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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 8.01. Other Events.

On April 24, 2020, the Company announced 50% enrollment in the Phase 3 RELIEF study of TNX-102 SL* for the management of fibromyalgia. A copy of the press
release discussing this matter is filed as Exhibit 99.02, and incorporated by reference in, this report.

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

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.

Item 9.01 Financial Statements and Exhibits.
(d) Exhibit
No. Description.
99.01 Corporate Presentation by Tonix Pharmaceuticals Holding Corp. for April 2020

99.02 Press release of Tonix Pharmaceuticals Holding Corp., dated April 24, 2020
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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: April 24, 2020 By: /s/ Bradley Saenger

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

Certain statements in this presentation regarding strategic plans, expectations and objectives for future
aperations of results are “forward-looking statements” as defined by the Privabe Securities Litigation Reform
Ack of 1995, These staterments may be identified by the use of forward-leoking words such as “anticipate,”
"beliewe,” "forecast,” "estimate” and “intend,” among others. These forward-looking statements are based on
Tonix's current expectations and actual results could differ materially, Thers are & number of factors that
could cause actual events to differ materially from those Indicated by such forward-looking statements, These
factors include, bult are not limited to, risks related ta failure to obtain U5, Food and Drug Administration
clearances or approvals and noncompliance with its regulations; our need for additional financing; delays and
uncertainties caused by the global COVID-19 pandemic; substantial competition; uncertainties of patent
pratection and litlgation; uncertalnties of government or third party payor relmbursement; limited research
and development efforts and dependence upen third parties. As with any pharmaceutical under develapment,
there are significant risks in the development, regulatory approval and commercialization of new products,
The forward-locking 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 abligation 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, 2019, as filed with the
Securities and Exchange Commission (the "SEC™) on March 24, 2020, 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 cther cautionary statements,




(b Tonix Pharmaceuticals: Lead Programs!

TNX-1800 potential vaccine for COVID-1923
+  Pre-clinical stage
+ Live virus vaccine designed an our horsepox vaccine platform® to express the
SARS-CoV-2 Spike (5) protein
+  Milestones:
39 Quarter 2020 - Expression of 5 protein and small animal respanse expecteds
3 Quarter 2020 - Primate testing results expected®

TNX-102 SL for fibromyalgia (FM)
+ Phase 3 clinical development = RELIEF study enrolling
+ Sublingual cyclobenzaprine tablets
+  Milestones:

September 2020 - Interim analysis results expected*
1% Quarter 2021 - Topline data expecteds

3 Experimental new medicines and bidlagics, not approved Tor any Indikcation

2 Cpllakiration with Sculfern Ressarch

ACOVID-19 nawirus diseass 2019

sehiind horsepese wines, which s in developmess as & waming Lo g
“We cannot predict whether the glabal COWID-19 pandemic will impadt the timing of these mil

vl and ren kinpz
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0 Public Health and Biodefense Preclinical Pipeline!

Pipeline Product Targeted Indication(s) Category

THX-1800% COMID-184 preventing vaccine Public Health

Lt il Parsegdn: sineg [rHPRWSARS-C0V-2-57]
waine from cell culture

- 5
TNX-BO01 Emalipax and monkeypox preventing vaccine Biodefense

Liver harsepas vings (sHEEVY) vaccing fram cel sulure

Smallpox and monkeypox preventing vaccing Biodefense

Liwes wacomia wirus (sVACYT) vaccinge from cell culture

t Bxpermental rew medicines and hiclogics, not appreved far any indication

2 Calaboratan with Sauthern Research

I pamgned bo express SARS-Cod-2 Spie (5] proten

ALOVID-19 = Coronavine disease 2019

SEnlabgrabon wikh Devid Bvsrs and Byen Neyoe at Univ, of Alkerts, Canads

*Synthisized horsepay

7 fpnthesized waccing 2020 Tonéx Fhanmma




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

Potential improvement over current biodefense tools against smallpox

< Demonstrated protective vacoine activity in mice and macagques

< Collaboration with Professor David Evans and Dr. Byan Noyce at Unlversity of alberta
Currently approved smallpox and monkeypox vaccines

+ Two vaccines are FDA approved for smallpox: Emergent BioSalutions’ ACAM2000% (vaccinia)
Pre-IND Stage and Bavarian Mordic ASS's Jynneos® (MVA-BN) and only Jynneos is approved for monkeypox®
Regulatory strategy

= We intend to meet with FDM& to discuss the most efficient and appropriate
investigational plan to support the licensurs

< Planning mon-inferiority, active comparator study using an FDA approved product

Material threat medical countermeasure under 215 Century Cures Act

T tii
Put:rrﬂ?almpgu:ﬁc = Qualifies for Priority Review Voucher (PRV) upon licensure?

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

ITME-B0L w5 g live, replicating vires vscore snd |5 berg developed for use in bealthy, mmmurccompstent, non-pregrsnt sduls without moderste to severe sorems
FACAMMIOD is & registered trademark of Emengert BloSolutions ardd lynneos i o registered tradernark of Bavanan Nardie
HLAHDA priceity S-moeal review & expeited, ELE % Fharmmateubcals Hi 4




(b Dr. Edward Jenner’s Inquiry (1798)?

"There is a disease to which the Horse from his state of domesticatian is frequently subject.
The Farriars have tarmed it the Grease. It 1s an inflammation and swelling in the heel, from
which issues matter? possessing properties of a very peculiar kind, which seems capable of
generating a disease in the Human Bady (after it has undergone the madification? 1 shall
presently speak af), which bears so strong a resemblance to the Small Pox, that T think it
highly probable it may be the source of that dizsaze”

“In this Dairy Country 2 great number of Cows are kept, and the office of milking is performed
indiscriminately by Men and Maid Servants, One of the former having been appointed to apply
dressings to the haels of a Horse affected with the Grease, and not paying dus attention to
cleanliness, incautiously bears his part in milking the Cows, with some particles of the
infectious matter adhering to his fingers. When this is the case, it commonly happens that a
diseasse is communicabed to he Cows, and lram the Cows Lo the Dairy-maids, which spraads
through the farm until most of the cattle and domestics feel its unpleasant consequences. The
disease has obtained the name of the Cow Pox.”

“lennar B AN Inquiry Into the Causes and EFects of the Varalse Vaooings, a Dizease Discoverad in Some of the Wastern Cownties of England,
Farticularly Gloucestershire, and Known by tha Hame of the Cow Pox {p 2 B 3.)




Relationship Between Horsepox, Certain Vaccinia
Strains and Variola

Legend: Alignment of orthopaevinig genanmes
and lecation of horsepos (HPXW) genes within
telormnenes, Orthapxvirug GEnimes were
aligred w the prograrm GWiew

(nibpa: fgerves, Quigw e}, The actual
nucantide seguence of each gena within the
QENDINE Was Compared to the coding
sequence (CDS) of each gene within the
heesepo (HENY) reference genome [NCEL
Accession DO792504) and the felflawing
Orthopexyirus genemes [WACY Mulford 15902 -
MPATFZET; VACKH Lister - AYSTE2T6; WACY
ACAMZOOD - AY313E47; WACY Copenhagen -
M35027; VACY 10C-Bi41 - KTLE4690; wACY
TianTan -KCZ07EL0; Rabbitpox virds [RPEV)
Utrecht -Av484559; MYA-BN - DOSEIZ3E;
WACY LCLGmE - AYGTEZTS; Varila vinis
(WARN] (Bangladesh 1975 - L22579). The
white 0aps in the HPRY reference sequence
reprasent non-coding sequences within the
aenome, The percant identity (P10} cutest
wiars st b 85%, meaning that only matches
with PID valu@s avar B5% ara dezplayed.
Abbreviations; BLAST = Basic Local
Alignment Search Taol; LITR = left invertad
terminal repeat (TTR); RITR= right 1TR.

]
E
-
E)
;
!I
;
5
7

1

W AT
Lo
] o] T o
Lot L]
| N T | P i e || S e m————

B
|

H
H
g
£
B
L




l 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

B, PNV ADE PR b, SEHPRVSSEtRRY £, SWAGY DX 10° PFU d. e
TNX-BO1 3 TNX-801 M THX-1200 P
- 1654 - 564G -+ 15650 eperen
- 1655 - 15640 w 1EETE P & 1ESED
a2 - 16572 2 - IEGTE g - 12578 g - 1ESE
i = 15571 g 1 -+ WETE 3 5.
i i} 2
=
1 1 1 R
i i i i
] T i @ 2 L] 78 = a T o om 0 )
Days post MPEY challings Cuays post MPEY challenge Blays post MPAY cialenge Dirps post MPXY chalkenge

Ligani: Cynumulgus macaiues [4 per group), mere vacdnated v scanfication usng a Gifurcated meecle, Twe differect doses of TOGA0T (scHR00) vaccine were tested
{pans a and by, one dose of THE-L200 (SWACYHEane] 23, or wehick {panel 4). After markeyoos (PO challenge, no lesons wene seen in any of the & animais
wazringted with THX-RIT (pane a and &), Gre animal in the TG00 arm diss frem ueee ke conses, and tan of Beee remainieg srimals showed lesions by Day 8%
tpane ci Al Tour wehicke vacoinated 2nimalks deseloged lesions (paned d). Chnical signs of sysiemic mankeypox infections were seen in 21l 4 vehide-acdnated 2nimals
el d) by De 65, but THE-01 and TRE-1300 vaccimabed snimals were protected, In Panely a-d, Blue symbols are make animabs and red are femaly,

Pathods: & of 4 animals in thie 42100 FFL dose, and 3 of 4 animais in the Sx10° PFU dose groups exhisited 3 "take™ at Cay 7 alter 3 single vaoonation. & tak is a
Binmarker of protectiee immunity, I the TRE-3300 [SVACY) arm anly 1 of 4 snimaks senibited a take after a sngle waronation, The animals that & not presant @ take
were revactinabed on Day L4: the one THYX-BOL animal was revaccinated mith 5110 FFU ThD-801 and the 3 THX-1200 animals were revaccinated with Z.4x100 PR THX-
B0 AN Gk gmg orf B TR 1200 amimals subsiquenthe produced o ke, Toleratlity was comparstis for THE-G01 and TH- 120,

Thirpia, RS, &t al. Synihatic Chimanic Hertapar Vius {scHFN) Yaccnation Protects Macaques from Menkeypos® Prcaniad as a peater o e Amesican Secory of Micrebiokgy
BigThreats Conference - Jarwary 28, 2020, Ardington, VA. [Eiips:ff content equisolve  netftonlapte rmpdmedind 109 2 RacE TS 204G ] d5a 121 odF )




TNX-801 (live horsepox virus vaccine for
0 percutaneous (scarification) administration)

Vaccine based on sequence of isolated horsepox clone!.2
* Mo new gene elements and coding sequence is identical to environmental horsepox isolate
* May be considerad "primardial” since Left and Right ITRs are "complete®
* In contrast, modern vaccinia strains contain deletions and mutations
Small plaque size in culture
* Appears similar to CODC publication of 1976 horsepox isolate?
Substantially decreased virulence in mice?
* Relative to a vaccinia vaccine strain
Protects macaques from monkeypox?
* Mo overt sign of clinical symptoms and no lesions In 8/8 animals at two doses of TNX-801
Historical evidence for horsepox-like vaccines
* Jenner and others demonstrated their horse originated vaccine was probective against variola in challenge
studies with variola (what was then called “variolation®)
* Used when smallpox was endemic
Horsepox has not been reported in >40 years
* Improved hyglene in animal husbandry led to its elimination
* Probable natural hosts are rodents
* Horse-to-cow transmission by human vector reparted by Jenner

Mukman B8, t al. [2D36] F ivel S0]LE]-5244- 95 PHID: 18940526
Ihoyce RS, of Al (310E) Alas One, 13(1ebLEIES,

TTrindake G5 et al Vouses (20067 (12). Wi EI2E PMID: 27593195
“Hirpoe, RS, et al Systhetic Chimaric Horsepex Winis [acHEX] Wacriratian Ftechs Macas
Corfannce - My 2%, 2000, Siglan, VA, (Rl PRSI

ax  paaster ab
EIE ]

® dmarican Seclaty ol Micrablclogy BcThnasbs




Potential for Use of Horsepox as a Vector Platform

for other Infectious Diseases

Horsepox can be engineered to express foreign genes and serve as a platform for
vaccine development

Large packaging capacity for excgenous DMNA inserts (i.e. encoding antigens)
Precise virus-specific contral of exogenous gene insert expression

Lack of persistence or genomic integration in the host

Strong immunogenicity as a vaccing

Ability to rapidly genarate vector/insert construcks

Readily manufacture at scale

Live, replicating vaccine - direct antigen presentation

Potentml advantages of horsepox over vaccinia

Maintains strong immunogenicty with potentially improved tolerability

Relative to mon-replicating vaccinia, horsepox’s replication in human cells provides direct antigen
presentation by Class I MHC

Horsepox may behave differently as a vector, in part because of its different repertoire of genes that
modulate immune responses and host range

10




(b TNX-1800 Is Designed to Express
SARS-CoV-2 Spike Protein /
11

Horsepox
sHPXY
~200,000 Bp
HPXV-Gene A& HPXV-Gene B HPYW-Gene C
Expanded View w4, 000 8o
(- Homologous Recombination \
Expandad View ~,000 8¢
HEXY-Gene A HPYV-Gene C
Viral Promoter [SARSSCOVSPIRES) GenE
TNX-1800%
FHPXV/SARS-CoV-25
~ 210,000 Bp

(T s | - I | S e )

TTH-1EDD ks a Ihve, repicating vines vaccioe 2nd is being deweloped for use in heakhy, Immunocompetent, non-pregnent aduks withouk moderate to severe eczema and is at the
pri-IND Stagi of divelipriect = D20 Tonx Fharmaceuticals Holding Corp




Potential for Use of Horsepox as a Vector Platform
for a SARS-CoV-2 Vaccine

12

Strong immunogenicity for adaptive and innate immunity - believed important in SARS
Humoral immunity against Spike protein is sufficiont to protect against SARS-Cal in mice'?

T ealls are sufficient ta dear SARS-CoV in mice®

T cells can pratect mice fram SARS-CoW after vaccination with vaccinia-vires encoding a SARS Spike protein
peptide®

T cell respanse o Spike protein is duraile (=1 year] in humans post-SARSY

Innale imrunity can clear SARS-CoV fram mices

Interferon responsas are important for mice to limit SARS-CoV in mice”

l_‘.nllahoratmn with Southern Research

Southern Research will develop and test TRHX-1300, which is designed to express Spike {S) protein fram the
wirus that causes COVID-19, which is called SARS-Cow-Z.

We plan o test whether vaccination of animals with THX-1E00 will alicit an immuna response to the 5
protein from SARS-CoW=2 and if so, whether such an immune response will protect mice and nan-human
prirmates against a challenge with SARS-CoV-2 virus

W expect to receive data from small animal experiments and from primates in the third quarter of 2020%

Further Develapment
= The further developrment of THX-1800 for hurman clinical trials will reguire manufacturing according to Good
Manufacturing Practice, or GMP
“¥ang L-T et &f, {2006) Chnical imvmanoiagr 120, 171—178.
vrang Z¥, et al [2004) Narwe.428: 561554, FGlais WG, & al [2008) ) T, 173:4030-403%.

Ernganes L, of al [Rewiea) (2008) Voo o, 133:45-62 ‘Hogan R, ef &, {2004) J ¥hnl 78:11416-11421. .
IZhag Jet ). (2010} ) Wiol BA[18):5318- Faa cannat pradict whethis the glebal COFID-10 panderic wil

8325,
“Charca ppaiasar B, & al [mu:.Jw.«’nnuv) 1103411044, 2020 Tords Ph sceuticals Impact the timing of these mikstones




Pain, Psychiatry and Addiction

(b CNS Candidates in Clinical Development
TNX-102 SL and TNX-601 CR owned outright with no royalties due

13
Fipeline Product Indication fgme 1 /;hne Jl'hnst 3 Amz.famx/:larm
i araipuis resuits expectod Sepr 2020
THNX-102 5 Bedtinme treatiment for Fibromyalals Topline results expected JQ 20211
Bedtime treatment for PTSD ed 10 3020
Cydiobenzaprire HCI 20207
sublingual fablkts Bedtime treatment for Agitation in Alzheimer's
Protectic® formdation
techncicgy Bedtime treatmant for Aloaho! Use Dissrders

THNX-1300% '

Cocaine Intoxication / Overdose
Cocaine esterass

(racambinant from Bacteria)
¥, Farmulatian

TNX-601 CR? ¥ tr for Major ive Disarder

Tianeptine axalate oral Daytime treatment for PTSD N

controlied Fekeass
Famaation g:uwugnlﬁua Dysfunction from >

TR SL [epehubi i FE) sl fgual bableta] B an mesbigational s drug acd B ok Sean appried o am indbcation, LA - ok Liimaing foploason;
Sffe cannat predict whedios 1he global COVIDeLE pandemic wil impart he tining of these micsianes, e [nvesgeoonal Nlc-wb-w (Ihbl n'mdm mmplmlno cioior with FLa. Stiged amaw
Festiscts that THE-152 GL 8¢ AL & in the pre-TND Skage: ugen raseteing uenm-apncmwpasluserpum b cuslify Sar e SOSCE)(2) patesss far
epproval; STHX-LHI0 {T17 3R G1 T35 doubiemu sk cocainn hininglc and han nat haen spprovad far any indicaticn - liazard Iram Coumbia
Unisrsity; “Sirped arrosns roflect that TRE-EOL O8 16 in the un mwnwmr WA Ty came kit suls ke of e LS,




l TNX-102 SL

/
TNX-102 SL

+ Movel sublingual farmulation of cyclabenzaprine HCI? designed faor 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 aral (swallowed) muscle relaxants, Flexeril® and Amrix®

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

+ Quality invalves restorative properties of sleep
+ Quantity is time spent asleap

+ THX-102 SL targets clinical conditions for which improved sleep guality may have a therapeutic benefit
» Reduction in disease-specific symptoms with sleep Improvement as a secondary endpoint

1Cydabenzaprine is the active ingredient of oral (swallewed) moscle relavants, Flaxeril® and Armric®




l TNX-102 SL Intellectual Property -
0 Patent Protection expected until 2035 /
15

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

+ 6 patents issued worldwide; 21 patent applications pending




(b Fibromyalgia

Fibremyalgia 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 LS. have fibromyalgia®

Causes significant impairment in all areas of life?
Lower levals of health-related quality of life - reduced daily functioning
= Interference with work (loss of productivity, disabilicy

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

Inflicts substantial strain on the healthcare system
« Awverage patient has 20 physician office visits par year®

= Annual direct medical costs are bwice thoss of non-fibromyalgia individuals®
T thiwes Sruge with FOA approwad B30 £1e treatmat o Bbionralg o
| Phillipa K & Dlawsa D, Bk Pract Pas Cin Ahosralol 31125 141 Progaizain |Lysca]; Culoostine | Cymbaielt). Winscpon iSos |
ey b Pae Sssocition bawa g g, D0TH " Ppteesor e i, P by 201 50 1200
“Sefsstarer o, Fain Pract, 215 2020 Tons Fhammaceuticals ks o 8.5 Do Eredn st 0B

16




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 syrmptoms and/or avoid intolerable side effects
« Average of 2-3 medications used simultaneously®
= Typical patient has tried six different medications?
+ Meadication-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 cne-third have used prescription opicids as a means of
treatrment?
TNX-102 SL is a non-opioid, centrally-acting analgesic that could provide a new
therapeutic option for fibromyalgia patients
¥ Muasch o al, Ann Rheumn D 2013;72:055-63,
*Figbinson AL et al, Fain Medicine 2012;13:1106

*Patient Trands: Ry agia, Docsion Resoues, 2011,
A Berger A, Duies [, Mortin 5, Cdeisheng 1, Oster G, 1t ] On Pract, 20077 G1[5):1450- 1508,




Potential Role

of Sleep Quality in Fibromyalgia

not malfun

o L gt [Pmal (200 1 dutner 143, ki

FPvlbgs k& Cloue D0, Bt Pract Auos Chn S manol 2135041

Believed to result from inappropriate pain signaling in
central nervous system

= Absence of peripharal injury!
Pain is a sensor system in the brain

+ When the systern 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 FiM

TNX-102 SL acts as a non-opioid, centrally-acting
analgesic to aid in the management of fibromyalgia




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

General study characteristics: Efficacy analyses:
Randomized, double-blind, placsbo-contralled trial in + Primary endpaink (30% responder analysis), p=0.085

fibrormyalgia at 35 LLS. sites (N=519) . .
+ Ky Secondary Endpoink: mean pain improvement after 12

Primary endpoint: Mean Pain weeks of treatment] (MMEM statistical methed), p=< 0.001
Mean changs from baseling at Week 12 (TRNX-102 5L 2.8 mg . Significant improvements in other secondary endpoints
ws. placeba) measuring sleep quality and sleep disturbances, fatigue,

patient global impression of change, global physical health,
and fibromyalgia symgtom and function demains

THX-102 5L at bedtim =dail
i it L = Good tolerability with mast common adwerss events genarally
28mg N= 252 mild and transient events related to the sublingual
= administration of the drug

Placebo at bedtime ence-daily

I 12 weeks Joueess 12-week open-label extension

I
i calTrints g [dunbifier KCTOR 000G




Phase 3 AFFIRM (F301) Study Results:

Mean Pain Analyzed by Mixed Model Repeated Measures {MMRM), with
and without Multiple Imputation (MI)

20

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

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

- THX-10Z 5L M=262; Placeba N=257 - THE-102 5L N=262; Placebo =257

- Differance in Laast Square Mean (SE1: 0.6 {0,15]; 95% CI (- - Difference in Least Sguare Maan (SE): -0.4 (3.14); 95% CI {-0.7, -
08, =03} peduanl 0.1); p=0.005

- Tonix intends to use MIMRM with ML for analyzing the primary
ENdoinT fer the new RELIEF (F304) study, in ling with current FDWR
statistical guidance an handling of missing data
Change in Pain Scores Gvar 12 Waeks: MMIEN Changa in Pain Scoras Ouer 13 Wanke: HHEM with M
a0
.2
a4

=e—Placebo (N=257)  —e—Thik-102 5L 2.6 mp (K=D52]

—— Pz | —a—THE-LIE 5L 2.8 mg (H=26E]

4
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TNX-102 SL for Fibromyalgia
New Phase 3 Study: Higher {2x) Dose, New Primary EndeV
21

E:éagr gu::danna from FDA to advance fibromyalgia program using higher dose
.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




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

Sustemic Adverse Events*"
Somnaolence
Diry mouth
Headache
Insamnia
Sedation
Local Administration Site Reactions*"
Hypoaesthesia oral 2.1% 387w 36.0% 1.5% 37.3%
Paraesthesia oral 3% | 161% | 40 o.7H 9.7%
Glossodynia L1% 3i% B.H
Praduct Taste Abnarmal | 300 11.9%

“onily adverse events (AES) are listed that ane at s rate of @ 5% b0 any THE-treated group
Fric vk i e fer aither shady means tie AE in ke actien grougdad mothin study wae at a e of <58,

AE profiles are comparable between fibromyalgia and PTSD studies

« Toderability of THNX-102 SL 2.8 mg in twe fibramyalgia studies (F201 and F301) comparabile to Phase 2 PTSD study

= Mo serious and unexpected AEs related to THX-102 5L at 2.8 mg or 5.6 mg

= Systemic AEs are comparable between studies and also consistent with those described in approved ol cydobenzaprine
product labeling

= Severity and incidence of oral hypeesthesia (oral nurmbress) are not dese related and similar in beth studies

22




l TNX-102 SL 5.6 mg for Fibromyalgia:
New Phase 3 F304/RELIEF! Study Enrolling
23

General study characteristics: Primary endpoint (Week 14):

. Caily diary pain severity score change {TH#- 102 5L 5.6 mg vs, placeta) fram
Randomized, double-blind, placebao-controlled study in paseling In the weakly averase a5 measured by the numenical rbing scale
fibeamyalgia in approximately i LLS, sites (N=470) [HRS), using mixed model repeated measures analysis with mutiple
+  Adaptive Design: one planned unblinded interim Frpution (MMM wih M1}

anatysis based on S0% of rendomized participants Key Secandary endpoints (Week 14) include:

Fatiant Glabal Impression of Change (PGEC): Prapartion of patients with a
rating af “very misch improead™ or ruch improved”
Fiaromynigly Impact Questionnaire - Revised (FIGRY Symptoms Demain

TNX-102 SL once-daily at bedtime
2% 2.8 ma table

5.8 m 8

Interim analysis results expected Sept 20207

Topline results expected 1Q 2021 based on currently-
Placebo once-daily at bedtime planned sample size?

L Potential pivotal efficacy study to support NDA
approval

f——————— 14 weeks —————————s]|

iCinkcaMrizls.gov Ideckifler: NCTOA172831
ot weirhe run in @) 36 o ik at Badling, follirmed by 13wk Al 5.6 g diks
Iwe annot predict winether the glabal DOVID-19 pandemic wil ot Ehe tming of these milestones




(b Summary of PTSD Clinical Trials with TNX-102 SL

Phase 2 "AtEase Study” (P201)({Military population)
« 2.8 mg and 5.6 mg treatment doses
= Mat significant on primary endpoint
» Median Time Since Index Trauma - 6.0 years
= Stronger activity observed at 5.6 mg treatment dose

Phase 3 "HONOR Study” (P301)(Military population)
= 5.6 mg treatment dose
= Mot significant on primary end point
= Median Time Since Index Trauma - 9.5 years
= Stopped at Interim Analysis (separaton on primary endpoint at Weeak 12 did not cross pre-specified study
continuation threshald)
= However, activity observed in retrospective analysis for subset with trauma =9 years before screening

Phase 3 "RECOVERY Study” (P302)(Civilian and Military population)
+ Stopped enrcliment at Interim Analysis — futility or unlikely e show improvement over placeba
= Trauma =9 years before scresning
+ Data still Blinded - expect topline in 20 20200

Wi cannot pradiot whatfar the global COWID- 29 pandemic will ivgact o timing of this miesiene




l TNX-102 SL for PTSD: Phase 3 P302/RECOVERY! Study
Expecting Topline Results in 3Q 2020
25

General study characteristics: Interim Analysis Result was Futility

Randomized, double-blind, placebo-controlled sudy with Unlikely to reach statistical significance on primary endpaoint based

bassline CAPS-5! = 33 in approximatety 30 LS. sites on first 127 patients randorized
= Enroliment restricted o stedy participants with PTSD who

experienced an index trauma = 9 years from the date of

SCreening

Bath civilian and military-refated PTSD incuded

= Enrcliment stopped
= Enrolled patients will continws in trial wntil completion

Primary endpoint:

TNX-102 5L once-daily at bedtime + CAPS-5? mean change from baseling at Week 12 (THX-102 5L 5.6
5.6.mg {2 x 2.8 mg tablets) e ma vs, placebo)
s Key Secondary endpaints include:
Placebo once-daily at bedtime + Change from baseline Clinical Global Impression - Seweriby scake
N= Y = Change from baseline Sheehan Disability Scale total score

I 12 weeks * Interim analysis results reported 1Q 2020*

“ClinicalTrials, gow [dentifier: HCTO3E41773

HLARS-S = Clnidan-fodmiistined FTS0 Sca for D5M-5 Topline data expected 20 20204
TTarget enrcliment - enroiment stopped ot less than 250 after interim analysts

“we carvnt predict whether the global COWIE-19 pandene mil impact the bming of thise mikstanes




(b Opportunities to Expand to Other Indications /
26

Role of sleep disturbance more established in common psychiatric and neurological / pain

disorders
Recegnized as a core symptom of many of these disorders

Traditional sleep medications, which increase sleep guantity, may not provide benefit (benzodiazepines in
major depression) or are contraindicated

Psychiatric Disorders ™/ Psychiatric Symptoms of ™ " chronic Pain States A
+  Stress Disorders (PTSD) Neurological Disorders = Chronic wide-spread pain

+ Mood Disorders {Depression) = Agltation In Alzheimer's (fibromyalgia)

+  Anxiety Disorders + Paychosis In Parkinson’s, +  Osteparthritis

Alzheimer's and other dementias

+ Addiction (Alcohal Use :
.\_- Disorder) _./. L _/'l '.\ 4
Growing recognition that there are many disorders where sleep disturbances
may have a role in the pathophysiology (cardiovascular, metabalic, neurologic)

= Sleep quality plays a homeostatic role Jn several disorders

.

.




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

n
Alzheimer’s Disease (AAD) /
27

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'si-?
+ 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®




TNX-102 SL: Potential Treatment for Alcohol Use

Disorder (AUD) /
28

AUD is a chronic relapsing brain disease

« Characterized by compulsive alcohal use, loss of contral over alcohal 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 alcohal 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 5L as a treatment for AUD
= FDA official meeting minutes confirmad plan to submit IND application in 1H 2020 for a Phasa 2 Proof
of Cancept Study?
Ihmadt ot o, ] Adgier Die. A7 DO 41-54

IGARE B8 A, IAMA, Frychinry IS TRIEN: 2RT-TGS] AROA CRISMISECY
IR cAnnE prodc whather the ginbel CIVID- 19 RARERC will ITEACT e HTing o S miksone,




TNX-1300* for the Treatment of Cocaine

Intoxication /
29

Recombinant protein that degrades cocaine in the bloodstream!?
+ Double-mutant cocaine esterase (CocE)
+ CocE was identified in a bacterium (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 cocaing 50 mag /.v. infusion over 10 minutes
- TWNX-1300 given one minute after completion of cocaine infusion
*Rapidly reversed the physiologic effects of cocaine; cecaine plasma exposures dropped by
Q0% within two minutes
=Well tolerated with the most frequently reported adverse events being gastrointestinal
disorders (including dry mouth, nausea); nervous systems disarders (including headache,
dizziness) and skin and subcutaneous tissue disorders (including hyperhidrosis, dermatitis)
FTHE-1A00 (T1P2RAGI FIG double-mutant cotaine esterase 200 my, L v. salubion) s an irveshpations! new Mologic and fas not been aparoved far any (noVation,
' Gao D et al, Mol Phanmacel, 2009, 75(2):318-23,

rester MM et al, dppl Emiran Hiceobinl, 2000, S5]31:903-8,
! Hasser AF et al, 1 &St Dis, 2004;33(4): 250-302.




acting Cocaine Antidote

(b TNX-1300 (Cocaine Esterase or CocE) Is a Fast-/
30

- Coda plant

Cocaine is derived from the coca plantt

IMarasimhan D ot 3l Furers Med Cheme. 2012,

Cack

@

@ %@

g Corp

Rhadecoccus bacteria living in the roots of the coca plant use
CocE to metabelize cocaine!

CocE cleaves chemical bonds in cocaine and disintegrates it 800
times faster than the rate that naturally ooours in the human body*




(bCucaine 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?
M 200 15000
- 21% of all emergency
23 department (ED) visits g
£ involve cocaine B
= 58 10000
w = & m
57 10 235
>y £%
= —
wun B, 5000
55 58
Lo =X
B = 3
o & 2 o 5" |:| i iy o A
I £ N A
A C A A

i
"I"’D

IR DAWIN 201, Racindle, MD; SARH SR, 2013

INIDW. Dwerdose death rates. hips-d e fdndabiise, 0o rek ted- tooicn e -5t Fzce: Figures are for ilustrthoe purposes
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l TNX-601 CR! (Tianeptine Oxalate Controlled
0 Release) Tablets

Proprietary new controlled release formulation for once-daily dosing

+ Suitability for ance-daily dosing established in Phase 1 pharmacokinetic study, completed outside of the U5,
Well tolerated in study and side effects were consistent with the known safety profile of tianeptine sodium
Tianepling sodivm immediate release is approved and marketed outside of the LS. for three times & day
dosing for the treatment of depression
Once-daily dosing for THX-601 CR believed to have an adherénce advantage over three times a day dosing
with tianeptine sodium
Plan to request pre-IND meeting with FDA in 20202
Flan for Phase 2 study in depression in 20217

Proprietary new oxalate salt with improved pharmaceutical properties
Tianepting oxalate is crystalling, while tianeptineg s0dium is amorphous

Issued patents directed to tianeptine and tianeptine oxalate
= Composition of Matter: Issued US patent directed to oxalate salt, U.5. Fatent Mo, 10,449,203
Method of Use: Issued U5, and European patents directed to methods of treating cognitive impairment
associated with corticosteraid treatment [U.5. Patent Mo. 9,314,446%; Eurcpean Patent Mo, 3246031)

FTHE-801 CR {tianeptine axalate controlled release tablets] is in the pro-IND stage in the LS. and has rot been appraved Tor any indication.
#We cannct predict whether the global COVID-19 pandemic will impact the timing of these milestanes.
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(b TNX-601 CR: A Potential Daytime Treatment for

Depression and PTSD /
tE]

Depression: majority suffering from depression do not have an adequate response to
initial antidepressant therapy
= Tianepting sodium immediate releasa (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 reperted to have prominent anti-anxiaty effects in depression with a low incidence
of sexual side effects
« THX-601 CR leverages the established efficacy and safety of tianeptine sodium IR as a treatment far
depression cutside of the U.5,
Despite multiple approved products for depression in the U, 5., there remains significant interest and
nead 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
= Tianepting madulates the glutamatergic system
« Published studies show Laneptine is active in the treatment of PTSDI-
« Leverages Tonix expertise in PTSD (clinical and regulatory, market analysis, etc.)
I FrantEkonit T, at o, Peychiair Denul, 2041 Sep 133525763 FHID; 21063603
it ns, e fil. i v Fivgakal, 20041 dan; 801 5-61. FHIC: 10067761

at al. Th Mavrcl Pakchiaks 5 Kiruaeoa. PI0S:105(17):28.5. PHID: LEATIATL [Fusskan]
Popchipirg, 2006 {31700, FHIO! 1E9E4747




(b Psychiatry, Immunology and Oncology Preclinical

Pipeline!

Pipeline Product Indication(s) Category
TNX-1600 Daytime treatment for Depression, PTSD and ADHD? Psychiatry
Triple reuptake inkibines"
THNX-1500 Prevention and treatment of organ transplant rejection Transplant

Anti-C0L54 menodanal antibady

Treatmiznt of autalmmune conditions

Autolmmunity

THNX-1700

FTFFZ*

Treatment for gastric and pancreatic cancers

oncalogy

! Experimental nem medicines and biglogics, rat approved for any Indication
25 AR, SR S ([ (2o Ermaf A IR0 &l vt FryB) 21 e 2o [ A Miscriropha It ) o beahiyekeie 2H. ppiained -al) i o hibitor of reuptaios of Ehiea Monoami
neurDiransmittes [senatenin, norepnephnine and dopsing) - lizensed froem Wayne State Unbersiy
A lion h: ek

D = amenlion deficl hypamadiiy

*Fecomizinant Trefol Farmiky Factor 2 - boensad from Coflumisls Unfeersfiy.

202D Tonx Fhammaceuticals Holding Comp




0 Pipeline Summary - by Select Therapeutic Areas

Pain

.. A

Psychiatry Addiction Medicine

. .

Biodefense

RS ~

* THX-102 5L = (sublingual
cyclobenzapring) for
fibromyalgla

Phixsg 3/RELIEF

Public Health
s A

- THNX-1800 (live modified
horsepox waccine) for
preventing COVID-18

Fre-clinical

+ THX-102 SL — (sublingual
cyclobenzaprine) for PTSD
Phase 3RECOVERY
FDL Braakihouglh
Therapy designaisn
+ TNX-102 SL - (sublingual
eyclobenzaprine) for
agitation in Alzheimer's
Phase Z-ready
FI Fast Track

+ THX-1300 - (cocaine esterase)
for cocaine intoxication

Fhasa 2
FOA Breakthrasgh Therapy
dasiprabion

« TMX-102 5L - (sublingual
cyclobenzaprine) for alcahol
use disorder

designation
THX-501 CR - {tianepting
oxalate) for depression
and PTSD

Phase Z-ready
THX-1600 - (triple
reuptake inhibiter) for
PTSD, Deprassion and
ADHD

Pre-clinical

FDwA official mesting minutes
confirmed plan ta submt IND
application for & Phase 2 Proof
of Comeept Study

« THX-801 - (live horsepox
vaeeine) — for preventing
smallpox and monkeypoex

Fra-clinical

* THX-1200 - (live vaccinia
vaecine) - for preventing
smallpesx and monkeypox

Fra-clinical

* THX-701 = (@ral
radioprotective agent) -
Tor radicprotection

Fra-clinical

s




(b Milestones - Recently Completed and Upcoming!?

o 4o Quarter 2019 Confirmed once-daily dosing for TNX-601 CR in ¥ shudy
40 Quarter 2018 Enrglied first patient in TNX-102 5L Phase 3 F304/RELTEF study for management of fibromyalgia
I‘_“l/Februatv 2020 Interim analysis results reported from TNX-102 SL Phase 3 P302/RECOVERY study in PTSD

O 2% Quarter 2020 Expect to submit IND application for TNX-102 5L to support Phase 2 POC study in AUD
O 3 Quarter 2020 Expect amall animal data from TNX-1800 in COVID-19 maodel
L 3 Quarter 2020 Expect primate data from TNX-1800 in COVID-19 madel

U September 2020 Interim analysis results from TMNX-102 SL Phase 3 F304 /RELIEF study in fibromyalgla
expectad

0 1* Quarter 2021 Topline data from THX-102 5L Phase 3 F204/RELIEF study in fibromyalgia expected

0 1%t Half 2021 Expect to initiate Phase 2 study of TNX-601 CR in depression, ax-U.5,

#We cannot predict whether the global SOYID-19 pardemic will Impact the timing of thes: rvlestones,




(b Management Team

e
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Seth Lederman, MD
President & JEQ

Gregory Sullivan, MD
Chief Medical Officer
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Bradley Saenger, CPA
Chief Financial Officer
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Jessica Morris
Chief Operating Officer
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TONIX PHARMACEUTICALS HOLDING CORP. 8-K

Exhibit 99.02

Tonix Pharmaceuticals Achieves 50 Percent Enrollment in Phase 3 RELIEF Study of TNX-102 SL (Cyclobenzaprine HCI Sublingual Tablets) for the Management of
Fibromyalgia

Enrollment Continues in Phase 3 RELIEF Study, with Interim Results of the First 50 Percent of Participants Expected in September 2020

Topline Results of Approximately 470 Participants with Fibromyalgia Expected in the First Quarter of 2021

NEW YORK, April 24, 2020 (GLOBE NEWSWIRE) -- Tonix Pharmaceuticals Holding Corp. (Nasdaq: TNXP) (Tonix or the Company), a clinical-stage biopharmaceutical
company, today announced that 50 percent of the planned total number of participants have been randomized in the Phase 3 RELIEEF trial, a potential pivotal study of TNX-102
SL* (cyclobenzaprine HCI sublingual tablets) 5.6 mg, a non-opioid, centrally acting analgesic, taken daily at bedtime for the management of fibromyalgia.

An interim analysis of the first 50 percent of randomized participants will be conducted shortly after the 12-week treatment period has been completed by these participants.
Pending approval of the interim statistical analysis plan by the U.S. Food and Drug Administration (FDA), results from the interim analysis are expected in September 2020.
The interim analysis will be conducted by an Independent Data Monitoring Committee (IDMC) which will review the unblinded data and make one of four recommendations:
(1) stop the study for success; (2) continue to enroll the full study as planned; (3) continue to enroll with a specified increase in the total number of participants in the full study;
or (4) stop the study for futility. The COVID-19 pandemic may lead to a delay in data monitoring activities or reduced ability of participants or sites to complete study visits
which could delay the interim analysis. The COVID-19 pandemic may also lead to a delay in recruitment of the second 50% of participants and topline results, but to date trial
enrollment remains on schedule.

“TNX-102 SL is a potential new, non-opioid, non-addictive analgesic that has been shown to have activity at a syndromal level, improving a broad array of fibromyalgia
symptoms in prior Phase 2 and Phase 3 studies at the 2.8 mg dose,” said Seth Lederman, M.D., President and Chief Executive Officer. “If the final results from this study are
positive, we believe that TNX-102 SL could provide a distinct mechanism from available pharmacotherapies that makes a significant difference in the lives of patients with
fibromyalgia.”

Supported by the previous safety and efficacy findings of TNX-102 SL in fibromyalgia at 2.8 mg and posttraumatic stress disorder (PTSD) at 5.6 mg, Tonix believes that using
the 5.6 mg dose of TNX-102 SL in the Phase 3 RELIEF fibromyalgia study has the potential to provide clinical evidence to support the efficacy and safety of TNX-102 SL for
the management of fibromyalgia. The registration of TNX-102 SL 5.6 mg for the fibromyalgia indication is expected to be supported by the long-term safety exposure data on
TNX-102 SL 5.6 mg from the PTSD program.

About the Phase 3 RELIEF Study

The RELIEF study is a double-blind, randomized, placebo-controlled adaptive design trial designed to evaluate the efficacy and safety of TNX-102 SL (cyclobenzaprine HCI
sublingual tablets) 5.6 mg in fibromyalgia. The trial is expected to enroll approximately 470 patients across approximately 40 U.S. sites. For the first two weeks of treatment,
there is a run-in period in which patients start on TNX-102 SL 2.8 mg (1 tablet) or placebo. After the first two weeks, all patients have the dose increased to TNX-102 SL 5.6
mg (2 x 2.8 mg tablets) or two placebo tablets for 12 weeks. The primary endpoint is daily diary pain severity score change from baseline to Week 14 (using the weekly
averages of the daily numerical rating scale scores), analyzed by mixed model repeated measures with multiple imputation.




Additional details about the RELIEF study are available at www.theRELIEFstudy.com or clinicaltrials.gov (NCT04172831).
About Tonix Pharmaceuticals Holding Corp.

Tonix is a clinical-stage biopharmaceutical company focused on discovering, licensing, acquiring and developing drugs and biologics to treat and prevent human disease and
alleviate suffering. Tonix’s current portfolio includes biologics to prevent infectious diseases, and small molecules and biologics to treat pain, psychiatric and addiction
conditions. In 2020, Tonix announced a program to develop a potential vaccine, TNX-1800* (live modified horsepox virus vaccine for percutaneous administration) to protect
against the novel coronavirus disease emerging in 2019, or COVID-19. TNX-1800 is based on Tonix’s proprietary horsepox vaccine platform and is molecularly designed to
express the Spike protein of the SARS-CoV-2 virus that causes COVID-19. TNX-801* (live horsepox virus vaccine for percutaneous administration) is in development to
protect against smallpox and monkeypox. Tonix’s most advanced drug development programs are focused on delivering safe and effective long-term treatments for
fibromyalgia, or FM, and posttraumatic stress disorder, or PTSD. Tonix’s most advanced product candidate, TNX-102 SL**, is in Phase 3 development as a bedtime treatment

for fibromyalgia and PTSD. The Company is enrolling participants in the Phase 3 RELIEF trial in fibromyalgia and expects results from an unblinded interim analysis in
September of 2020 and topline data in the first quarter of 2021. The Phase 3 RECOVERY trial (P302) for TNX-102 SL (trade name Tonmya***) in PTSD has stopped
enrollment based on the Independent Data Monitoring Committee’s recommendation to stop the study for futility following an interim analysis of the first 50% of enrolled
participants. Topline data for RECOVERY are expected in the second quarter of 2020. TNX-102 SL for PTSD has U.S. Food and Drug Administration (FDA) Breakthrough

Therapy Designation. 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 program for AUD is in the pre-Investigational New Drug (IND) application stage. Tonix ‘s programs for
treating addiction conditions also include TNX-1300* (T172R/G173Q double-mutant cocaine esterase 200 mg, i.v. solution), which is in Phase 2 development for the treatment
of cocaine intoxication and has FDA Breakthrough Therapy Designation. TNX-601 CR (tianeptine oxalate controlled-release tablets) is in development as a daytime treatment
for depression as well as PTSD and corticosteroid-induced cognitive dysfunction. The first efficacy study will be in the treatment of major depressive disorder. TNX-1600 (a
triple reuptake inhibitor) is a pre-clinical new molecular entity (NCE) being developed as a treatment for PTSD. 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-1200* (live vaccinia virus vaccine for percutaneous administration) is in development 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-1800, TNX-801, TNX-1200 and TNX-1300 are investigational new biologics and have not been approved for any indication.
**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.

This press release and further information about Tonix can be found atwww.tonixpharma.com.




Forward Looking Statements

Certain statements in this press release are forward-looking within the meaning of the Private Securities Litigation Reform Act of 1995. These statements may be identified by
the use of forward-looking words such as “anticipate,” “believe,” “forecast,” “estimate,” “expect,” and “intend,” among others. These forward-looking statements are based on
Tonix's current expectations and actual results could differ materially. There are a number of factors that could cause actual events to differ materially from those indicated by
such forward-looking statements. These factors include, but are not limited to, risks related to failure to obtain FDA clearances or approvals and noncompliance with FDA
regulations; delays and uncertainties caused by the global COVID-19 pandemic; risks related to the timing and progress of clinical development of our product candidates; our
need for additional financing; uncertainties of patent protection and litigation; uncertainties of government or third party payor reimbursement; limited research and
development efforts and dependence upon third parties; and substantial competition. As with any pharmaceutical under development, there are significant risks in the
development, regulatory approval and commercialization of new products. Tonix does not undertake an obligation to update or revise any forward-looking statement. Investors
should read the risk factors set forth in the Annual Report on Form 10-K for the year ended December 31, 2019, as filed with the Securities and Exchange Commission (the
“SEC”) on March 24, 2020, 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.

Contacts

Bradley Saenger (corporate)

Tonix Pharmaceuticals
investor.relations@tonixpharma.com
(212) 980-9155

Travis Kruse (media)

Russo Partners
travis.kruse@russopartnersllc.com
(212) 845-4272

Peter Vozzo (investors)
Westwicke
peter.vozzo@westwicke.com
(443) 213-0505




