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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 August 2013*
 
_____________ 
 
* Furnished herewith.
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Investor P resentation A ugust 2013 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  S afe H arbor S tatem ent C ertainstatem entsinthispresentationregardingstrategicplans,expectationsandobjectives forfutureoperationsorresultsare“forw ard-lookingstatem ents”asdefinedbytheP rivate S ecuritiesL itigationR eform A ctof1995.T hesestatem entsm aybeidentifiedbytheuseof forw ard-lookingw ordssuchas"anticipate,""believe,""forecast,""estim ate"and"intend," am ongothers.T heseforw ard-lookingstatem entsarebasedonT O N IX ’scurrentexpectations andactualresultscoulddifferm aterially.T hereareanum beroffactorsthatcouldcauseactual eventstodifferm ateriallyfrom thoseindicatedbysuchforw ard-lookingstatem ents.T hese factorsinclude,butarenotlim itedto,substantialcom petition;ourabilitytocontinueasa goingconcern;ourneedforadditionalfinancing;uncertaintiesofpatentprotectionand litigation;uncertaintiesofgovernm entorthirdpartypayerreim bursem ent;lim itedsalesand m arketingeffortsanddependenceuponthirdparties;andrisksrelatedtofailuretoobtainU .S . F oodandD rugA dm inistrationclearancesorapprovalsandnoncom pliancew ithitsregulations. A sw ithanypharm aceuticalunderdevelopm ent,therearesignificantrisksinthedevelopm ent, regulatoryapprovalandcom m ercializationofnew products.T heforw ard-lookingstatem ents inthispresentationarem adeasofthedateofthispresentation,evenifsubsequentlym ade availablebytheC om panyonitsw ebsiteorotherw ise.T O N IX doesnotundertakeanobligation toupdateorreviseanyforw ard-lookingstatem ent,exceptasrequiredbylaw .Investorsshould readtheriskfactorssetforthintheA nnualR eportonF orm 10-K fortheyearendedD ecem ber 31,2012,asfiledw iththeS ecuritiesandE xchangeC om m ission(the“S E C ”)onMarch11,2013 andfutureperiodicreportsfiledw iththeS E C onorafterthedatehereof.A lloftheC om pany's forw ard-lookingstatem entsareexpresslyqualifiedbyallsuchriskfactorsandothercautionary 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  Investm ent H ighlights D eveloping novel m edications for central pain disorders A ddressing large and unm et needs in the central neuropathic pain m arket F ibrom yalgia –lead indication P hase 2b/3 trial of T N X -102 S L  to report in 2H  2014 S ignificant efficacy on core sym ptom s dem onstrated in P hase 2a T argets pain-sleep ‘vicious cycle’ –unique, non-addictive treatm ent approach A dditional m arket opportunities P ost-traum atic stress disorder (P T S D ) H eadache, alcoholism  C apital-and tim e-efficient F D A  strategy 505(b)(2) pathw ay: faster tim eline and reduced risk S trong m arket exclusivity P atent protection on lead candidate expected to extend to 2033

 



 

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 roduct P ipeline T N X -102 S L  P T S D  F ibrom yalgia P reclinical P hase 1 P roof-of- C oncept P ivotal N D A  Market T N X -102 S L  C andidate Indication T N X -201 H eadache T N X -301 A lcoholism  * * We expect to be able to enter hum an clinical studies directly based on existing data. * 505(b)(2) 505(b)(2) 505(b)(2) 505(b)(2) P hase 2a P hase 2b/3 IN D  in preparation

 



 

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  F ibrom yalgia (F M) –L ead P rogram  P atients feel pain all over the body, but it originates in the brain 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 T ypical onset age 20-60; predom inantly fem ale R ecognized by health authorities in U .S ., C anada, and Japan P atients desperate for new  therapies despite three approved products P atients often take m ultiple m edications (“polypharm acy”) ‘O ff-label’ use of opioids and sedative-hypnotics provide no sustained benefit E xpensive, burdensom e condition for healthcare system  H ealth utilization and m edication costs are substantial Managed care / payorsrecognize need for new  therapies L arge opportunity for an effective, w ell-tolerated, differentiated product

 



 

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  F ibrom yalgia Market O pportunity *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 †F rost &  S ullivan F ibrom yalgia Market A ssessm ent, D ecem ber 2010 6 5 m illion U .S . patients* 2.6 m illion diagnosed; 2.4 m illion receiving treatm ent** $1.5 billion U .S . prescription drug m arket in 2012*** 14%  C A G R  2007-12 F irst F D A  approval granted only six years ago R evenue grow th of m arket driven by converting patients from  off-label generics to branded drugs approved specifically for F M† P roduct C om pany P rior Indication A pproval Y ear in F M 2012 U .S .S ales in F M*** L yrica ®  P fizer P ain (neuropathic) 2007 $475 m illion C ym balta ®  E li L illy D epression 2008 $600 m illion S avella ®  F orest D epression ‡ 2009 $100 m illion

 



 

T O N IX  P H A R MA C E U T IC A L S  77 F ibrom yalgia: A  V icious C ycle of P ain and P oor Q uality S leep P atient chief com plaint: “H urt all over, can’t sleep” P ain exacerbates poor quality sleep; poor sleep exacerbates pain N o benefit from  opiates or prescription sleep drugs T onixtreatm ent concept: im proving sleep quality can reduce pain and benefit other sym ptom s G ood quality sleep is “restorative“

 



 

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  T N X -102 S L : N ightly B edtim e T herapy as the R oute to Im prove F M P ain P ain (0-10 scale) is F D A  A ccepted E ndpoint T N X -102 S L  10 5 0 V IC IO U S  C Y C L E  cyclobenzaprine sublingual tablet

 



 

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  P hase 2a S tudy –P roof-of-C oncept R esults published in Journal of R heum atology* H arvey Moldofsky, MD  –lead investigator (U niversity of T oronto) D ouble blind, random ized, placebo controlled study C onducted at tw o academ ic centers in C anada •under C anadian C linical T rial A pplication 36 fibrom yalgia patients; 18 per arm  V ery low  dose cyclobenzaprine (V L D  C B P ) or placebo T aken betw een dinner and bedtim e daily E ight w eeks, dose-escalating 1 –4 m g oral capsules A verage dose at w eek eight =  3.1 m g * Moldofskyet al., J. R heum . D ecem ber 2011: http://jrheum .org/content/early/2011/08/30/jrheum .110194.full.pdf+ htm l 9

 



 

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  P ositive R esults from  P hase 2a V L D  C B P  in F M -30 -20 -10 0 10 20 V L D  C B P  P lacebo H A D  =  H ospital A nxiety and D epression S cale * p <  0.05, V L D  C B P  vs. placebo P  e r c e n t C  h a n g e f r o m  B  a s e l i n e a t W e e k 8 P ain* H A D  D epression* N o serious adverse events N o discontinuations due to adverse eventsin treatm ent arm  T ypes of adverse events consistent w ith approved C B P  products (e.g., F lexeril ®  ) V L D  C B P : •26%  reduction in pain vs. 0%  w ith placebo •22%  reduction in depressed m ood vs. 10%  increase w ith placebo

 



 

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  11 T N X -102 S L  O ptim izes C B P  for F M T herapy D ose D elivery current C B P  products 5 10 oral G I absorption T N X -102 S L  2.8 sublingual transm ucosal absorption fast s l o w  •efficacy •tolerability/safety •chronic use •bedtim e therapy •com pliance •m etabolism  O ptim ized for: 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  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  S ublingual vs. O ral D elivery of C B P  12

 



 

T O N IX  P H A R MA C E U T IC A L S  13 C B P  E ffects on N erve C ell S ignaling U ntreated E ffects of T N X -102 S L  C B P  is a m ulti-functional drug - inhibits S erotonin and N orepinephrine reuptake - blocks S erotonin 5H T  2a and N orepinephrine a 1 receptors S N A R I =  S erotonin and N orepinephrine receptor A ntagonist and R euptake Inhibitor

 



 

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  F M T reatm ents: C entral P ain Inhibitors S N R I C ym balta (duloxetine) S avella(m ilnacipran) Mem brane S tabilizer L yrica (pregabalin) S N R I – S erotonin &  N orepinephrine R euptake Inhibitor S N A R I – S erotonin &  N orepinephrine receptor A ntagonist and R euptake Inhibitor T N X -102 S L  S N A R I (cyclobenzaprine sublingual)

 



 

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  T N X -102 S L : “B E S T F IT ” P hase 2b/3 trial in F M B E S T F IT : B E dtim eS ublingual T N X -102 S L  as F ibrom yalgia Intervention T herapy R andom ized, double-blind, placebo-controlled; 12-15 sites, all in U .S . 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 2H  2014 If successful, to 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= 60)* A rm  2: P lacebo, at bedtim e nightly (n= 60)* 12 w eeks open-label extension * T arget enrollm ent; m ay enroll up to 200 patients.

 



 

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  T N X -102 S L : F irst-in-C lass F ibrom yalgia Medicine T argets pain and poor sleep S N A R I –unique m echanism  of action am ong m arketed F M products S ublingual tablet at bedtim e F ast onset aligns exposure w ith sleeping period D esigned to optim ize ease-of-use, com pliance V ery low  dose –2.8 m g D aytim e tolerability D eveloped for long-term  use S ignificant treatm ent effect P ositive clinical experience w ith V L D  C B P  S tarting potential registration study in 3Q  2013 16 B rain

 



 

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  T N X -102 S L : P ost-T raum atic S tress D isorder O verlap betw een P T S D  and F M ~ 50%  of F M orP T S D  patients m eet criteria for the otherdisorder P atients experience disturbed sleep and w idespread pain C ore defining feature is night terrors, a form  of sleep disturbance P ainkiller abuse and addiction are com m on P atients desperate despite tw o F D A  approved drugs 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 hase 2a proof-of-concept study expected to com m ence in 1Q  2014 P re-IN D  m eeting held w ith F D A  L everage fibrom yalgia form ulation, clinical experience, m anufacturing know -how  * 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 D rugs U sed O ff-L abel in P T S D  T N X -102 S L  T razodone T razodone(disordered sleep), P razosin(night terrors) - T razodoneinhibits serotonin 5H T  2a receptors and serotonin reuptake (S A R I) - P razosinblocks norepinephrine a 1 receptors P razosin S A R I –S erotonin R eceptor A ntagonist &  R euptake Inhibitor (S tahl S M, C N S  S pectrum s, 2009;14(10):536. 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  19 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  Intellectual P roperty 19 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  T N X -201 T N X -301 C om position-of-m atter P atent filed –pure isom er P rotection expected to 2033 Method-of-use A lcoholism : patent allow ed, 4Q  2021 expiry

 



 

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  Milestones –R ecent and U pcom ing □ 8/9/13 –T N X P  stock uplistedto N A S D A Q  □ 8/14/13 –gross proceeds of $11.4 m illion from  underw ritten offering □ 3Q  2013 –B egin P hase 2b/3 trial of T N X -102 S L  in F M □ 4Q  2013 –F ile IN D  for T N X -102 S L  in P T S D  □ 1Q  2014 –B egin P hase 2a trial of T N X -102 S L  in P T S D  □ 2H  2014 –T op line results of P hase 2b/3 trial of T N X -102 S L  in F M x x

 



 

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  Managem ent T eam  S elected P revious C orporate A ffiliations S elected P revious P roductA ffiliations S eth L ederm an, MD  C E O  &  C hairm an • V ela • T argent • V alidus • F ontus L eland G ershell, MD , P hD  C F O  • C ow en • A pothecary C apital • MadisonWilliam s B ruceD augherty, P hD , MB A  C S O  • Merck • R oche Institute 21

 



 

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  B oard of D irectors S elected C urrent &  P reviousA ffiliations S elected P revious P roductA ffiliations S eth L ederm an, MD  C hairm an • V ela • T argent • V alidus/F ontus S tuart D avidson • A lkerm es • C om bion P atrick G race • WR  G race • C hem ed • G race Institute D onald L andry, MD , P hD  • C olum bia U niversity C hair, D ept. of Medicine • V ela E rnest Mario, P hD  • G laxo • A lza • R eliant C harles Mather • Janney Montgom eryS cott • C ow en • S m ith B arney John R hodes • B ooz A llen H am ilton • N R D C  S am uel S aks, MD  • Jazz • A lza • C ougar 22

 



 

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  Why Invest in T onix 23 •L ate stage clinical program  in large m arket indication •S trong evidence of desired treatm ent effect in P hase 2a •A ctive ingredient has established safety profile at higher doses •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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