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Item 8.01 Other Events.

On November 4, 2016, Tonix Pharmaceuticals Holding Corp. (the “Company”) will present a poster entitled “The Efficacy and Safety of
TNX-102 SL, a Sublingual Formulation of Cyclobenzaprine, for the Treatment of Military-Related PTSD” (the “Poster”), at the NEI
Psychopharmacology Congress being held in Colorado Springs, Colorado. The Poster will be presented by Dr. Gregory Sullivan, M.D.,
Chief Medical Officer of 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.

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  The Efficacy and Safety of TNX-102 SL, a Sublingual Formulation of Cyclobenzaprine, for the Treatment of Military-
Related PTSD Poster*

* Furnished herewith.




SIGNATURE

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.
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Exhibit 99.01

The Efficacy and Safety of TNX-102 SL,* a Sublingual Formulation of
Cyclobenzaprine, for the Treatment of Military-Related PTSD

Gregory Sullivan?, Judith Gendreau?, R. Michael Gendreau?, Amy Schaberg3, Bruce Daugherty!, Heather Jividen?, Ashild Peters!, Perry Peters!, Seth Lederma
Tonix Pharmaceuticals, Inc.; 2Gendreau Consulting; 3Schaberg Consulting

Funded by Tonix Pharmaceuticals, Inc.
*TNK-102 SL s an Investigational New Drug and has not been approved for any Indication.

Background

+ Posttraumatic stress disorder (PTSD) is a serious, aften chronic, and debilitating
disorder impacting individuals, their families and society
+ Current unmet need for pharmacotherapies for PTSD
. 0 FDA-approved medications: one failed to show a benefit in miltary-
related PTSD in large multicenter study; other was not tested in this population
+ Trials inconsistent in civilian males, ane of the two drugs show to be ineffective
- Both with tolerabilty issues: sexual dysfunction, insomnia and withdrawal
+ TNX-102 SL, a low dose sublingual formulation of cyclobenzaprine (CBP), a tricyclic
molecule
+ High affinity and functional antagonism for 5-HT,,, ay-adrenergic, and
histamine-H, receptors, all with roles in sleep regulation
+ Targes sleep disturbance and hyperarousal, core symptoms of PTSD
" Potentially crical Tl of mproving 560 It provdng globel bensft n PTSD by
allowing sleep-dependent emotional memory (extinction) consolidation
+ TWI02 SL dfers from orally adminstered CB? as it vas designed to enhance
sublngua transmucasal absorption at be
ok CoP plaam ke g slecp hours
Mot firstpass metabolem,  reducng formation of long-lived active
metabolite, norcyclobenzaprine, with off-target functional activities
+ The “Atfase Study” was conducted in order to assess the efficacy, safety, and
tolerability of TNX-102 SL in the treatment of military-related PTSD

Method

+ Multicenter, 12-week, double-blind placebo-controlled (DB-PC) study
* Elgile paricpants vere
+ Male or female, ages 1
 Incamed 83 Coerin trauma(s) during military service and since
9/11/2001

« Met current PTSD by Clinician-Administered PTSD Scale for DSM-5 (CAPS-S)

« Total CAPS-S severity score > 29 at Screening and Baseline

« Free of antidepressants = 2 months and free of or washed off other

tropics
+ Exclusions included:

« Serious suicide risk; unstable medical illness; substance use disorders within 6
months; and lifetime bipolar 1 or 2, psychotic disorders, obsessive compulsive
disorder, or antisocial personalty disorder

+ Randomized in 2:1:2 ratio to receive TNX-102 SL 2.8 mg, TNX-102 SL 5.6 mg, or
Pacsbo i fymarlc randomization procedre 1o minkeize trabwide ibances
y site, sex, and presence [yes/nol of current major depressive disorder.
+ Conducted at 24 US sites (2 VA, 2 academic, 20 private)

imary efficacy analysis:

« Comparison of mean change from baseline (MCFB) in CAPS-S severity score
between TNX-102 SL 2.8 mg and Placebo, analyzed via mixed-effects model
repeated measures (MMRH)

+ Key secondary endpoints wer

" Clinical Global Impression - Improvement (CGI-1) scale,

« Sheehan Disability Scale (SDS)

- PROMIS Sleep Disturbance instrument

+ Other secondary measures included CAPS-S cluster scores and remission rates

+ CAPS-S raters were > MA-level in mental health fields; underwent rigorous training
and certification process; reliability monitoring throughout trial

+ For CAPS-5, maximum possible score is 80; and PTSD severity s as follows: 0-10
is asymptomatic, 11-22 is mild, 23-34 Is moderate, 35-46 is severe, and 47+ is
extrerme T

Results

+ 245 patients were randomized; 237 of those randomized made up the safety
popuaton;and 231 were ncluded i the modTied itent-t-teat (i) popuition
(14 failed 'to return for post-baseline efficacy assessment); Figure 1 shows the
sty consot dingram ‘lsplaing tol screans, randomzabons, reasons for
discontinuation and completers

iagram
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= The primary analysis, using mixed-effects model repeated measures (MMRM), did
not demans(rate that TNX-102 SL 2.8 mg group was different from Placebo at Week
12 (p=0.

+ Vet 03 SL 5.6 mo graup showed  storg tend or iference rom
placebo in MCFB in CAPS-5 (p=! ), with an effect size of 0.36 (Cohen's d)

. Severa\ sensmv\t‘/ analyses of TNX mz SL 5.6 mg dose v. nlacebn weve 5lgmﬂcam

‘multiple imputat =00
MMRM it nyhrd {OCHBOCF imptaton

.038
ure represems the visit by visit mean change from Baseline in total CAPS-5
score utilizing the MMRM with MI method.

Figure 2. CAPS-5 Mean Change from Baseline (MCB)

igure 4 shows the responder analysis for the Clinical Global Impressions -
Improvement (CGI-I) scale at Week 12, TNX-102 SL 5.6 mg had a significantly higher
responder rate than placebo (p=0.041)

Figure 4. CGI-I Responder* Analysis
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Table 2 shows administration site and systemic AEs. The TNX-102 SL 5.6 mg
group had minimally higher systemic AE rates for somnolence, dry mouth,
headache, and sedation, yet there were no discontinuations in the group due to AE,
Suggesting they were tolerable

Table 2: Adverse Events* in Safety Population**

+ As seen in Table 1, demographic and clinical characteristics were similar across.
the three groups. Overall, 97.4% of the sample had military-related PTSD. Mean
CAPS-5 scores for all groups were in the severe range at baseline.

nt Demographics and Characteristics

Placebo | Thx-1025L ] TNX-1025L | Overall
2 56mo

N=s2 N=50 [ N=231
Females, 1, (%) 6(o5%) | 667w | 4(02%) | 16(65%)
ean age, yrs (50) 20(65) | 2563 | #800) | 3608
veiah, k(D) 9160169) | 909(182) | 908(17.4) | 9110175
1, kg/m2 (50) w94 | 20(52) | 2047 | 2908
Education, some cllege or beyond 7278.20) | 80 (88.9%) | 41(83.7%) | 193 83.6%)
% currenty employe 54(58.79%) | 56(62.2%) | 33(67.3%) | 143 (61.9%)
% 0 iltary service ot tme of Index trauma. | 1 (8.9%) | 85 (se.4%%) | 49 (100%) | 225 (97.408)
umber of: Active Duty Reservisiveterans | 8479 | 9571 st | 2617
umber of: Law Enforcement Officers 1 5 0 6

e time since index traum, ys (50) 71068 | 7303 | s203) | 7004
e depoyments, miltaryvterans (50) 22080 | 23@15) | 2650 | 23200
aselne CaPS-5 Soores (sD) »507) | w50 | w30y | w508y

+ The CAPS-5 Arausal and Reactivity cluster was significantly more improved than
placebo in the TNX-102 SL 2.8 mg arm for Weeks 2, 4 & 8, and the TNX-102 5L 5.6
mg arm for Weeks 2, 8 & 12.

+ The TNX-102 SL 5.6 mg arm was also significantly more improved for the disturbed
sleep item for all assessments and for exaggerated startle at Week 12

Figure 3 shows results of the Sheehan Disability Scale (SDS) domains for Work and

Social functional improvement over the study, with both significantly more improved at

Weeks 8 & 12 for the TNX-102 SL 5.6 mg group. At Week 12, SDS total for the 5.6 mg
)

‘arm trended towards greater improvement (p=0.

Figure 3. Sheehan Disability Scale Domain Scores
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Summary

+ Fist large, mulicenter, randomized,  double-bind _placebo-conroled

Toestigatosal New 510 fra Gemorising Sanian: wisimens e

patients with military-relatec

* TNX-102 SL at 5.6 mg daily at hed(vmefv 12 w
" Reduced severity of PTSD (CAPS-5, ffect Sen0.36)
o Reduced key symptoms (nyperzruusal, insomnia, sta

o Improved global symptoms (CGI-T) and function (SDS work/school and
sacial/leisure)
o Tolerability evidenced by retention rate (84%) and low systemic side effects
with no AE leading to discontinuations
« Results support advancing the clinical development of TNX-102 SL 5.6 mg for
treatment of PTSD to Phase 3




