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Item 8.01 Other Events.
 
On June 9, 2016, Tonix Pharmaceuticals Holding Corp. (the “Company”) presented a poster entitled “TNX-102 SL for the Treatment of
Fibromyalgia: Comparison of 30% Pain Responder Analysis with OMERACT Draft Composite Responder Endpoint Analyses” (the
“Poster”), at the 2016 Annual European Congress of Rheumatology, to be hosted by the European League Against Rheumatism, in London,
United Kingdom (the “EULAR Annual Meeting”).. The Poster was presented by Dr. R. Michael Gendreau, M.D., Ph.D., Principal of
Gendreau Consulting and a consultant to the Company.

 
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 9, 2016, the Company issued a press release announcing the Poster presentation at the EULAR Annual Meeting. 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 TNX-102 SL for the Treatment of Fibromyalgia: Comparison of 30% Pain Responder Analysis with OMERACT Draft
Composite Responder Endpoint Analyses Poster*

99.02 Press Release, dated June 9, 2016, issued by Tonix Pharmaceuticals Holding Corp.*
______
 

* Furnished herewith.
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Table 1. Comparison of a Pain Responder Analysis to Alternative Composite Responder Definitions Responder Definition/ Result Physical Function Measure Additional Symptom Measures TNX - 102 SL Responders Placebo Responders p - value 30% Pain Responder # ---- ---- 34.0% 20.6% p= 0.033 FM30 Short Version 1 SF - 36 Physical Function FIQR energy or FIQR sleep quality 23.3% 11.8% p= 0.038 FM30 Short Version 2 SF - 36 PCS Score 25.2% 11.8% p= 0.015 FM30 Long Version 1 SF - 36 Physical Function Any 2 of the following FIQR measures : Energy, Sleep quality, Depression, Anxiety 21.4% 9.8% p= 0.031 FM30 Long Version 2 SF - 36 P CS Score 23.3% 9.8% p= 0.011 # based on daily diary responses PCS : Physical Component Summary; FIQR : Fibromyalgia Impact Questionnaire (Revised) Background Novel responder definitions for fibromyalgia (FM) clinical trials have been proposed by the Outcome Measures in Rheumatology (OMERACT) FM subcommittee as alternative methods by which to assess efficacy . These definitions include key symptom and functional domains relevant to FM patients, and were validated using outcome data from 12 previous registration trials of 4 medications – milnacipran , pregabalin , duloxetine and sodium oxybate (Arnold L et al, Arth Rheum 64 : 885 , 2012 . ) 1 TNX - 102 SL* is a proprietary sublingual formulation of cyclobenzaprine designed for rapid absorption and bedtime use . It showed improvements in pain and other symptoms in a Phase 2 B study . 2 The BESTFIT study was a 12 - week, randomized, double - blind, placebo - controlled trial conducted at 17 US sites, designed to evaluate

TNX - 102 SL as a potential treatment for FM . 205 participants were randomized (TNX - 102 SL= 103 ; placebo= 102 ) . The outcome results of BESTFIT were reanalyzed using four variants of the measures proposed by OMERACT, and these results were then compared to the primary outcomes used in BESTFIT . R. M. Gendreau * 1 , L. Arnold 2 , D. Clauw 3 , J. Gendreau 4 , B. Vaughn 5 , B. Daugherty 6 , S. Lederman 6 1 Gendreau Consulting, LLC, Poway, CA 2 University of Cincinnati, Cincinnati, OH 3 University of Michigan, Ann Arbor, MI 4 Tonix Pharmaceuticals, La Jolla, CA, 5 Rho Inc., Chapel Hill, NC 6 Tonix Pharmaceuticals, New York, NY, United States TNX - 102 SL FOR THE TREATMENT OF FIBROMYALGIA COMPARISON OF 30% PAIN RESPONDER ANALYSIS WITH OMERACT DRAFT COMPOSITE RESPONDER ENDPOINT ANALYSES Funded by Tonix Pharmaceuticals, Inc. 34% 9.8% Conclusion In the BESTFIT trial, bedtime TNX - 102 SL improved multiple domains of FM, including sleep, pain and physical function . Applying composite responder criteria developed by OMERACT to the results of this study gave results consistent with the conclusions of BESTFIT ; namely that the improvements in FM symptoms seen with TNX - 102 SL treatment are not limited only to an analgesic response, since these composite criteria require improvement in other somatic and functional symptoms . The proposed OMERACT response criteria provide an additional method by which to assess clinical benefit in fibromyalgia clinical trials . References : 1. Arnold, Lesley M., et al. "Development of responder

definitions for fibromyalgia clinical trials." Arthritis & Rheumatism 64.3 (2012): 885 - 894. 2. Gendreau, Michael R., et al. Responder Compared to Mean Change Analyses in a Fibromyalgia Phase 2b Clinical Study of Bedtime Rapidly Absorbed Sublingual Cyclobenzaprine (TNX - 102 SL). Poster session presented at: 2015 American College of Rheumatology Annual Meeting; 2015 Nov 7 - 11; San Francisco, CA. 3. Data on file, Tonix Pharmaceuticals Disclosure of Interest : None declared *TNX - 102 SL is an Investigational New Drug and has not been approved for any indication . Table 1 below presents the response rates obtained when each of the proposed definitions was evaluated with the data from BESTFIT. Figure 1 graphically compares the standard pain responder analysis used in BESTFIT (≥30% improvement in pain from baseline based on daily diary recorded pain scores) to the alternative composite responder definitions proposed by OMERACT. To the far right, Figure 2 presents the effects of TNX - 102 SL on a number of sleep and function measures and Figure 3 presents additional responder analyses on key secondary measures from BESTFIT. Results Methods OMERACT initially evaluated 24 different response definitions in an attempt to find constructs that assessed multiple domains important to fibromyalgia patients, and when used to evaluate clinical trial results were efficient in separating treatment responses from placebo responses . Using clinical data from 12 registration - quality, randomized, placebo - controlled trials of 4 different medications for the treatment of FM, each definition was evaluated . Two definitions performed best in these pooled analyses :

the FM 30 short version and the FM 30 long version . Both definitions required a ≥ 30 % reduction in pain and ≥ 10 % improvement in physical function . The definitions differed in that one (≥ 30 % improvement in FM [FM 30 ] short version) required ≥ 30 % improvement in sleep or fatigue, and the other (FM 30 long version) required ≥ 30 % improvement in 2 of the following symptoms : sleep, fatigue, depression, anxiety, or cognition . Each of these definitions, with two alternative measures used to assess physical function, were evaluated in this analysis of BESTFIT data . Figure 1 below illustrates the two responder definitions evaluated for this analysis . 30% reduction in pain Sleep OR Fatigue Any Two : • Sleep • Fatigue • Depression • Anxiety • Cognition OMERACT Fibromyalgia Responder Definitions 34.0% 23.3% 25.2% 21.4% 23.3% 20.6% 11.8% 11.8% 9.8% 9.8% 0.0% 10.0% 20.0% 30.0% 40.0% 30% Pain Responder FM30 Short V1 Responder (Physical Function) FM30 Short V2 Responder (PCS Score) FM30 Long V1 Responder (Physical Function) FM30 Long V2 Responder (PCS Score) Percent of Responders TNX-102 SL Response Rate Placebo Response Rate p=0.033 - 15.0 - 8.8 - 17.0 - 29.0 - 7.7 - 4.9 - 8.0 - 12.0 -32.0 -24.0 -16.0 -8.0 0.0 FIQR Total Score PROMIS Sleep Disturbance Weekly Ave. of Daily Sleep Diary Scores* FIQR Sleep Score* Mean Change From Baseline TNX-102 SL (n=103) Placebo (n=102) Figure 1. Comparison of a Pain Responder Analysis to Alternative Composite Responder Definitions Figure 2. Effects of TNX - 102 SL on Sleep and Function Measures 30.1% 46.6% 39.8% 16.7% 29.4% 24.5% 0.0%

10.0% 20.0% 30.0% 40.0% 50.0% PGIC FIQR Total Score FIQR Symptom Domain Percent of Responders TNX-102 SL Placebo Systemic adverse events reported were similar to placebo. The most common local adverse event was transient tongue or mouth numbness, reported by 44% of TNX - 102 SL patients and 2% of placebo patients. Patient Global Impression of Change (PGIC) assesses the patient’s perception of change in fibromyalgia using a 7 - point Likert sc ale. “Response” is defined as a score of 1 (very much improved) or 2 (much improved) on the scale. FIQR is made up of 3 domains: function (9 questions), overall impact (2 questions), and symptoms (10 questions); within the d oma ins, each question is measured on an 11 - point scale on a 7 - day recall basis . Figure 3. Responder Analysis ( > 30% Improvement from Baseline) *For presentation purpose, responses are provided on the same scale . Actual results were - 1 . 7 and - 0 . 8 for TNX - 102 SL and placebo (Diary sleep scores) and - 2 . 9 and - 1 . 2 (FIQR Sleep scores) . PROMIS : Patient Reported Outcomes Measurement Information ; Analyses performed using least squares mean (LS Mean) change from Baseline at Week 12 FM Long Version 30% reduction in pain 10% improvement in physical function 10% improvement in physical function p=0.015 p=0.004 p=0.002 p<0.0001 p=0.025 p=0.013 p=0.029 p=0.038 p=0.015 p=0.031 p=0.011 FM Short Version
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Tonix Pharmaceuticals Presents at EULAR Results of a Retrospective Analysis from the Phase 2b BESTFIT Clinical Study of

TNX-102 SL in Fibromyalgia
 

New York, NY – June 9, 2016 – Tonix Pharmaceuticals Holding Corp . (NASDAQ: TNXP) (Tonix), which is developing next-generation
medicines for fibromyalgia (FM) and post-traumatic stress disorder (PTSD), announced that today the company presented results from a
retrospective analysis from its Phase 2b BESTFIT clinical study further supporting TNX-102 SL (cyclobenzaprine HCl sublingual tablets)
2.8 mg for the treatment of fibromyalgia. Data were featured in a poster presentation at the European League Against Rheumatism
(EULAR) Scientific Congress being held June 8-11, 2016 in London, England. The poster, titled, “TNX-102 SL for the Treatment of
Fibromyalgia: Comparison of 30% Pain Responder Analysis with OMERACT Draft Composite Responder Endpoint Analyses,” is available
on Tonix’s website at www.tonixpharma.com.
 
Response rates were evaluated in this retrospective analysis of the Phase 2b BESTFIT trial results using the two preferred response
definitions proposed by the Outcome Measures in Rheumatology (OMERACT) FM subcommittee as alternative methods by which to
assess efficacy. The two responder definitions proposed by the OMERACT committee are the FM30 Short, which defines a responder as
≥30% reduction in pain, ≥10% improvement in physical function plus a ≥30% improvement in either sleep or fatigue, and the FM30 Long,
which defines a responder as ≥30% reduction in pain, ≥10% improvement in physical function plus ≥30% improvement in any two of the
following measures: sleep, fatigue, depression, anxiety, or cognition.
 
The Phase 2b BESTFIT study was designed to evaluate the efficacy of TNX-102 SL, 2.8 mg, taken daily at bedtime in improving pain,
sleep quality, function, and other clinical measures, as well as safety. The study also used a variety of approaches to evaluate changes in
patient-reported symptoms. In BESTFIT, 205 patients were randomized to TNX-102 SL (n=103) or placebo (n=102) for 12 weeks. The
study was conducted at 17 sites in the U.S. Topline results from BESTFIT were first reported in September 2014.
 
Seth Lederman, M.D., chairman and CEO of Tonix, stated, “The retrospective analysis clearly demonstrates improvements in the key
domains of fibromyalgia and shows that TNX-102 SL has broad activity confirmed by different experimental responder analyses. Given
that, we are very pleased with the results from this analysis as it gives us further confidence as we look forward to the outcome of our
ongoing Phase 3 study. Most importantly, we believe Tonix will have the potential to provide a meaningful treatment alternative to
fibromyalgia patients.”
 
Results of the analysis showed that TNX-102 SL improved multiple domains of fibromyalgia, including sleep, pain, and physical function.
Applying composite responder criteria developed by the OMERACT committee to the results of this study gave results consistent with the
conclusions of BESTFIT; namely that the improvements in fibromyalgia symptoms seen with TNX-102 SL treatment are not limited only
to an analgesic response, since these composite criteria require improvement in other somatic and functional symptoms. The proposed
OMERACT response criteria provide an additional method by which to assess clinical benefit in fibromyalgia clinical trials.
 

 



 

 
The table below shows the comparison of a pain responder analysis (≥30% improvement in pain based on daily diary) to the alternative
composite responder definitions proposed by OMERACT.

 
Responder Definition/ Result (pain based on

diary)
Physical Function

Measure
Additional Symptom Measures Result

30% Pain Responder None None 34.0% vs. 20.6%;
p=0.033

FM30 Short Ver 1 SF-36 physical function 1 23.3% vs. 11.8%;
p=0.038

FM30 Short Ver 2 SF-36 PCS score 1 25.2% vs. 11.8%;
p=0.015

FM30 Long Ver 1 SF-36 physical function 2 21.4% vs. 9.8%;
p=0.031

FM30 Long Ver 2 SF-36 PCS score 2 23.3% vs. 9.8%;
p=0.011

 
1: either FIQ sleep or FIQ energy; 2: any 2 out of FIQ sleep, FIQ energy, FIQ depression, or FIQ anxiety
FIQ, Fibromyalgia Impact Questionnaire; PCS, Physical Component Summary; SF, Short Form; Ver, version

 
Additional improvements noted over placebo included: FIQ-R total score (-17.2 vs. -9.1, p = 0.015), Patient Global Impression of Change
response rate (30.1% vs. 16.7%, p = 0.025), Patient-Reported Outcomes Measurement Information System sleep disturbance (-9.5 vs -6.1,
p = 0.004), sleep based on daily diary (change from baseline to week-12, 1.9 vs. -1.0; p<0.001) and FIQ-R sleep item (-2.9 vs. -1.2;
p <0.0001). Systemic adverse events reported for TNX-102 SL were similar to placebo (somnolence, 1.9 v. 6.9%; dry mouth, 3.9 v. 4.0%;
back pain, 4.9 v. 3.0%; nausea, 4.9 v. 2.0%; sinusitis, 3.9 v. 3.0%). The most common local adverse event was transient tongue or mouth
numbness occurring in 44% of patients taking TNX-102 SL and 2% taking placebo.
 
TNX-102 SL is currently being evaluated in a randomized, double-blind, placebo-controlled, 12-week Phase 3 AFFIRM clinical trial in
fibromyalgia. The AFFIRM study is designed to evaluate the efficacy of TNX-102 SL for the management of patients with fibromyalgia.
Participants are treated with TNX-102 SL 2.8 mg, sublingually once daily at bedtime for 12 weeks. The primary outcome assessment for
the study will be an FDA-accepted pain responder analysis, defined as the proportion of patients who report at least a 30 percent reduction
in pain from baseline at the end of the 12-week treatment period. The AFFIRM study is being conducted at 35 U.S. clinical sites, and
enrollment has surpassed the 500-patient goal per protocol. Tonix expects to report top line AFFIRM data in the third quarter of 2016.
 
TNX-102 SL is an Investigational New Drug and has not been approved for any indication.
 

 



 

 
About EULAR 2016
 
The European League Against Rheumatism (EULAR) is the organization which represents the patient, health professional and scientific
societies of rheumatology of all the European nations. EULAR endeavors to stimulate, promote, and support the research, prevention,
treatment and rehabilitation of rheumatic diseases. In line with UEMS, EULAR defines rheumatology as including rheumatic diseases of
the connective tissue, locomotor and musculoskeletal systems.
 
The aim of the 2016 scientific congress is to provide a forum of the highest standard for scientific (both clinical and basic), educational and
social exchange among professionals involved in rheumatology, liaising with patient organizations, in order to achieve progress in the
clinical care of people with rheumatic and musculoskeletal diseases.
 
About Fibromyalgia
 
Fibromyalgia is a chronic neurobiological disorder that is thought to result from amplified sensory and pain signaling. Fibromyalgia afflicts
five to 15 million Americans, and physicians and patients report widespread dissatisfaction with currently marketed products. Common
symptoms of fibromyalgia include chronic widespread pain, nonrestorative sleep, fatigue, and morning stiffness. Other associated
symptoms include cognitive dysfunction and mood disturbances, including anxiety and depression. Individuals suffering from fibromyalgia
struggle with their daily activities, have impaired quality of life and frequently are disabled.
 
About TNX-102 SL

 
TNX-102 SL is designed to deliver cyclobenzaprine to the bloodstream rapidly via sublingual (under the tongue) absorption and to bypass
first-pass hepatic metabolism. As a multifunctional agent with antagonist activities at the serotonin-2A, alpha-1 adrenergic, and histamine
H1 receptors, TNX-102 SL is under clinical development for the treatment of fibromyalgia and PTSD and is intended to provide broad
spectrum improvement by targeting sleep and the stress response. Tonix is developing TNX-102 SL 2.8 mg for daily bedtime
administration for the treatment of fibromyalgia and TNX-102 SL 5.6 mg for daily bedtime administration for the treatment of PTSD.
 
About Tonix Pharmaceuticals Holding Corp.
 
Tonix is developing next-generation medicines for common disorders of the central nervous system, including fibromyalgia and PTSD.
These disorders are characterized by chronic disability, inadequate treatment options, high utilization of healthcare services, and significant
economic burden. This press release and further information about Tonix can be found at www.tonixpharma.com.
 
Safe Harbor / 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 possible 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, 2015, as filed with the Securities
and Exchange Commission (the “SEC”) on March 3, 2016, 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.
 
Contact:
 
Bradley J. Saenger
Chief Financial Officer
(212) 980-9155 x107
bradley.saenger@tonixpharma.com
 
Jessica Smiley
Investor Relations
(212) 980-9155 x185
jessica.smiley@tonixpharma.com
 
Dian Griesel Int'l. (media)
Susan Forman / Laura Radocaj
(212) 825-3210
sforman@dgicomm.com
lradocaj@dgicomm.com
 
 
Source: Tonix Pharmaceuticals Holding Corp.
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