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Item 8.01 Other Events.
 
On June 13, 2017, Tonix Pharmaceuticals Holding Corp. (the “Company”) presented a poster entitled “Phase 2 Multicenter Double-Blind
Placebo-Controlled Trial of TNX-102 SL (cyclobenzaprine sublingual tablets) in Military-Related Posttraumatic Stress Disorder (PTSD):
Analysis of CAPS-5 Thresholds for Baseline Severity and Week 12 Remission in the mITT Population and Combat PTSD Subset” (the
“Poster”), at the "Pathophysiology of Post-Traumatic Stress Disorder: Rethinking Drug Targets” summit sponsored by the Department of
Defense, at the National Conservation Training Center in West Virginia (the “PTSD Summit”).

 
The foregoing description of the Poster is qualified in its entirety by reference to the Poster, a copy of which is filed as Exhibit 99.01 to, and
is incorporated by reference in, this report.

 
On June 15, 2017, the Company issued a press release announcing the Poster presentation at the PTSD Summit. A copy of the press release
that discusses this matter is filed as Exhibit 99.02 to, and incorporated by reference in, this report.
 
The information in this Current Report is being furnished and shall not be deemed "filed" for the purposes of Section 18 of the Securities
Exchange Act of 1934 or otherwise subject to the liabilities of that Section. The information in this Current Report shall not be
incorporated by reference into any registration statement or other document pursuant to the Securities Act of 1933, except as shall be
expressly set forth by specific reference in any such filing.
 
Item 9.01 Financial Statements and Exhibits.
 
(d) Exhibits.
 

99.01 Phase 2 Multicenter Double-Blind Placebo-Controlled Trial of TNX-102 SL (cyclobenzaprine sublingual tablets) in
Military-Related Posttraumatic Stress Disorder (PTSD): Analysis of CAPS-5 Thresholds for Baseline Severity and Week
12 Remission in the mITT Population and Combat PTSD Subset Poster*

99.02 Press Release, dated June 15, 2017, issued by Tonix Pharmaceuticals Holding Corp.*
 

 
* Furnished herewith.
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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:  June 15, 2017 By: /s/ SETH LEDERMAN
 Seth Lederman
 Chief Executive Officer
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Exhibit 99.01

 

Seth Lederman 1 ,Gregory Sullivan 1 , Judy Gendreau 1 , R Michael Gendreau 2 , Ashild Peters 1 , Perry Peters 1 , Florence Porterfield 1 1 Tonix Pharmaceuticals Inc., 2 Gendreau Consulting Phase 2 Multicenter Double - Blind Placebo - Controlled Trial of TNX - 102 SL (cyclobenzaprine HCI sublingual tablets) in Military - Related Posttraumatic Stress Disorder (PTSD): Post - hoc Analyses of Sleep and Treatment Response, CAPS - 5 Baseline Severity Threshold, Combat PTSD Treatment Response, and Sust ained Remission Funded by Tonix Pharmaceuticals, Inc. Variable TNX - 102 SL 2.8 mg N=90 TNX - 102 SL 5.6 mg N=49 Placebo N=92 Females, no. (%) 6 (6.7%) 4 (8.2%) 6 (6.5%) Mean age, yrs. (SD) 34.5 (8.3) 34.8 (9.0) 32.0 (6.5) A ctive Duty /R eservists/Veterans 9/5/71 5/7/37 8/4/79 Ave time since trauma, yrs. (SD) 7.3 (3.3) 6.2 (3.3) 7.1 (3.6) Combat index trauma, no. (%) 77 (85.6%) 46 (93.8%) 74 (80.4%) Ave deployments, military (SD) 2.3 (2.15) 2.6 (2.1) 2.2 (1.84) Baseline CAPS - 5 Scores (SD) 39.5 (8.0) 39.3 (8.1) 39.5 (7.7) Baseline MADRS Scores (SD) 17.6 (5.18) 16.1 (5.54) 17.3 (6.53) Table 1. Patient Demographics and Characteristics Assessment Analysis p - Values 2.8 mg 5.6 mg CAPS - 5 MMRM (Primary Analysis) 0.259^ 0.053 MMRM with Multiple Imputation 0.211 0.031* MMRM w/ Hybrid LOCF/BOCF 0.172 0.037* ANCOVA 0.090 0.038* Table 2. Results of Primary and Sensitivity Analyses Background Posttraumatic stress disorder (PTSD) is one of the most prevalent and disabling psychiatric disorders in United States military personnel, and no consistent treatment

response has been observed in this population with the two FDA - approved medications for PTSD . The “ AtEase Study” was a Phase 2 efficacy and safety trial of TNX - 102 SL for military - related PTSD . TNX - 102 SL is a patented sublingual tablet formulation of cyclobenzaprine designed for bedtime administration and rapid transmucosal absorption, which bypasses first - pass metabolism and has desirable parent and major metabolite pharmacokinetic profiles . The active ingredient in TNX - 102 SL, cyclobenzaprine HCI, has potent 5 - HT 2 A - serotoninergic, a 1 - adrenergic, and H 1 - histaminergic receptor blocking properties and is hypothesized to improve global symptoms of PTSD through therapeutic effects on sleep disturbance and hyperarousal . TNX - 102 SL is an investigational new drug and has not been approved for any indication . The FDA has granted Breakthrough Therapy designation for TNX - 102 SL for the treatment of PTSD . The retrospective analyses examine treatment response and remission to TNX - 102 SL in military - related PTSD . The “AtEase Study” was a multicenter, double - blind placebo - controlled, 12 - week Phase 2 study conducted at 24 US sites . Participants who met the DSM - 5 diagnosis of PTSD as assessed by Clinician - Administered PTSD Scale for DSM - 5 (CAPS - 5 ) were randomized in a 2 : 1 : 2 ratio to TNX - 102 SL 2 . 8 mg, 5 . 6 mg, or Placebo . Eligible participants had to meet the following criteria : » Inclusions : males and females ; ages 18 - 65 ; PTSD DSM - 5 Criterion A trauma(s) during military service since 9 / 11 / 2001 ; Baseline

total CAPS - 5 score ≥ 29 ; free of antidepressants ≥ 2 months ; free of or washed off of other psychotropics ; not participating in trauma - focused psychotherapy (TFP) during study or within one month prior .. » Exclusions : serious suicide risk ; substance use disorders within 6 months ; lifetime bipolar 1 or 2 , psychotic, obsessive - compulsive, or antisocial personality disorders . The primary efficacy endpoint was mean change from baseline (MCFB) in CAPS - 5 score between TNX - 102 SL and Placebo at Week 12 using mixed model repeated measures analysis without imputation (MMRM) . Key secondary endpoints included Clinical Global Impression – Improvement (CGI - I), Sheehan Disability Scale (SDS), PROMIS Sleep Disturbance (SD) as well as CAPS - 5 clusters and Patient Global Impression of Change (PGIC) . Methods Results Of 245 participants randomized, 231 were included in the modified intent - to - treat (mITT) efficacy population . Trial completion rates were : 73 % for Placebo, 79 % for TNX - 102 SL 2 . 8 mg, and 84 % for TNX - 102 SL 5 . 6 mg . Demographic and clinical characteristics were similar between groups ( Table 1 ) . *p<0.05; ^Primary analysis not significant; ANCOVA, analysis of covariance; BOCF, baseline observation carried forward; LOCF, last observation carried forward; MMRM, mixed model repeated measures Figure 2. CAPS - 5 MCFB Over 12 Weeks ( ≥ 33 CAPS - 5 entry subgroup ) Post - hoc Analyses * p<0.025, TNX - 102 5.6 mg vs. Placebo, MMRM; * p= 0.029, TNX - 102 SL 2.8 mg v. Placebo, MMRM Effects of TNX - 102 SL in Combat PTSD T

he majority of index traumas ( 85 . 3 % ) in our AtEase study sample were directly related to combat and are considered combat PTSD as strictly defined . A sub - group analysis of participants whose index traumas were combat - related (N= 197 ) demonstrated the main AtEase Study findings were preserved for the entire mITT (CAPS - 5 ≥ 29 entry) and showed moderate range effects sizes for the CAPS - 5 ≥ 33 entry subgroup ( Table 4 ) . 1 Cohen’s d for CAPS - 5/SDS outcomes; odds ratio for CGI - I. 2 CAPS - 5/SDS outcomes: p - values from MMRM; CGI - I: p - values from repeated measure logistic regression (Responder: “1” or “2”); *p<0.05, not adjusted; 5.6 mg= TNX - 102 SL 5.6 mg; ES= Effect Size; PBO= Pla cebo Table 4. Week 12 Outcome Measures for TNX - 102 SL 5.6 mg vs. Placebo in Combat - Only PTSD for Both Entry CAPS - 5 Thresholds Placebo (N=94)* TNX - 102 SL 2.8 mg (N=93)* TNX - 102 SL 5.6 mg (N=50)* Systemic Adverse Events Somnolence 6.4% 11.8% 16.0% Dry Mouth 10.6% 4.3% 16.0% Headache 4.3% 5.4% 12.0% Insomnia 8.5% 7.5% 6.0% Sedation 1.1% 2.2% 12.0% Administration Site Reactions Hypoaesthesia oral # 2.1% 38.7% 36.0% Paraesthesia 3.2% 16.1% 4.0% Glossodynia 1.1% 3.2% 6.0% Table 3. Adverse Events (at rate of ≥5% in either drug - treated group) Conclusions » Phase 2 clinical investigation established that TNX - 102 SL 5.6 mg is the potential efficacious and safe dose to treat PTSD in a military - related PTSD population (TNX - 102 SL 5.6 mg, N=49 v. Placebo, N=92) » Relationship between early sleep improvement and Week 12 PTSD recovery

supports the mechanistic hypothesis that improved sleep quality is a mediator of TNX - 102 SL treatment response » Established CAPS - 5 ≥33 as the appropriate entry threshold for Phase 3 studies to confirm AtEase findings » Effects of TNX - 102 SL 5.6 mg in the combat - only subgroup are preserved » TNX - 102 SL 5.6 mg treatment resulted in sustained remission between Weeks 8 and 12 in 21% of participants that was statistically significant relative to Placebo and approximately 4 times the rate of Placebo in the CAPS - 5 ≥33 entry subgroup (TNX - 102 SL 5.6 mg, N=38 v. Placebo, N=77) » The TNX - 102 SL 5.6 mg was well - tolerated with a high completion rate and no AE - related discontinuations; non - dose related tongue numbness was common, generally transient, and never rated as severe. » Phase 3 clinical investigation of TNX - 102 SL 5.6 mg in military - related PTSD is ongoing in the HONOR Study # Oral hypoaesthesia (tongue numbness) was most common AE, generally transient (<60 minutes), and rated mild in 89% and moderate in 11% on TNX - 102 SL; *Safety Population (N=237) Assessment of CAPS - 5 Entry Threshold For inclusion, prior registration studies of approved PTSD pharmacotherapies required a baseline severity score of > 50 on previous versions of CAPS . Those versions scored severity based on 17 items using DSM - III - R or DSM - IV criteria, with each item rated on 0 - 4 for intensity & 0 - 4 for frequency (maximum possible score = 136 ) . The AtEase study required CAPS - 5 ( 20 items) severity of ≥ 29 for enrollment, derived by direct extrapolation from prior version threshold ((Score

of 50 / 17 items)/ 2 ) x 20 items = 29 . 4 . » Primary analysis : TNX - 102 SL 2 . 8 mg did not separate from Placebo at Week 12 (p= 0 . 259 , NS) . Analysis of TNX - 102 SL 5 . 6 mg showed a strong trend for difference from Placebo in MCFB in CAPS - 5 (p= 0 . 053 NS), with an effect size of 0 . 36 (Cohen’s d ) ; and sensitivity analyses of the TNX - 102 SL 5 . 6 mg dose v . Placebo on CAPS - 5 MCFB were significant ( Table 2 ) . » The CAPS - 5 Arousal & Reactivity cluster was significantly improved for the 5 . 6 mg dose, as were global measures, and work and social domains on the SDS . » The CAPS - 5 sleep disturbance item (E 6 ) was significantly more improved in the TNX - 102 SL 5 . 6 mg arm over Placebo early by Week 2 , and maintained at 4 , 8 and 12 Weeks . The 2 . 8 mg arm was significantly more improved at Week 4 only . » The CAPS - 5 exaggerated startle item (E 4 ) was significantly more improved for the 5 . 6 mg arm over Placebo at Week 12 but not for the 2 . 8 mg arm . » The most commonly reported adverse event was the administration site reaction of oral hypoaesthesia (tongue numbness), which was never rated as severe . Systemic adverse events that were higher than Placebo, consistent with marketed cyclobenzaprine orally ingested products, included somnolence, dry mouth, headache, and sedation ( Table 3 ) . Despite marginally increased rates of these systemic AEs in the TNX - 102 SL 5 . 6 mg arm, 84 % were completers, and none discontinued due to AE . 6.8 points Outcome Measures PBO N=74, 5.6 mg N=46; CAPS - 5 ≥ 29 PBO

N=64, 5.6 mg N=35; CAPS - 5 ≥ 33 ES 1 p - value 2 ES 1 p - value 2 CAPS - 5 Total Score 0.42 0.037* 0.57 0.013* Cluster B (Intrusion) 0.26 0.183 0.50 0.031* Cluster C (Avoidance) 0.04 0.824 0.11 0.570 Cluster D (Mood/Neg Cog) 0.41 0.035* 0.42 0.061 Cluster E (Arousal & React) 0.40 0.036* 0.57 0.012* E6 (Sleep Item) 0.58 0.003* 0.58 0.010* E2 (Reckless/Self Destruct) 0.15 0.178 0.30 0.019* CGI - I CGI - I (Responders) 2.15 # 0.049* 2.12 0.082 SDS Total Score 0.41 0.039* 0.47 0.032* Work/School Item 0.40 0.026* 0.40 0.015* Social/Leisure Item 0.50 0.013* 0.51 0.028* Family Life/Home Responsibilities 0.19 0.328 0.22 0.274 -50 -40 -30 -20 -10 0 10 20 -40 -30 -20 -10 0 10 20 30 Wk 12 Change in CAPS - 5 (minus E6) Change in Week 4 PROMIS Sleep TNX-102 SL 2.8 mg pv=0.069 -50 -40 -30 -20 -10 0 10 20 -40 -30 -20 -10 0 10 20 30 Wk 12 Change in CAPS - 5 (minus E6) Change in Week 4 PROMIS Sleep TNX-102 SL 5.6 mg pv=0.015 -50 -40 -30 -20 -10 0 10 20 -40 -30 -20 -10 0 10 20 30 Wk 12 Change in CAPS - 5 (minus E6) Change in Week 4 PROMIS Sleep TNX-102 SL Pooled pv=0.003 -50 -40 -30 -20 -10 0 10 20 -40 -30 -20 -10 0 10 20 30 Wk 12 Change in CAPS - 5 (minus E6) Change in Week 4 PROMIS Sleep Placebo pv=0.967 a c b d CAPS - 5, Clinician - Administered PTSD Scale for DSM - 5; E6, CAPS - 5 sleep item; pv , p - value; Wk , week Figures 1a - d: Sleep Mediator of PTSD Treatment Response Week 4 Sleep Change v. Week 12 CAPS - 5 Response Improvement in Sleep Quality as Potential Mediator of Treatment Response

Recovery in PTSD involves new learning processes, e . g . extinction learning . Consolidation of extinction occurs during sleep, with roles for both slow wave and rapid eye movement sleep . R estoration of quality of critical sleep stages with TNX - 102 SL may be permissive to consolidation of extinction memory, allowing normal recovery over several weeks . In AtEase , the PROMIS Sleep Disturbance (SD) scale (version 8 a) was administered on Weeks 4 , 8 and 12 . To better understand the relationship between early response in sleep and improvement in PTSD at Week 12 , an analysis examined the relationship between PROMIS SD T - scores at Week 4 and change in PTSD severity by Week 12 in completers in the three treatment groups . To avoid co - linearity effects between these two variables, Week 12 CAPS - 5 total change from baseline without the sleep item (E 6 ) was used . The regression model included treatment, sleep, and treatment by sleep interaction . As seen in Figures 1 a - d , Week 4 sleep improvement and treatment response were not related among Placebo participants ( Figure 1 a ) whereas for TNX - 102 SL 2 . 8 mg there was a trend for a positive relationship ( Figure 1 b ) . Consistent with the hypothesis that the PTSD response from TNX - 102 SL is mediated by its direct effects on sleep quality, the strongest evidence of correlation for the two variables was seen in the TNX - 102 SL 5 . 6 mg group ( Figure 1 c ) . Combining the two TNX - 102 SL groups provided the most statistical power, showing the highest statistical significance ( Figure 1 d ) . Thus, early sleep response at Week 4 can

reasonably be used to predict Week 12 improvement in PTSD severity in TNX - 102 SL 5 . 6 mg - treated participants, but not in Placebo . Sustained Remission from PTSD The optimal outcome of treatment is achievement of remission, a virtually asymptomatic state . The definition of remission used in AtEase was “Loss of Diagnosis and Endpoint CAPS - 5 Score < 11 ” . Remission is more clinically meaningful if it is sustained . In order to look at sustained remission in AtEase , the rates of participants who met remission status at both Week 8 and Week 12 were determined ( Figure 3 ) in the CAPS - 5 ≥ 33 entry subgroup . 21 % of the TNX - 102 SL 5 . 6 mg participants met criteria for sustained remission v . 5 % of Placebo (p= 0 . 02 ) . Figure 3: Sustained Remission at Both Weeks 8 & 12 in CAPS - 5 Baseline ≥ 33 Subgroup # p=0.08, Odds Ratio 3.01 (0.89, 10.18) *p=0.02, Odds Ratio 4.60 (1.27, 16.66); logistic regression To compare the AtEase population with prior studies, we retrospectively imputed a CAPS for DSM - IV ( iCAPS - IV) for each participant’s baseline using the 17 common items and multiplying by 2 . The primary analysis performed on the entire sample using iCAPS - IV scores was significant for the TNX - 102 SL 5 . 6 mg group v . placebo at Week 12 (p= 0 . 045 , MMRM) . It was found that 4 . 3 % of the sample had an iCAPS - IV at baseline of ≤ 50 (range 44 - 50 ) . Selecting a CAPS - 5 ≥ 33 at entry resulted in exclusion of all these participants and a total exclusion of about 20 % of the AtEase population . The primary analysis was therefore performed on the CAPS - 5 ≥ 33 entry subgroup , finding MCFB in

CAPS - 5 for TNX - 102 SL 5 . 6 mg was significantly greater than placebo at all timepoints (Weeks 2 , 4 , 8 and 12 ; Figures 2 ), and the effect size (ES) at Week 12 was 0 . 53 (p= 0 . 13 , MMRM) . For the cluster subscores , Week 12 comparison of TNX - 102 SL 5 . 6 mg and placebo also showed moderate effect sizes for CAPS - 5 hyperarousal (ES= 0 . 52 , p= 0 . 012 ) and intrusion clusters (ES= 0 . 46 , p= 0 . 026 ) . * * * * *
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Tonix Pharmaceuticals Participated in the "Pathophysiology of Posttraumatic Stress Disorder: Rethinking Drug Targets” Summit

Sponsored by U.S. Department of Defense
 
NEW YORK, June 15, 2017 (GLOBE NEWSWIRE) — Tonix Pharmaceuticals Holding Corp. (Nasdaq:TNXP) (Tonix), a company that is
developing innovative pharmaceutical products to address public health challenges, announced today its participation and a poster
presentation at the "Pathophysiology of Post-Traumatic Stress Disorder: Rethinking Drug Targets” summit sponsored by the Department
of Defense. Tonix’s participation at the Summit does not constitute endorsement of company or product by the U.S. Army. At the summit,
Seth Lederman, M.D., president and chief executive officer of Tonix, presented a poster entitled, “Phase 2 Multicenter Double-Blind
Placebo-Controlled Trial of TNX-102 SL (cyclobenzaprine sublingual tablets) in Military-Related Posttraumatic Stress Disorder (PTSD):
Analysis of CAPS-5 Thresholds for Baseline Severity and Week 12 Remission in the mITT Population and Combat PTSD Subset” on June
13, 2017. The poster can be found on the Scientific Presentations page on Tonix’s website. TNX-102 SL (cyclobenzaprine HCl sublingual
tablets) is an investigational new drug and has not been approved for any indication. Based on the Phase 2 study results, the U.S. Food and
Drug Administration (FDA) has granted Breakthrough Therapy designation to TNX-102 SL for the treatment of PTSD.
 
The summit, an invitation-only meeting held June 13-14, 2017, at the National Conservation Training Center in West Virginia, assembled
experts from government, industry and academia, included presentations and working group sessions focused on current prospects for drug
treatment of PTSD. The summit was the first of its kind and was motivated by the need for more effective and safe pharmacological
therapies for PTSD among the military population. The summit was co-hosted by the U.S. Army Medical Materiel Development Activity
(USAMMDA) Neurotrauma and Psychological Health Project Management Office and the Joint Program Committee/Military Operational
Medicine Research Program (MOMRP). Additional information about the summit can be found at
https://www.army.mil/article/184816/dod_sponsored_summit_pursues_hope_for_ptsd_patients.
 
“We are pleased that the Department of Defense recognized PTSD with this summit, which included industry, academia, and government
groups that are involved in developing new pharmacological therapies to address the serious issue of PTSD,” further commented Dr.
Lederman. “The summit assembled the relevant groups with development focus on PTSD. We are proud that TNX-102 SL is the only
FDA-designated Breakthrough Therapy for PTSD. Based on the publicly available information from other PTSD development programs,
TNX-102 SL is the only drug currently in Phase 3 development. Furthermore, TNX-102 SL for the treatment of PTSD is the only industry-
sponsored clinical research that has successfully studied U.S. veterans with military-related PTSD in an adequate well-controlled multi-
center study. We are encouraged by our Phase 2 clinical results. We believe TNX-102 SL is a promising new pharmacological therapy to
treat the overall PTSD symptoms by a unique mechanism of addressing the sleep disturbances that are thought to be fundamental to the
pathophysiology of the disorder and facilitating sleep-dependent memory processing, which are thought to be important in extinction and
recovery. We are pleased that the summit recognized chronobiology and sleep disturbance as potentially important drug targets, because it
is a validation of our work on these targets over the past several years. With interim results from our currently-enrolling Phase 3 HONOR
study expected in the first half of next year, and topline results from the full study expected in the second half of next year, we are on track
to accelerate the development and approval of TNX-102 SL for PTSD.” Dr. Lederman added, “We were also pleased that the mechanism
and potential of TNX-601 (tianeptine oxalate), our pre-IND (Investigational New Drug) drug candidate, that modulates the glutamatergic
pathway for the daytime treatment of PTSD, was identified in this summit as one of the potential drug candidate targeting the excitatory
and inhibitory pathways.”
 

  



 

 
About TNX-102 SL and the Phase 3 HONOR Study
 
TNX-102 SL is a patented sublingual transmucosal formulation of cyclobenzaprine that is in Phase 3 development. PTSD is a serious
condition characterized by chronic disability, inadequate treatment options especially for military-related PTSD, and an overall high
utilization of healthcare services that contributes to significant economic burdens. In a Phase 2 study, TNX-102 SL 5.6 mg was found to be
effective in treating military-related PTSD, which formed the basis of the Breakthrough Therapy designation granted by the FDA. Tonix is
currently conducting a Phase 3 trial of TNX-102 SL in military-related PTSD in the United States, the HONOR study, which is a 12-week
randomized, double-blind, placebo-controlled trial evaluating the efficacy of TNX-102 SL 5.6 mg in participants with military-related
PTSD. This two-arm, adaptive-design trial is targeting enrollment of up to approximately 550 participants across approximately 35 clinical
sites. An unblinded interim analysis will be conducted once the study has accumulated efficacy results from approximately 275 randomized
participants. In a recent Cross-disciplinary Breakthrough meeting, the FDA confirmed that a single-study new drug application (NDA)
approval could be possible if the topline data from the HONOR study are statistically very persuasive. Additional details of the HONOR
study are available at www.thehonorstudy.com or https://clinicaltrials.gov/ct2/show/NCT03062540. The U.S. Patent and Trademark Office
has issued a patent (U.S. Patent No. 9,636,408) protecting the composition and manufacture of the unique TNX-102 SL formulation. The
Protectic™ protective eutectic and Angstro-Technology™ formulation claimed in the patent are important elements of Tonix’s proprietary
TNX-102 SL composition. This patent is expected to provide TNX-102 SL, upon NDA approval, with U.S. market exclusivity until 2034.
 
About Tonix Pharmaceuticals Holding Corp.
 
Tonix is developing innovative pharmaceutical products to address major public health challenges. Tonix has two programs focusing on
PTSD: TNX-102 SL and TNX-601. PTSD is a serious condition characterized by chronic disability, inadequate treatment options and
overall high utilization of healthcare services creating significant economic burden. TNX-102 SL has been granted Breakthrough Therapy
designation by the FDA for the treatment of PTSD. TNX-601 (tianeptine oxalate) is in the pre-IND stage of development for the daytime
treatment of PTSD. TNX-801, a live synthetic version of horsepox virus, is a potential smallpox-preventing vaccine that is at the pre-IND
application stage as well.
 
This press release and further information about Tonix can be found at www.tonixpharma.com.
 
Forward Looking Statements
 
Certain statements in this press release are forward-looking within the meaning of the Private Securities Litigation Reform Act of 1995.
These statements may be identified by the use of forward-looking words such as “anticipate,” “believe,” “forecast,” “estimate,” “expect,”
and “intend,” among others. These forward-looking statements are based on Tonix's current expectations and actual results could differ
materially. There are a number of factors that could cause actual events to differ materially from those indicated by such forward-looking
statements. These factors include, but are not limited to, substantial competition; 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 risks related to failure to obtain FDA clearances or approvals and noncompliance with FDA
regulations. 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, 2016, as filed with the Securities
and Exchange Commission (the “SEC”) on April 13, 2017, and future periodic reports filed with the SEC on or after the date hereof. 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 hereof. 
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