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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
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Cautionary Note on Forward-Looking Statements

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

These statements may be identified by the use of forward-looking words such as “anticipate,” “believe,” “forecast.”
“estimate” and “intend,” among others. These forward-locking statements are based on Tonix's current expectations
and actual results could differ materially. There are a number of factors that could cause actual events to differ
materially from those indicated by such forward-looking statements. These factors include, but are not limited to, the
risks related to failure to abtain FDA clearances or approvals and noncompliance with FDA regulations; delays and
uncertainties caused by the glebal COVID-19 pandemic; risks related to the timing and progress of clinical
development of our product candidates; our need for additianal financing; uncertainties of patent protection and
litigation; uncertainties of government or third party payor reimbursement; limited research and development efforis
and dependence upon third parties and substantial competition. As with any pharmaceutical under developrment,
there are significant risks in the development, requlatory approval and commercialization of new products. The
forward-loaking statements in this presentation are made as of the date of this presentation, even if subseguently
made available by Tonix on its website or otherwise. Tonix does not undertake an obligation to update or revise any
forward-looking statement, except as required by law. Investors should read the risk factors set forth in the Annual
Report on Form 10-K for the year ended December 31, 2022 as filed with the Securifies and Exchange Commission
(the “SEC™) an March 13, 2023, and periadic reports and current reports filed with the SEC on ar after the date
thereaf. All of Tonix's forward-locking statements are expressly gualified by all such nisk facters and other cautionary
statements
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Who We Are

COUR MISSION
Tonix Pharmaceuticals is committed to improving population health by

inventing and developing innovative therapies and vaccines, through
broad in-house capabilities and creative collaborations, o help

address important unmet needs.

OUR VISION

Tonix strives to be a leader in providing novel drug therapies and
vaccines to improve population health around the world.

TONIX
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Investment Highlights

DIVERSE PIPELINE

Tonix's core focus is on central nervous system disorders, but we also target unmet needs across multiple
T =T therapeutic areas including immunalogy, infectious disease and rare disease.

o} IN-HOUSE CAPABILITIES
Investment in demestic, in-house, R&D and manufacturing to accelerate development timelines and
improve the ability to respond to pandemics.

@, {:} STRATEGIC PARTNERSHIPS

Partnering strategically with other biotech companies, world-class academic and non-profit
o @ 2 research organizations to bring innovative therapeutics to market faster.

i~
@ FINAMCIAL POSITION
| I Tonix had approximately $120 M in cash and cash equivalents as of 12/31/22. Tonix has no debt.
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Pipeline: Key Programs
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Five Late-Stage CNS Programs to be in the Clinic by 1H 2023

Three Studies Enrolling Now 2
W
ENROLLING §
-4
* In Phase 3: a
. TNX-102 SL for fibromyalgia (>50% enralled) Potential Pivotal Study —
* In Phase 2:
— TNX-102 5L for fibromyalgia-type Long COVID Potential Pivotal Study
— TNX-1900 for migraine headache (new mechanism for US patients) Potential Pivotal Study =
— TNX-601 ER for major depressive disorder (new mechanism for US patients) Potential Pivotal Study | 1
ENTERING PHASE 2
* In2Q 2023:
— TMX-1300 for cocaing intoxication (FDA Breakthrough Therapy Designation) Potential Pivotal Study

TONIX
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TNX-102 SL* B | S
H ( = Status: Mid-Phase 3
CyCIObenzaprlne {Pmtectlc‘-’) +  One positive Phase 3 study (RELIEF) completed

Pi DE'I ne in a Product +  Second Phase 3 study (RALLY) missed primary endpoint
+  Confirmatory Phase 3 study (RESILIENT) is currantly enrolling

A unique, sublingual formulation of cyclobenzaprine designed N
to optimize delivery and absorption = =50% enrolled

Next Steps: Interim analysis results expected 20Q 2023
Potent binding and antagonist activities at the serotonin-5-
HT2A, al-adrenergic, histaminergic-H1, and muscarinic-M1
receptors to facilitate restorative sleap

. Long COVID

Innovative and proprietary PROTECTIC® Rapid drug exposure Status: Phase 2
following nighttime administration »  Phase 2 study (PREVAIL) is currantly enrolling
Differentiators:
Mext Steps: Trial enrollment is in process
* Relative to Oral Cyclobenzaprine

*  Lower daytime exposure

+ Avoids first-pass metabolism

+ Reduces risk of pharmacological interference from major

metabolite

o Relative to Standard of Care
«  Potential for better tolerability while maintaining efficacy

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

PROFILE DEVELOPMENT PROGRAM

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

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

017041L40d SND

+  Afflicts an estimated 6-12 million adults in the U.S., approximately
0% of wham are women’

+  Symptoms include chronic widespread pain, nonrestorative Status: One Positive Phase 3 study RELIEF
sleep, fatigue, and cognitive dysfunction 7

completed
* Patients struggle with daily activities, have impaired quality of life,
and frequently are disabled Se_cond Phase _3 study RALLY missed
+  Physicians and patients report commeon dissatisfaction with primary endpoint

currently marksted products Confirmatory Phase 3 study RESILIENT is

When the check engine light currently enralling

malfunctions, the light iz on even i .
though the car is not malfunctioning Next Steps: Interim analysis results expected

200 2023

Patents Issued *THX-102 5L has not ean approved forf any indication,

WAmarican Chronic Pain Association {www thescpa org, 2018 T (b N Ix
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TNX-102 SL: Phase 3 RESILIENT Study Design

General study characteristics:

+ Randomized, double-blind, placebo-controlled study in fibromyalgia

+ U.S. sites only, expected to enroll approximately 470 patients

+  One unblinded interim analysis based on 50% of randomized participants

0I7041L40d END

Primary Endpoint:

+ Daily diary pain severity score change from baseline to Week 14 (TNX-102 SL vs. placeho)
«  Weekly averages of the daily numerical rating scale scores
«  Analyzed by mixed model repeated measures with multiple imputation (MMBENM with M)

i - - “Twio week run in al 2.8 mg dese al bedtime, followed
TNX-102 SL once-daily at bedtime 12 weeks at 5.5 mg dose 2 .
B g tablets)

Placebo once-daily at bedtime

ChnicalTrials gov Identifier: HCTO5273749
A Phase 3 Study to Evaluate the Efficacy and Safely of TRX-102

|—_ 14 weeks __){ 5L Taken Craily in Patients With Fibromyalgia (RESILIENT) T(b‘ N Ix
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Fibromyalgia-Type Long COVID 9
7
+ Long COVID is a heterogeneous condition that displays elements of nociplastic pain in many 3
individuals, who experience otherwise unexplained symptoms?-2 pmmm— T
- - = |
t" ‘\ 3
r & %
Batigue {  Mociceptive |
= 3 pain ]
L I’
r Nociplastic ¥
(T pain ool i
Paeshil Cenlral Sensilization e
disturbances]
i Neuropathic
pain

Neciceptive pain® (new term for “Central Sensitization) Pain
due to the activation of nociceptors that anises from actual or
threatened damage to non-neural tissue

Symptoms (multi-site pain, fatigue, sleep disorders and cognitive
dysfunction) overlap with the key symptoms of fibromyalgia

“Eiedle O, &t al. Cenlial Sersiizaton Phenclypes in Post Atule Sequetss of SARS-COV-2 Infection (PASC) Dalring the Posl COVID Syadicme. J Prim Caie Comvunity Heallh l

A TAZFS0IEETEII030ERE. aol; 10,1 FIEDZZTZ 0G0ESE T 0‘ Ix
2htagrimi, M. et al. The Neuralogcal Manifestations af Past.Acute Sequelae of SARS-Cow
Tiowrin AP, & &, Bos! Pract Ree O Rheumaled 20093313 101415

infecton Gurr Neural Mewress Rep. 202

4. dod: 10 1005511910.02107 7201
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TNX-102 SL*: Fibromyalgia-Type Long COVID (PASC)

Cyc[obenzaprine Protectic® Su b]il"]g ual Tablets -
w

PROFILE DEVELOPMENT PROGRAM 3
+ Occurs in approximately 13% of recovered COVID-19 Market Entry: Fibromyalgia-Type Long ﬁ
patients? COVID (PASC) 'g

o]

+ As many as 40% of Long COVID patients experience
multi-site pain, a hallmark of fibromyalgia®? Additional Indications: Fibromyalgia, PTSD,
f A i i Agitation in Alzheimer’s, Alcohol Use Disorder
+ Symptoms of Long COVID, like multi-site pain, fatigue
and insomnia, are the hallmarks of chronic pain

syndromes like fibromyalgia and myalgic Status: Phase 2 study PREVAIL is
encephalomyelitis/chronic fatigue syndrome (ME/CFS) currently enrolling

+ InAugust 2022, the HHS released the National . -
Research Action Plan on Long COVID# which endorses Next Steps: PREVAIL trial enrollment is in

the connection between Long COVID and chronic RIUCESS

fatigue syndrome

Patents Issued
“TME-102 5L has not bean appraved for any indicaton,

Seplember 1. 2022- CDC - hips.wew. cd 0. powicoronains/ 20T Sncawilang - erm-efeclzdindex im| 1
%, M, el al. Tonixdale on fe. 2022

Tkl Arnsdylics

“Cepanment of Heath and Human Sendces, Offios of ihe Assistant Secreany for Healt, 2022, mlﬁﬂlﬁw'ﬂ:{:gtg%fln ﬁllz:ruccﬁy\lcbﬁlmdmm Ay EW. Washinglon, DG 20201,
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TNX-102 SL: Phase 2 PREVAIL Study Design

Study characteristics:

* Randomized, double-blind, placebo-controlled study of TNX-102 SL in fibromyalgia-type Long COVID
+ U.S. sites only, expected to enroll approximately 470 patients

+  One unblinded interim analysis based on 50% of randomized participants

017041L40d SND

Primary Endpoint:

+  Daily diary pain severity score change from baseline to Week 14 (TNX-102 SL vs. placeho)
*  Weekly averages of the daily numerical rating scale scores
+  Analyzed by mixed model repeated measures with multiple imputation (MMBRNM with M)

i " n “Twa week runin al 2.8 mg dose at badlime, followed by
TNX-102 e-daily at bedtime 12 wesks at 5.6 mg doss
56 mg tablets)’

- ClinicalTrials. gov |dentifier; NCTOS47 2090

"A Phase 2 Study to Evaluate the Efficacy and Safety
of TNX-102 5L in Patients With Multi-Site Pain Assaciated
With Post-Acute Sequelae of SARS-CoV-2 Infection
(PREVAILY

F——— 14 weeks —— T (b N IX
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TNX-601 ER*: Depression
Tianeptine Hemioxalate Extended-Release Tablets (39.4 mg)

PROFILE DEVELOPMENT PROGRAM

+ Anovel, oral, extended-release once-daily tablet Market Entry: Major Depressive Disorder

= Treatment effect of ianeptine sodium immediate release
Lid. in depression is well-established

= Tianeptine restores neuroplasticity in animal models

« Indirectly modulates the glutamatergic system

» Does not interact with AMPA, NMDA or Kainate receptors!

0I7041L480d END

Additional Indications: PTSD,
Meurocognitive Disorder From Corticosteroids

Status: Phase 2 study UPLIFT is
Differentiators: currently enrolling
Relative to tianeptine IR available ex-US:

* Once daily dosing Next Steps: Interim analysis results on

1 0,
Relative to traditional antidepressants: first 50% of sample expected 4Q 2023

*  Unigue mechanism of action — beyond neurotransmitter
modulation

= Tianeptine sodium IR has similar efficacy but fewer side
effects than traditional antidepressants

Patents Issued “THE-EI1 ER has nol baen spprowad for any indication,

AMPAZA.aminD.3- ycrawy.Smetnyl.2.isexazsleprapcnic ack; NMOAzH.merylCuaspartale T (b Ix
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TNX-601 ER: Phase 2 UPLIFT Study Design

General study characteristics:

+ Randomized, double-blind, placebo-controlled study in Major Depressive Disorder

* Parallel design with two arms — treatment with tianeptine hemioxalate 39.4 mg or placeho
« =30 U.S. sites only, expected to enroll approximately 300 patients

+  One unblinded interim analysis based on 50% of randomized participants expected 4Q°23

017041L40d SND

Primary Endpoint:
+  Mean change from baseline in the Montgomery Asberg Depression Rating Scale total score
at Week 6
Double-Blind Treatment Phase (6 weeks)
Wigeid Wewak 2 Waak 4 Wank 6
[ : ; J
i 7-35 d
Study Population Scroming Prase TINX-601 ER
¥ Confirmad Dx of MDD N = 300 [Tlaraptics H g d-Rokare Tables)
in MDE 2 3 months. ——

¥ MADRE 228 ot 1:1 randomization
Screening & = 25 at M= 150 2 weak
Basedine i SHEE

ClinicalTrials, gov Identifier: NCTOSE35408
Study to Evaluata THX-501 ER Monotherapy Versus Placebo in Patients With Major Depressive Disorder (MOD) (UPLIFT) T (b

NIX
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TNX-1900*: Migraine
Intranasal Potentiated Oxytocin (OT) with Magnesium

0
G
PROFILE DEVELOPMENT PROGRAM 3
g ] A
+ Intranasal OT has potential utility in treating migraine’ Market Entry: Chranic Migraine -
+  Magnesium is known to potentiate the binding of OT to its ,Q
receptor?? Additional Indications: Acute Migraine, )
e e ; S Craniofacial Pain, Insulin Resistance, Binge
*  One billion individuals worldwide suffer from migraines Eating Disorder

Differentiator: Novel non-CGRP antagonist approach to
treatment

e
Cxytocin —= L A

- .-1 Investigator initiated Phase 2 trial in

B e VR '/:) & obesity-associated binge eating disorder

2 20Q 2023

Patents Issued 'I"BN:;:;S;;?&! been approved for any indication. CGRP = caleilonin gene-

Tzalsazis A, etal. Coomacin and Migrane Headache . Headache. 2017 My ok 10191 1he 53 13052, P h 1
1A, cinr 10 1GANERETORT 1, P 2ER000; PRACIDr PG 1S

o FA. Crasio SE pecicay. Biochems 2 1583 Jan ©
3 digaeabnci. Mat Stuel M 8) o O DGR e ] SO T FHARMACEUTICALS
g

i Fhase 3 il under an irvestigaioriniioed IND has been complesed in ihe LS. using THE- 5500 " 2023 Tani Bha

Status: Phase 2 study PREVENTION is

!!’
currently enrolling® i

<+—— Oytocin receptor . ;
Next Steps: Interim analysis results

expected 40 2023




TNX-1900: Phase 2 PREVENTION Study Design

General study characteristics:
+  Randomized, double-blind,
placebo-controlled study (three

arms— two freatment regimens J Arm & H=100 L
THRI-1800 30 1L QAM | Placebo GPM

and one placeba) in chronic
s Arm B: N=100
migraine m_e THOC-100 30 I CAM | THE-1500 30 1 GPM |“

017041L40d SND

+ U.S. sites only, expected to enroll ‘1 G N0
approximately 300 patients _ Soeiniiion of

+ One unblinded interim analysis ol
based on 50% of randomized Viait 4 Visit 2 e ] e sty
participants expected 4Q'23 et Rancomireion ik

Estry ©  .day Bundn
Crisaria Bassline

Primary Endpoint: ot}
+  Mean change in the number of Wesk-4  Weck0 Week 4 Week 8 Weck 12
migraine headache days

between the 28-day Run-In

84-day Double-Blind Treatment

ChnicalTrials.gov Mentifier: NCTOSGTI208

phase and the last 28-days of the A Study to Evaluate the Efficacy and Safety of THX-1900 in

Treatment phase (TNK—‘1 QDU Ve Fatients With Chronic Migraine (PREVEMNTIOM) l

placebo) TONIX
2022 Tanix Pharmacsuticals Halding Carp.

TNX-1300*: Cocaine Intoxication
Cocaine Esterase (CocE)

PROFILE DEVELOPMENT PROGRAM

Cocaine is the main cause for drug-related ED visits? Market Entry: Cocaine Intoxication

CocE is a recombinant protein that degrades cocaine in
the bloodstream

+  Rapidly reverses physiologic effects of cocaine

Status: Mid-Phase 2

0I7041L480d END

Next Steps: Initiate new Phase 2 trial 2Q

*  Drops plasma exposure by 90% in 2 minutes 2023 pending FDA agreement
Differentiators: Rapidly metabolizes cocaine in the = Single-blind, placebo (+ usual care) i
bloodstream; no other product currently on the market for this controlled, randomized, potentially pi\rotai’
indication study \

CocE » Expected to enroll approximately 60
emergency department patients at sites in
the US

.7 3 FDA Breakthrough Therapy Designation
: .

Cocaine Awarded Cooperative Agreement Grant from

National Institute on Drug Abuse (NIDA)
Patents Issued

Havakuk 0 et al. J Am ol Cardhol, 2017, 700107113, T @. N Ix

SO IR FHARMACEUTICALS
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RARE DISEASE:
KEY CANDIDATES
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TNX-2900%: Hyperphagia in Prader-Willi Syndrome

Differentiator: Mo approved therapeutic currently on the

market for hyperphagia in PWS
Status: Phase 2 ready

Intranasal Potentiated Oxytocin (OT) with Magnesium ]
A

PROFILE DEVELOPMENT PROGRAM g
Prader-Willi Syndrome is the most common genetic Market Entry: Hyperphagia in Prader-Willi g
cause of life-threatening childhood obesity Syndrome E
i : . ! . m

. Eaﬂn;asdlsease accurring in 1 in 10,000 to 1 in 30,000 Additional Indications: Rare Hyperole il 3
Conditions ]

pibr

=

]

r

o

Dangers of PWS Hyperphagia:

T tieel e Next Steps: IND submission

Unhealthy such as obesity, Caretaker
behaviors around type 2 diabetes, Burden':
food™ cardiovascular
dizeaze’s I I

STME-2800 iz in he pra-IND stage of davelopimant and has nat
Patents Issued besn apgraved for any ndicatan

s ,, TONIX

= E2, g riaseadisrans fo g rane-dssnn g dar-wilig
colation USA. Aocessed May 25, 2022, hips:ihwww, pusaisd. ooghehal is-prader-will FHARMACEUTICALS
ol dnvest. 2021840 W1 20572070, 202

Prader Wik Fynd
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CANDIDATES
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TNX'1 500* 'Pm\rention of Allograft Rejection

Status: Phase 1 ready

Next Generation a-CD40 Ligand i o
(CD40L) Antibody

Next Steps: Initiate Phase 1 study 2Q 2023
The CD40-CD40L pathway is a pivetal immune system l * Autoimmune Diseases
modulator and a well-established and promising Status: Potential future indications include:
treatment target Sjégren’s Syndrome, Systemic Lupus Erythematosus

Thesa indications require large stedies, but represent large target markets
Differentiators: Expected to deliver efficacy without
compromising safety

SELECTIVELY MODIFIED
anti-Co40L AR

First Generation: Development halted due to thromboembolic
(TE) complications—blood clots—traced to Fo gamma receptar

(FcyR) R:lpliruul;:::;:{:p

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

FeyR-madulated
Fe region = -
= R Eiridding

Third Generation (TNX-1500): Re-enginesred to better
modulate the binding of FeyR.

Cantaing the full fu rab Fak and
the engineered Fe region that modulates
FeyR-Ginding, while praserving FeRn function. T (l) N IX

*THE-1 50 Ie i the pro-IND siage of dewslopment and has not bean apermeed (or amy insicaton. atnis fied FHARUAEEUTICALE




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

Second-generation
anti-CD40L proteins

First-generation
anti-CD40L mAbs

plizuimals Aglycosy!
Ruplizumah

R

Constant fragment (Fc) domain
interacted with FoyRIWA (CD324A),
which suggested a machanism for
the increased risk of thrombosis. 2

YV

Dapirolizumab  Letolizumab  Darodalibep

Second-generation anti-CO400 proteins exhibited dramatically reduesd
binding to FoyRIA™ but had other issues, including decreased efficacy,
shortened half-life, or engendering of anti-drug antibedies (ADAs). ™=

Third-generation
anti-CD40L mAbs*

TNX-1500

THX-1500 i5 enginesred o Larget
CD40L therapeutically while reducing
FeyRILA binding and thareby lowering
the potential for thrombosis, 9

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

Timamld DP, oF al Sie Res, 2
*Robles-Camiio L etal. J
Sk A &
e JH, atal.
SFemant JL, &2 al
K

) 2023 Tanix Pharmacauticals Hokding
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Other anti-CD40L Monoclonal Antibodies in Development

. UCB (Co-developed with Biogen) - Systemic Lupus Erythematosus (SLE)
+  Phase 3 Trial Currently Enrolling (NCTO4204567)
- Topline results expacted 1H 20241
+  Dapirelizumab pegol (pegylated Fab)

. Horizon (Agreed to be acquired by Amgen) - Sjogren's Syndrome (SjS)
Twa Positive Phase 2 studies reponteds?
Dazedaliben (In03 fusion protein}

’ Sanofi - Sjégren’s Syndrome (§jS], Multiple Sclerosis (MS), Systemic Lupus Erythematosus (SLE)

+  Phase 2 Trial Currently Enrolling in Si5 (NCTO4572841) and SLE (NCTOS039840)
Aclive Phase 2 Trial in Relapsing MS (NCTO4879628)
+ BAR441 244 (Fe-modibed)

Eledon — Amyotrophic Lateral Sclerosis (ALS) and Kidney Transplant

+  Phase 2 Trial Completed in ALS (NCTO4322145)

+  Phase 1/2 Trial Currenily Enrolling in Kidney Transplant (WCTOS027906)
Tegoprubart, f.ka. AT-1501 (Fo-modified)

.. Lundbeck and AprilBio = Neurology
~» Phase 1 Trial Currently Enrolling in Healthy Adulls (NCT05136053)

= APB-AT or LuAGZZ515 (HAS fusion protein)

"hHps e, Lch. comiaur-scienceipipeline

7 rapeulics. cominase-releaseinevws-releme-detailsborz on-therapeulics-phe-annou noss-phere-2- lrial-e valuating

henzontherApaEtcs mww:.mleam‘r:m-ﬂmgw.aIs.ma:n-rrwa:mulﬂ.-gg.a-mn s-phasa-2-tnalk-aualusting
) 3 Tanix Pharmacauticals Halding
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TNX-1700*: Gastric and Colorectal Cancers
Recombinant Trefoil Factor 2 (rTFF2-HSA) Fusion Protein

Potential New Cancer Treatment

= TMNX-1700 (rTFF2) has effects on cancer by altering the
tumar micre-environment

= Mechanism of aclion: suppresses myeloid-derived
suppressor cells and activates anti-cancer CD&+ T cells

+ Potential synergy with anfi-PD-1 or anti-PD-L1 monoclonal
antibodies (mAbs)

Preclinical Evidence for Inhibiting Growth of
Cancer Cells
= Data showed that mTFF2-CTP augmented the efficacy of
mAb anti-PD-1 therapy. Anti-PD-1 in combination with
TFF2-CTP showed greater anti-tumor activity in PO-L1-
averexpressing mice
» mTME-1700 (mTFF2-MSA fusion protein) and anti-PD-1
monatherapy each was able to evoke anti-tumor immunity
in the MC38 model of colorectal cancer’
mTMNX-1700 augmented the anti-tumor efficacy of anti-PD-
1 therapy in both the MC38 and the CT26.wt models’

3 “THX-1700 is in the pre-IND stage of development and has not
Patents Filed vean approved far any indicabon,

'Daughesty, B. at al. Margh 6, 2023 Keysions Pestar;
o fon ixphanma. combawp-cant:

laads I DAMTEF2-MEA mTHX-1700 Suppresses-Tumer-Grawdh-ang.-|

©

Market Entry: Immunoc-oncology, combination
therapy with PD1 blockers for gastric and
colorectal cancer

Status: Preclinical
Next Steps: Animal studies ongoing

Differentiator: No product yet identified
consistently augments PD1 effects on cold
tumaors

0I704140d AD0TONNINWI

Licensed from Columbia University

+  Developing in partnership under sponsored
research agreement

5-Burvival-in-an-4ngi-FO-1-Treated-MCIE-Colonectal- T o N Ix

Canca-Modal-ty-Tagetng- MDSCE oo
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Mpox and Smallpox Vaccine

TNX'801 & TNX-1 850* @ Status: Preclinical

Recombinant Pox Vaccine (RPV} «  TMX-801 is a cloned version of horsepox! (without any insert)
_ : : purified from cell culture

Platform Using Live Virus Technology

Differentiators: Next Steps: Developing GMP manufacturing; Initiate

Phase 1 Trial 2H 2023

+ Live virus vaccines are the most established
vaccine technology

— Starting with Edward Jenner's smallpox vaccing, the

COVID-19 Vaccine

first vaccine, which eradicated smallpox Status: Preclinical
= Pravents forward fransmission +  First version TNX-1800 encodes spike protein from SARS-
—  Effective in eliciting durable or long-term immunity CoV-2, Wuhan strain
+ Planned new version TMX-1850 encode spike protein from
+ Economical to manufacture at scale SARS-CoV-2 BA 2 strain?
= Low dose because replication amplifies dose in vivo
—  Single shot administration Next Steps: Developing TNX-1850 (BA.2) version
+ Standard refrigeration required for shipping and
storage
THX-801* TNX-1800*
ScHPRY (Horsepox) rHPRISARS-Cov-2 5
212E1bp 0953 b 3
Fibesd ——ai —
i TONIX
[ - FHAMUACEUTICALE

poauticals Holding Carp.

S

TNX-3600%: COVID-19 Therapeutic/Preventative
Fully Human Monoclonal Antibody

PROFILE DEVELOPMENT PROGRAM
= Fully human menoclonal antibodies Market Entry: COVID-18 treatment and
prophylaxis in immuno-compromised individuals #
+ Generated from SARS-CoV-2+ asymptomatic | l
individuals or COVID-19 convalescent patients Status: Preclinical ‘3',!

Mext Steps: Study inhibition of SARS el
CoV-2 variants in tissue culture; initiate '

+ Collaboration with Columbia University animal studies In 1H 2023
Differentiators: Potential to decrease

+ Potential to be scaled up quickly and combined with
other monoclonal antibodies

017104140d 3SVISIa SNOILDIANI

reapcme respaonse time to newly identified CO 19
mw_’,‘ - ~ / \ variants, relative to generating murine mAbs
= o B e B seeone W i e R followed by humanization

THX-JE00F Human COMID-E comualemsent patlens apemach

- ST i i P -l R wdingm oF ciwidipmient and e nof bessn appnovsd for amy
Patents Filed : = o b *

~
Tl R-M, Hsrig V-C, Liu W, &t &, Cevelopenan of Shanapeutic antibodies for S teatment of dissses, J Biomed S, 2020,27(117. dot 1001153120080 8-0560-2. T Ix
“THX-3500 ardd THX-3800 ara 1ha dasignatiens for  seriee of mencekonal antibadiss; aach is in the pra-IND shage of deslapmant and hak nos been spproved for any indicasion
FHARMACEUTICALS
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Additional Infectious Disease Therapeutics in Development

@ TNX-2300%: Live Virus Vaccine Based on Bovine Parainfluenza (BPI) Virus
Market Entry: COVID-1% Vaccine
Status: Preclinical
Next Steps: Animal studies with Kansas State University (KSU) to test the effect of co-expression of CD40-ligand to
stimulate T cell immunity

D TNX-3700*: Zinc Nanoparticle (ZNP) Formulation for mRNA Vaccines
Market Entry: Booster for COVID-19 Vaccines
Status: Preclinical
MNext Steps: Research at KSU on Cov-2 spike based vaccing in tissue culture and animals; initiate animal studies in
1R 2023

017041404 ISVISIA SNOILDIANI

“THE-2300 and THRIC-3700 e i 16 £oe-IND stiage of deveinpmen| and hase not baon appriveed 1o7 aiy indization. T 0 Ix
. FHARMACEUTICALS
) 2023 Tanix Pharmacauticals Holing Carg

Live Virus Vaccine Platform: Recombinant Pox Vaccine (RPV)
Technology for Emerging Infectious Diseases and Oncolytics

+ Mpox and Smallpox

+ COVID-19

Future Pandemics & New
Infectious Diseases {4
|- 4

%]
[+]

Horsepox

017104140d 3SVISIa SNOILDIANI

Biodefense

— Oncology
RPV VECTOR BELIEVED SIMILAR TO EDWARD JENNER'S VACCINE'-®

"Ehrick, LW Enl J Med 2017 37714811458 DO 10 ADSEME IMS1TITE0
“Esparza, J. Vacdne. 2020 Jun 13; 38|20 £773-477 8. dac 10,1016 . vaccine 2020.05.037
Hrinkmann, A Genome Bial 20000 21: 285 doi: 10,7188 13086-000-02202-0
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Internal Development & Manufacturing Capabilities

* Functions:
— Accelerated development of vaccines and antiviral drugs against
COVID-19, its variants and other infectious diseases
— Research advancing CNS and immunology drugs
= Description: ~48 000 square feet, BSL-2 with some areas designated
B3L-3
» Status: Operational

01704140d IS¥3SIA SNOILOIANI

* Function: Development and clinical scale manufacturing of biclogics
* Description: ~45 000 square feet, BSL-2
= Status: Operational

= Function: Phase 3 and Comﬁ’lercial scale manufacturing of biclogics
+ Description: ~44-acre green field site, planned BSL-2
= Status: Planning for site enabling work in 2023

TONIX

FHARMACEUTICALS
2022 Tanix Pharmacsuticals Halding Carp.
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Management Team

Seth Lederman, MD

Co-Founder, CEO & Chairman

TaeeNT— Efusiiey  vola

Gregory Sullivan, MD
Chief Medical Officer

New York State
Psychiatric Institute

Covompia Usivessity
== Department of Psychiatry

Bradley Saenger, CPA
Chief Financial Officer

A =
—— pwc

Jessica Morris
Chief Operating Officer
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Milestones: Recently Completed and Upcoming

&2 Quarter 2022 Phase 3 RESILIENT study start of TNX-102 SL for the management of fibromyalgia

&'3rd Quarter 2022 Phase 2 PREVAIL study start of TNX-102 5L for the treatment of Long COVID

&% Quarter 2023

#st Quarter 2023

Expected Data

0O 2™ Quarter 2023 Interim Analysis results of Phase 3 RESILIENT study of TNX-102 SL for fibramyalgia

O 4t Quarter 2023 Interim Analysis results of Phase 2 PREVENTION study of TNX-1900 for chronie migraine

0 4t Quarter 2023 Interim Analysis results of Phase 2 UPLIFT study of TNX-601 ER for major depressive disorder
O 4t Quarter 2023 topline results of Phase 3 RESILIENT study of TNX-102 SL for fibromyalgia

Expected Clinical Trial Initiations

0 2" Quarter 2023 Phase 1 study start of TNX-1500 for prevention of allograft rejection

0 2n Quarter 2023 Phase 2 study start of TNX-1300 for the treatment of cocaine intoxication

0 2 Half 2023

Phase 2 study start of TNX-1900 for the treatment of migraine

Phase 2 UPLIFT study start of TNX-601 ER for major depressive disorder

Phase 1 study start of TNX-801 for prevention of mpox and smallpox

TONIX
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