study was at a rate of <3%

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
studies 020 Torix Pharmscuiticals Holding Corp




(1) Opportunities to Expand to Other Indications

Role of sleep disturbance more established in common psychiatric and neurological/pain
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 Psychiatric Disorders \ i Psychiatric Symptoms of B ;/ Chronic Pain States iy
= Stress Disorders (PTSD) Neurological Disorders + Chronic wide-spread pain
+ Mood Disorders (Depression) + Agitation in Alzheimer's (fibromyalgia)
+  Anxiety Disorders » Psychosis in Parkinson’s, + Osteoarthritis
Izhei g h (
S Aridictan (Akonaliliee Alzheimer’s and other dementias
\ i d \ §y 1 |
3 Disorder) ./} \_ y @ /

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




(l) TNX-102 SL: Potential Treatment for Agitation i

n
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 commonly 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 approval’

ks, K80 B [2015), Aaricia Joorrd of Alfwimey s Diadies & Offer Dareatisd, 3078

PSR, Y. M, @t sl (2017). Joirmad OF the Ameanicay Masical Deectors Association, 18, 196,
Canvell, M., ot ol (1018). Fronliers in medicine, I,

Tha Alztaimies s ASSGCIton, 2017 Alrhsimers Disssis Facts sad Figuie: i smm Al cog Tt
WA ComTEnEs BN (il [HoEnd FecEhed DCtotar 2018




d) 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

Tasraaett @8 a, 1 ASfict Dim 2007 ; J5{4}: 41-54
AGrmnt ot o, SAMA Prychastry 2005; T2(8): 757- P68, wew.cbmus. gov




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 seil 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 RBP-8000)3
» Volunteer cocaine abusers received cocaine 50 mg /i.v. infusion over 10 minutes
+ TNX-1300 given one minute after completion of cocaine infusion
« Rapidly reversed the physioclogic 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)

*TNX-1300 (T172R/G173( double-mutant cocaine esterase 200 myg, Lv. solution) is an investigational new ologic and has not been approved for any indication.

! Gae D ot al, Mel Pharmacel. 2009. 73{2):318-23.
2 gragler MM st al. Appl Environ Microbisl. 2000, 66(3):904-3.
? Naszser AF st al. ] Addict Dis, 2014;33(4)1289-302.




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

acting Cocaine Antidote
Cocaline ‘9

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

— Coca plant

CocE cleaves chemical bonds in cocaine and disintegrates it 800
Cocalne is derived from the coca plant! times faster than the rate that naturally occurs in the human body?

20 Tonix Pharmaceuticals Halding Carp




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
r department (ED) visits

Involve cocaine
100 I
2
&

&
#f
(‘&’

10000

5000

National Drug Overdose

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

o

'\3
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O

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.S.
+ 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.5S., in second half 2020

Proprietary new oxalate salt with improved pharmaceutical properties

+ Tianeptine oxalate is crystalline, while tianeptine sodium is amorphous

Issued patents directed to tianeptine and tianeptine oxalate

+ Composition of Matter: Issued US patent directed to oxalate salt, U.S. Patent No. 10,449,203

« Method of Use: Issued U.S. 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)

*ThX-601 CR (tianeptine oxalate controdled release tablets) is in the pre-IND stage in the U5, and has not been approved for any indication.

2020 Tonix Pharmaceuticals Holding Carp.
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(1) 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.)

 Frandidkovid T, a1 al. Prychistr Danub. 2011 S4p:23(3)1257-63. PMID: 21963693

¥ Rumyantseva GM and, Stapancv AL Newrosc Behaw Physiol. 2000 Jan 38{1):535-61. PMID: 18097761

* Maksandrovskil 18, et al, Zh Nevrel Psikhiatr Im 5 5 Korsakova. 2003:105(11):24-5, PMID: 16329631 [Russian]
“Dnder E. ot al. Bur Prychistry. 2006 (3)1174-9, PMID: 15964747

2020 Tonix Pharmaceuticals Holding Carp.




d

TNX-801 (Synthesized Live Horsepox Virus):
A Potential Smallpox and Monkeypox
Preventing Vaccine 5

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
+ Qualifies for Priority Review Voucher (PRV) upon licensure?

Targeting a
Potential Public
Health Issue 4 PRVs have no expiration date, are transferrable and have sold for ~%$125 M

HACAMZO000 is & registered trademark of Emergent BioSolutions and Jynneos is & registered trademark of Bavarian Nordic
FBLANDA prionty 6-month review is expected.

2020 Tonix Pharmaceuticals Holding Carp.




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, =cHPXV5.0x10° PFU C. sVACV 8.0 x 10" PFU d.  vehicke

2 TNX-801 2 TNX-801 M TNX-1200 - 16553

* 16544 »* 16546 * 16550 - 18554

& 16545 - 16549 - 16576 - 16550

- 18572 - 16574 - 16570 = 151
E 1 - 18573 E " = 16575 5 1 s 1
i i i )

¢ 7 14 2 o ¢ 7 14 on m ¢ 7 1w n om o T W B o

Darys post MPXV challonge Darys post MPXV challenge Darys post MPXY chalkenge (Darys post MPXY challenge

Legend: Cynomalgus macaques (4 per group), were vaccinated vis scarfication using » bifurcated needle. Two different doses of TNX-BO1 (2cHPXRV) vaccing were tested
(panal 3 3nd b): one dose of TNX-1200 (sVACV)ipanel c): or vehicls (panel d). After mankeypox (MPXV) challange. no lesians wire seen in any of the 8 snimals
vaccinated with THX-801 (panel 2 and b). One animal in the TNX-1200 arm died from unrelated causes, and twe of thres remaining animals showed lesions by Day 69
{panel c). All four vehicle vaccinated snimals developed lesions (panel d.) Clinical signs of systemic menkeypox infections were seen in all 4 vehicle-vaccinated animals
(MMI d) by Day 69, but TNX-301 snd TNX-1200 vaccinsted animals ware protected. In Panels 5-d. blue symbols are male snimalz snd red are fernale.

+ 4 of 4 animals in the 4x10* PFU dose. and 3 of 4 animals in the Sx10* PFU dote groups exhibited a "take” at Day 7 after 3 single vaccination. A take is a
Iuovr!lrkcr of protective immunity. In the TNX-1200 (sVACVY) arm only 1 of 4 animals exhibited a take after a single vaccination, The animals that did not present a take
wire revaccinated on Day 14: the one THX-001 animal was revaccinated with Sx10" PFU TNX-001 snd the 3 TNX-1200 animals were revaccinated with 2.4x10" PFU THX-
1200, All but one of the TNX=-1200 animals subseguently produced a take. Tolerability was comparable for TNX-801 and THNX=1200.

'Moyes. RS, at al. Synthatic Chirmaric Horzepex Virug (scHPXV) Vaccination Protects Macsgues from Monkeypox® Presented 3 5 poster 3t the Amarican Society of Microbiology
BicThreats Conferance - January 19, 2020, Ardingten, VA. (hitpsi//content equisetve.n elia 109 292 T M SF52 0405 cf4 1 d5901 2 1. pdf )
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(1) Pipeline Summary - by Select Therapeutic Areas

Pain
i\ J

Psychiatry

.

~

Addiction Medicine

J

+ TNX-102 SL = (sublingual
cyclobenzaprine) for
fibromyalgia

Phase 3/RELIEF

TNX-102 SL - (sublingual

cyclobenzaprine) for

agitation in Alzheimer's

Phasa 2-ready
FDA Fast Track
designation

TNX-601 CR - (tianeptine

oxalate) for depression
and PTSD

Phase 2-ready, ex-U.5.

- TNX-1600 - (triple

reuptake inhibitor) for
PTSD
Pre-clinical

= TNX-1300 - (cocaine esterase)
for cocaine intoxication

Phase 2
FDA Breakthrough Therapy
designation

= TNX-102 SL - (sublingual
cyclobenzaprine) for alcohol
use disorder

FDA official meeting minutes
confirmed plan to submit IND
application for a Phase 2 PoC
study

Biodefense

« TNX-801 - (live horsepox
vaccine) - for preventing
smallpox

Pre-clinical

» TNX-1200 - (live vaccinia
vaccine) - for preventing
smallpox

Pre-clinical

= THNX-701 = (oral

radioprotective agent) -
for radioprotection
Pre-clinical
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(1) Milestones - Recently Completed and Upcoming
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ﬁ’ May 2019 In-licensed TNX-1300, in Phase 2 development for cocaine intoxication
& October 2019 Completed long-term exposure studies in PTSD to evaluate tolerability of TNX-102 SL 5.6 mg
¥ October 2019 Met with FDA to discuss Phase 2 study for TNX-102 SL to treat AUD

&4% Quarter 2019 Confirmed once-daily dosing for TNX-601 CR in PK study

o g Quarter 2019 Enrolled first patient in Phase 3 F304/RELIEF study for management of fibromyalgia

!’Februarv 2020 Interim analysis results reported from Phase 3 P302/RECOVERY study in PTSD

3 1* Quarter 2020  Expect to submit IND application to support Phase 2 POC study in AUD

3 3 Quarter 2020  Interim analysis results from Phase 3 F304/RELIEF study in fibromyalgia expected
0 27 Half 2020 Expect to initiate Phase 2 study of TNX-601 CR in depression, ex-1.5.

3 1* Half 2021 Topline data from Phase 3 F204/RELIEF study in fibromyalgia expected




(1) Management Team

Seth Lederman, MD
President & CEO
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Gregory Sullivan, MD
Chief Medical Officer
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Department of Prychiatry  Psychiatric Institute

Bradley Saenger, CPA
Chief Financial Officer

(Shire villex ol

Jessica Morris
Chief Operating Officer
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