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ITEM 7.01 Regulation FD Disclosure.
 
Tonix Pharmaceuticals Holding Corp. (the “Company”) intends to utilize an updated investor presentation 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 non-public
information.  A copy of the presentation is filed as Exhibit 99.01.
 
The information contained in Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.01, is furnished pursuant to, and shall not be
deemed to be "filed" for the purposes of, Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities
of that section.  The information contained in Item 7.01 of this Current Report shall not be incorporated by reference into any registration
statement or any other document filed pursuant to the Securities Act of 1933, as amended, except as otherwise expressly stated in such
filing.  By filing this Current Report on Form 8-K and furnishing the information contained in this Item 7.01, including Exhibit 99.01, the
Company makes no admission as to the materiality of any such information that it is furnishing.
 
ITEM 9.01 Financial Statements and Exhibits.
 
(d) Exhibits.
 

99.01 Corporate Presentation by the Company for May 2014*
______
 
* 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.
  
 TONIX PHARMACEUTICALS HOLDING CORP.
  
Date:  May 22, 2014 By: /s/ LELAND GERSHELL
 Leland Gershell
 Chief Financial Officer
 
 
 

 



 

Investor P resentation May 2014 N A S D A Q : T N X P

 



 

T O N IX  P H A R MA C E U T IC A L S  2 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  C ertain statem ents in this presentation regarding strategic plans, expectations and objectives for future operations or results are “forw ard - looking statem ents” as defined by the P rivate S ecurities L itigation R eform  A ct of 1995 . T hese statem ents m ay be identified by the use of forw ard - looking w ords such as "anticipate," "believe," "forecast," "estim ate" and "intend," am ong others . T hese forw ard - looking statem ents are based on T onix’s current expectations and actual results could differ m aterially . T here are a num ber of factors that could cause actual events to differ m aterially from  those indicated by such forw ard - looking statem ents . T hese factors include, but are not lim ited to, substantial com petition ; our ability to continue as a going concern ; our need for additional financing ; uncertainties of patent protection and litigation ; uncertainties of governm ent or third party payer reim bursem ent ; lim ited sales and m arketing efforts and dependence upon third parties ; and risks related to failure to obtain U  . S  . F ood and D rug A dm inistration clearances or approvals and noncom pliance w ith its regulations . A s w ith any pharm aceutical under developm ent, there are significant risks in the developm ent, regulatory approval and com m ercialization of new  products . T he forw ard - looking statem ents in this presentation are m ade as of the date of this presentation, even if subsequently m ade available by the C om pany on its w ebsite or otherw ise . T onix does not undertake an obligation to update or revise any forw ard - looking statem ent, except as required by law  . Investors should read the risk factors set forth in the am ended A nnual R eport on F orm  10 - K  for the year ended D ecem ber 31 , 2013 , as filed w ith the S ecurities and E xchange C om m ission (the “S E C ”) on March 28 , 2014 and future periodic reports filed w ith the S E C  on or after the date hereof . A ll of the C om pany's forw ard - looking statem ents are expressly qualified by all such risk factors and other cautionary statem ents .

 



 

T O N IX  P H A R MA C E U T IC A L S  3 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  H igh im pact prescription drug candidates for com m on and com plex disorders F irst - in - class m edicines N ew  treatm ent paradigm s L arge unm et m edical needs F ibrom yalgia (F M): B E S T F IT  trial of T N X  - 102 S L  fully enrolled T op line results to be reported in 4Q  2014 S trong evidence of clinical benefit in P hase 2a Measuring im pact on pain relief A dditional clinical - stage pipeline P ost - traum atic stress disorder (P T S D ) – targeting sleep pathology T ension - type headache – novel m olecular target A ll intellectual property ow ned by T onix outright – no royalties E xperienced team , strong balance sheet T rack record of success in drug approvals and value creation Well - capitalized to execute on key near - term  m ilestones

 



 

T O N IX  P H A R MA C E U T IC A L S  4 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  P reclinical P hase 1 P roof - of - C oncept P ivotal N D A  Market C andidate Indication T N X  - 102 S L  is an Investigational N ew  D rug and is not approved for any indication P hase 2a P hase 2b/3 P T S D  T N X  - 102 S L  2018E  T N X  - 102 S L  F ibrom yalgia t op line results 4Q 14 2016E  T N X  - 201 H eadache 2018E

 



 

T O N IX  P H A R MA C E U T IC A L S  5 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  T argeting sleep quality is a new  approach to F M N on - restorative sleep linked to pain and fatigue R estorative sleep im proves F M sym ptom s G oal – to introduce an effective and w ell - tolerated new  therapeutic w ith the potential to decrease use of opiates T argeting sleep quality is a new  approach to P T S D  N on - restorative sleep linked to hyper - vigilance and arousals R estorative sleep im proves processing of em otionally charged m em ories G oal – to introduce an effective and w ell - tolerated new  therapeutic w ith the potential to decrease use of opiates N ovel m olecular target in tension headache T argets of acetam inophen and barbiturates are not understood G oal – to introduce an effective and w ell - tolerated new  therapeutic w ith the potential to decrease use of barbiturates

 



 

T O N IX  P H A R MA C E U T IC A L S  6 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  * N ational Institutes of H ealth, U .S . D epartm ent of H ealth and H um an S ervices ** R obinson et al, P ain 2012;13:1366 - 76 . *** E stim ates based on inform ation from  publicly - available sources † E U  only S N R I =  S erotonin - N orepinephrine R euptake Inhibitor 6 5 m illion U .S . patients* 2.6 m illion diagnosed; 2.4 m illion receiving treatm ent ** T hree F D A  approved prescription m edications C ategory P roduct C om pany P rior Indication A pproval Y ear in F M 2012 U .S . S  ales in F M*** Mem brane S tabilizer L yrica ®  P fizer P ain (neuropathic) 2007 $475 m illion S N R I C ym balta ®  E li L illy D epression 2008 $600 m illion S avella ®  F orest D epression † 2009 $100 m illion S leep Q uality T N X  - 102 S L  T onix Muscle S pasm  2017E

 



 

T O N IX  P H A R MA C E U T IC A L S  7 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  C hronic , w idespread pain w ith sleep, fatigue, m ood, and m em ory problem s Im pairs daily function and productivity: poor quality of life ”C entral pain" - originates in the brain T ypical patient has onset at 30 - 40 years of age w ith persistence for rest of life P redom inantly fem ale P atients rem ain unsatisfied despite approved products P atients often take m ultiple m edications (“ polypharm acy ”) ‘ O ff - label’ use of opioids and sedative - hypnotics despite no sustained benefit F M featured w ithin F D A ’s P atient - F ocused D rug D evelopm ent initiative E xpensive, burdensom e condition for the healthcare system  H ealth utilization and m edication costs are substantial Managed care / payers recognize need for new  therapies

 



 

T O N IX  P H A R MA C E U T IC A L S  8 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  * R obinson et al, P ain Med. 2012;13(10):1366 - 76. 8 R esource utilization over preceding 12 m onths O utpatient visits 82.9 %  A ny em ergency room  visit 40.2 %  Mean num ber of em ergency room  visits † 2.4 P roductivity m easures over preceding 12 m onths Missed any w ork due to F M 47.4 %  Mean days of w ork m issed † 58.4 R eceived disability incom e benefits 29.9 %  Mean m onths on disability † 10.6 † Means include only subjects w ho experienced the event.

 



 

T O N IX  P H A R MA C E U T IC A L S  9 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  > 90%  of F M patients com plain of poor sleep quality* N on - restorative sleep linked to hyper - vigilance R estorative sleep im proves F M sym ptom s S leep quality of F M patients can be objectively m easured: C yclic A lternating P  attern (C A P ) A 1 patterns indicate sleep stability A 2, A 3 patterns indicate sleep instability (poor sleep quality) D rugs that decrease A 2, A 3 as percent of total C A P  also im prove F M sym ptom s** S odium  oxybate : a potent hypnotic, not approved for F M T N X  - 102: low  - dose cyclobenzaprine, a drug previously approved at higher doses as a m uscle relaxant * S ource : S w ick , T her . A dv. Musculoskel . D is. 2011;3(4):167 - 178. ** S  ource : Moldofsky et al., J R heum . 2010;37(10):2156 - 66.

 



 

T O N IX  P H A R MA C E U T IC A L S  10 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  D ouble - blind, random ized, placebo - controlled C onducted at tw o academ ic centers in C anada E nrolled 36 subjects w ith fibrom yalgia; 18 per arm  T N X  - 102 capsules or placebo taken betw een dinner and bedtim e daily E ight - w eek, dose - escalating study D aily dosing ranged from  1 – 4 m g of T N X  - 102 S ource: Moldofsky et al., J R heum . 2011;38(12):2653 - 63 - http ://jrheum .org/content/early/2011/08/30/jrheum .110194.full.pdf+ htm l

 



 

T O N IX  P H A R MA C E U T IC A L S  11 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  -30 -25 -20 -15 -10 -5 0 %  C hange from  B aseline at Week 8 P ain T N X  - 102 P lacebo † Im proving at least one night of C A P  A 2+ A 3(norm ) ≤  3 3%  Mean T N X  - 102 dose at trial end =  3.5 m g 26%  reduction in pain vs. placebo Im provem ent in objective sleep quality m easures vs. placebo * 0 10 20 30 40 50 60 70 80 %  of S ubjects† S leep Q uality T N X  - 102 P lacebo * * p <  0.05

 



 

T O N IX  P H A R MA C E U T IC A L S  12 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  N o serious adverse events N o discontinuations due to adverse events in treatm ent arm  T ypes of adverse events consistent w ith approved cyclobenzaprine products A dverse E vent T N X  - 102, %  (N = 18) P lacebo, %  (N = 18) A ny adverse event 83 83 H eadache 39 17 D ry m outh 33 6 S om nolence 22 11 C onstipation 17 6 D izziness 17 6 N ausea 11 28 F lu syndrom e 11 6 R hinitis 11 6 P ruritus 11 0

 



 

T O N IX  P H A R MA C E U T IC A L S  13 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  13 t ransm ucosal absorption • efficacy • tolerability/safety • chronic use • bedtim e therapy • com pliance • m etabolism  O ptim ized for: T N X  - 102 S L  (sublingual) tablets P hase 2b/3 10x faster absorption* * A bsorption lag tim e ( t lag ) based on clinical pharm acokinetic data.

 



 

T O N IX  P H A R MA C E U T IC A L S  14 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  14 P re - P hase 3 m eeting held w ith F D A  in F ebruary 2013 R em aining clinical w ork to support N ew  D rug A pplication: T w o adequate and w ell - controlled efficacy and safety trials in F M patients P rim ary efficacy endpoint =  pain □ F irst trial has com pleted enrollm ent – “B E S T F IT ” □ T op line B E S T F IT  data expected in Q 4 L ong - term  exposure data to support chronic use label 100 subjects for six m onths, 50 subjects for one year □ O pen - label extension study is underw ay D efinitive repeat dose pharm acokinetic “bridging” study x x

 



 

T O N IX  P H A R MA C E U T IC A L S  15 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  B E S T F IT  : B E  dtim e S  ublingual T  N X  - 102 S L  as F  ibrom yalgia I ntervention T  herapy R andom ized, double - blind, placebo - controlled; 17 U .S . sites P rim ary efficacy endpoint =  change in pain at w eek 12 vs. baseline (N um eric R ating S cale) T op - line results expected in 4Q  2014 If successful, w ill serve as first of tw o pivotal studies to support T N X  - 102 S L  approval in F M 15 R  A  N  D  O  M I Z  A  T  I O  N  A rm  1: T N X  - 102 S L  2.8 m g, at bedtim e nightly (n= 100) A rm  2: P lacebo, at bedtim e nightly (n= 100) 12 w eeks open - label extension

 



 

T O N IX  P H A R MA C E U T IC A L S  16 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  * N ational Institutes of H ealth, U .S . D epartm ent of H ealth and H um an S ervices ** Wang et al., A rch G en P sych. 2005;62(6):167 - 78. S S R I =  S elective S erotonin R euptake Inhibitor 16 8.4 m illion U .S . patients* 4.2 m illion receiving m edical treatm ent** T w o F D A  approved prescription m edications C ategory P roduct C om pany P rior Indication A pproval Y ear in P T S D  S S R I P axil ®  G laxo D epression 2001 Z oloft ®  P fizer D epression 1999 S leep Q uality T N X  - 102 S L  T onix Muscle S pasm  N D A  2018E  P  hase 2 efficacy study of T N X  - 102 S L  to begin in 3Q  2014 L everage fibrom yalgia form ulation, clinical experience, m anufacturing know  - how

 



 

T O N IX  P H A R MA C E U T IC A L S  17 T O N IX  P H A R MA C E U T IC A L S  3.5%  of U .S . adult population has suffered from  P T S D  in past 12 m onths* E xperiencing any traum a can lead to P T S D  H igh incidence am ong U .S . soldiers and veterans A ssociated w ith suicide and unpredictable violent behaviors P atients desperate despite tw o F D A  approved drugs; no new  treatm ent in > 10 years O verlap betw een P T S D  and F M ~ 50%  of F M or P T S D  patients m eet criteria for the other disorder P atients experience disturbed sleep W idespread pain is considered “co - m orbid” w ith P T S D  O pioid and sedative - hypnotic drug m isuse com m on * N ational Institutes of Mental H ealth &  N ational Institutes of H ealth 2010 17

 



 

T O N IX  P H A R MA C E U T IC A L S  18 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  P T S D  patients com plain of poor sleep quality as a core sym ptom  D istressing dream s (nightm ares) are part of “re - experiencing” R estless sleep is part of “hyper - arousal” P oor sleep quality after traum a is linked to onset of P T S D  P oor sleep correlates w ith depression, substance abuse and suicide D rugs used off - label in P T S D  share m echanism s w ith T N X  - 102 S L  T razodone is an antidepressant used at bedtim e ; blocks the 5 - H T 2A  receptor P razosin is a high blood pressure m edicine used at bedtim e ; blocks the α  - 1 adrenergic receptor

 



 

T O N IX  P H A R MA C E U T IC A L S  19 T N X  - 102 S L  T razodone - T razodone inhibits serotonin 5H T  2a receptors and serotonin reuptake (S A R I) - P razosin blocks norepinephrine α  1 receptors P razosin S A R I =  S  erotonin R eceptor A  ntagonist &  R  euptake I nhibitor (S tahl S M, C N S  S pectrum s, 2009;14(10):536 - 46). T N X  - 102 S L  is an Investigational N ew  D rug and is not approved for any indication.

 



 

T O N IX  P H A R MA C E U T IC A L S  20 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  R andom ized , double - blind, placebo - controlled N = 220; approxim ately 25 U .S  . clinical sites P rim ary efficacy endpoint =  difference in C linician - A dm inistered P T S D  S cale (C A P S ) score betw een T N X  - 102 S L  2.8 m g and placebo R  A  N  D  O  M I Z  A  T  I O  N  A rm  1: T N X  - 102 S L  2.8 m g, at bedtim e nightly (n= 88) A rm  3: P lacebo, at bedtim e nightly (n= 88) 12 w eeks A rm  2: T N X  - 102 S L  5.6 m g, at bedtim e nightly (n= 44)

 



 

T O N IX  P H A R MA C E U T IC A L S  21 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  * S chw artz et al., JA MA  1998;279(5):381 - 3; C how dhury, A nn Ind A cad N eurol 2012;15(5):83 - 88. ** R ussell, J H eadache P ain 2005;6(6):441 - 47. *** S cher et al., 2010; due to the lack of prescription products for tension - type headache, m ost patients self - treat 21 92 m illion adults in the U .S . experience tension - type headaches* C onstant band of pressure on the back/sides of head; “squeezed in a vice” feeling P rojected that 34 m illion experience frequent episodes**, 12 m illion seek a m edical consult *** T hree F D A  approved prescription m edications – all contain barbiturates O ver - the - counter m edications are inadequate for m any C ategory P roduct C om pany R egulatory S tatus A pproval Y ear in E T T H  B arbiturate F iorinal ®  A ctavis A pproved N D A  1990 F ioricet ®  A ctavis A pproved N D A  1992 B arbiturate +  O piate F ioricet w ith C odeine ®  A ctavis A pproved N D A  1992 N ew  m olecular target T N X  - 201 T onix P re - IN D  N D A  2018E

 



 

T O N IX  P H A R MA C E U T IC A L S  22 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  T N X  - 201 (single isom er isom etheptene ) N on - barbiturate, non - opioid R acem ic m ixture > 50 years of use in com bination products for headache in the U .S  . N ot F D A  approved for any indication * L im ited availability, quality concerns via com pounding pharm acies T onix non - clinical research supports the rationale for single isom er developm ent P re - IN D  m eeting w ith F D A  held in January 2014 C om parative pharm acokinetic and safety study to be conducted in 4Q  2014 * P roducts containing racem ic isom etheptene are m arketed as unapproved products in the U .S .; m arketing w ithdraw al has been sanctioned by the F D A  since 2010.

 



 

T O N IX  P H A R MA C E U T IC A L S  23 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  23 P harm acokinetics (P K ) P atents filed around unique P K  profile P rotection expected to 2033 C om position - of - m atter P atent filed - “E utectic” P rotection expected to 2034 Method - of - use F M: patent issued, 3Q  2020 expiry P T S D : patent filed in 2010 T N X  - 102 S L  F ibrom yalgia, P T S D  T N X  - 201 H  eadache C om position - of - m atter P atent filed – single isom er P rotection expected to 2033 A ll IP  w holly - ow ned by T onix – no royalties / future obligations

 



 

T O N IX  P H A R MA C E U T IC A L S  24 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  C orporate □ Jan 2014 – $40.7 m illion net proceeds from  com m on stock offering T N X  - 102 S L  □ 3Q  2013 – B egan B E S T F IT  trial in F M □ 4Q  2013 – B egan open - label extension study in F M □ 3Q  2014 – S tart P hase 2 efficacy study in P T S D  □ 4Q  2014 – R eport top line results of B E S T F IT  trial in F M T N X  - 201 □ Jan 2014 – H eld P re - IN D  m eeting for tension - type headache □ 3Q  2014 – F ile IN D  for tension - type headache □ 4Q  2014 – C onduct clinical pharm acology study x x x x

 



 

T O N IX  P H A R MA C E U T IC A L S  25 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  B ruce D augherty, P hD  C S O  S eth L ederm an, MD  C E O  L eland G ershell, MD , P hD  C F O  D on K ellerm an, P harm D  S V P , C linical D evelopm ent &  R egulatory A ffairs

 



 

T O N IX  P H A R MA C E U T IC A L S  26 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  John R hodes N Y S E R D A , N R D C  B ooz A llen H am ilton D onald L andry, MD , P hD  C hair, D epartm ent of Medicine C olum bia U niversity S tuart D avidson A lkerm es C om bion S eth L ederm an, MD  (C hair) T argent P harm aceuticals V ela P harm aceuticals S am uel S aks, MD  A L Z A  Jazz P harm aceuticals P atrick G race WR  G race C hem ed E rnest Mario, P hD  G laxo, A L Z A  R eliant P harm aceuticals C harles Mather Janney Montgom ery S cott C ow en, S m ith B arney

 



 

T O N IX  P H A R MA C E U T IC A L S  27 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  27 N A S D A Q : T N X P  C ash reported at March 31 , 2014 $ 49.5 m illion N et cash used in operations in 1Q 14 $ 4.0 m illion S hares outstanding † 9.9 m illion † A s of May 16, 2014

 



 

T O N IX  P H A R MA C E U T IC A L S  28 C O N F ID E N T IA L  T O N IX  P H A R MA C E U T IC A L S  28 • T N X  - 102 S L : late - stage clinical program  in large m arket indication • S trong evidence of clinical benefit in P hase 2a • C urrent F M treatm ent options leave m any patients unsatisfied • F ibrom yalgia is a current focus of the F D A  • Multiple opportunities (fibrom yalgia , P T S D , headache) • T eam  distinguished by track record of drug developm ent success • Well - capitalized to execute on key near - term  m ilestones  
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