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ITEM 7.01 Regulation FD Disclosure.
 
Tonix Pharmaceuticals Holding Corp. (the “Company”) intends to utilize two updated investor presentations 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.  Copies of the two presentations are filed as Exhibits 99.01 and 99.02.
 
The information contained in Item 7.01 of this Current Report on Form 8-K, including Exhibits 99.01 and 99.02, 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 Exhibits 99.01
and 99.02, 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 Long Corporate Presentation by the Company for January 2013*
99.02 Short Corporate Presentation by the Company for January 2013*

______
 
* Furnished herewith.
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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: January 28, 2013 By: /s/ LELAND GERSHELL
 Leland Gershell
 Chief Financial Officer
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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  D isclo su res C ertain  statem en ts in  th is p resen tatio n  reg ard in g  strateg ic p lan s, ex p ectatio n s an d  o b jectiv es fo r fu tu re o p eratio n s o r resu lts are “fo rw ard  - lo o k in g  statem en ts” as d efin ed  b y  th e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5  . T h ese statem en ts m ay  b e id en tified  b y  th e u se o f fo rw ard  - lo o k in g  w o rd s su ch  as "an ticip ate," "b eliev e," "fo recast," " estim ate" an d  "in ten d ," am o n g  o th ers . T h ese fo rw ard  - lo o k in g  statem en ts are b ased  o n  T O N IX ’s cu rren t ex p ectatio n s an d  actu al resu lts co u ld  d iffer m aterially  . T h ere are a n u m b er o f facto rs th at co u ld  cau se actu al ev en ts to  d iffer m aterially  fro m  th o se in d icated  b y  su ch  fo rw ard  - lo o k in g  statem en ts . T h ese facto rs in clu d e, b u t are n o t lim ited  to , su b stan tial co m p etitio n  ; o u r ab ility  to  co n tin u e as a g o in g  co n cern  ; o u r n eed  fo r ad d itio n al fin an cin g  ; u n certain ties o f p aten t p ro tectio n  an d  litig atio n  ; u n certain ties o f g o v ern m en t o r th ird  p arty  p ay er reim b u rsem en t ; lim ited  sales an d  m ark etin g  effo rts an d  d ep en d en ce u p o n  th ird  p arties ; an d  risk s related  to  failu re to  o b tain  F D A  clearan ces o r ap p ro v als an d  n o n co m p lian ce w ith  F D A  reg u latio n s . A s w ith  an y  p h arm aceu tical u n d er d ev elo p m en t, th ere are sig n ifican t risk s in  th e d ev elo p m en t, reg u lato ry  ap p ro v al an d  co m m ercializatio n  o f n ew  p ro d u cts . T h e fo rw ard  - lo o k in g  statem en ts in  th is p resen tatio n  are m ad e as o f th e d ate o f th is p resen tatio n , ev en  if su b seq u en tly  m ad e av ailab le b y  th e C o m p an y  o n  its w eb site o r o th erw ise . T O N IX  d o es n o t u n d ertak e an  o b lig atio n  to  u p d ate o r rev ise an y  fo rw ard  - lo o k in g  statem en t . In v esto rs sh o u ld  read  th e risk  facto rs set fo rth  in  th e A n n u al R ep o rt o n  F o rm  1 0  - K  filed  w ith  th e S E C  o n  March  3 0  , 2 0 1 2  an d  fu tu re p erio d ic rep o rts filed  w ith  th e S ecu rities an d  E x ch an g e C o m m issio n  . A ll o f th e C o m p an y 's fo rw ard  - lo o k in g  statem en ts are ex p ressly  q u alified  b y  all su ch  risk  facto rs an d  o th er cau tio n ary  statem en ts .

 



 

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  3  F u ll N am e: T o n ix  P h arm aceu ticals H o ld in g  C o rp . T ick er: T N X P  (O T C /Q B ) C o m m o n  S h ares O u tstan d in g : 4 3 .2  m illio n  (as o f Jan u ary  1 , 2 0 1 3 ) 5 2  - w eek  T rad in g  R an g e* : $ 0 .2 5  - $ 2 .0 6  A u d ito r: E isn erA m p er L L P  C o rp o rate C o u n sel: S ich en zia R o ss F ried m an  F eren ce L L P  P aten t C o u n sel: R o p es &  G ray  L L P  In stitu tio n al In v esto r: T ech n o lo g y  P artn ers T O N IX  P ro file *  S to ck  first trad ed  in  F eb ru ary  2 0 1 2

 



 

T O N IX  P H A R MA C E U T IC A L S  4  C o m p an y  O v erv iew  • D ev elo p in g  n o v el m ed icatio n s fo r ch allen g in g  d iso rd ers o f th e cen tral n erv o u s sy stem  (C N S ) - L arg e an d  u n d erserv ed  in d icatio n s • P iv o tal trial in  fib ro m y alg ia (F M) to  rep o rt in  early  2 0 1 4  - P h ase 2  d ata d em o n strated  efficacy  - U n iq u e, n o n  - ad d ictiv e treatm en t ap p ro ach  –  targ etin g  sleep  q u ality  • C ap ital - efficien t strateg y  m itig ates risk  an d  co st - 5 0 5 (b )(2 ) lev erag es estab lish ed  safety  d atab ase • S tro n g  m ark et ex clu siv ity  o n  lead  p ro d u ct can d id ates - P ro tectio n  ex p ected  to  2 0 3 3  o n  p ro p rietary  su b lin g u al tab let • E x p erien ced  m an ag em en t an d  b o ard  4

 



 

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  E x p erien ced  L ead ersh ip  S elected  P rev io u s C o rp o rate A ffiliatio n s S elected  P rev io u s P ro d u ct A ffiliatio n s S eth  L ed erm an , MD  C E O  &  C h airm an  • V ela • T arg en t • V alid u s • F o n tu s L elan d  G ersh ell, MD , P h D  C F O  • C o w en  • A p o th ecary  C ap ital • F av u s R esearch  • Mad iso n  William s B ru ce D au g h erty , P h D , MB A  S en io r D irecto r o f D ru g  D ev elo p m en t • Merck  • R o ch e In stitu te 5

 



 

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  A cco m p lish ed  In d ep en d en t B o ard  S elected  C u rren t &  P rev io u s A ffiliatio n s S elected  P rev io u s P ro d u ct A ffiliatio n s S eth  L ed erm an , MD  C h airm an  • V ela • T arg en t • V alid u s/F o n tu s S tu art D av id so n  • A lk erm es • C o m b io n  P atrick  G race • WR  G race • C h em ed  • G race In stitu te D o n ald  L an d ry , MD , P h D  • C o lu m b ia U n iv ersity  C h air, D ep t. o f Med icin e • V ela E rn est Mario , P h D  • G lax o  • A lza • R elian t C h arles Math er • Jan n ey  Mo n tg o m ery  S co tt • C o w en  • S m ith  B arn ey  Jo h n  R h o d es • B o o z A llen  H am ilto n  S am u el S ak s, MD  • Jazz • A lza • C o u g ar 6

 



 

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  P ro d u ct P ip elin e 7  In d icatio n  P ro d u ct S tatu s F ib ro m y alg ia T N X  - 1 0 2  S L  • C  y clo b en zap rin e (C B P ) in  su b lin g u al fo rm u latio n  • F irst p iv o tal t rial to  b eg in  in  1 H  2 0 1 3  • T o p lin e resu lts ex p ected  in  1 Q  2 0 1 4  P T S D  (P o st - T rau m atic S tress D iso rd er) T N X  - 1 0 2  S L  • T o  co n d u ct p ro o f - o f - co n cep t stu d y  in  2 H  2 0 1 3  • T o  seek  U .S . D ep artm en t o f D efen se p artn ersh ip  H ead ach e T N X  - 2 0 1  • P ro p rietary  p ro d u ct b ased  o n  g ran d fath ered  co m p o u n d  • P o ten tially  sh o rten ed  p ro cess fo r ap p ro v al b y  th e U S  F o o d  an d  D ru g  A d m in istratio n  (F D A ) A lco h o lism  T N X  - 3 0 1  • P aten ts issu ed  (U S , E U ) • P o ten tial fo r g o v ern m en t fu n d in g

 



 

T O N IX  P H A R MA C E U T IC A L S  8  T O N IX  P H A R MA C E U T IC A L S  8  F ib ro m y alg ia T N X  - 1 0 2  S L  P ro g ram :

 



 

T O N IX  P H A R MA C E U T IC A L S  9  • C o m p lex  sy n d ro m e - D esp ite th ree F D A  - ap p ro v ed  m ed icatio n s, p atien ts are d issatisfied  - F D A  p rim ary  en d p o in t is p ain  • C o m p lain t: “H u rt all o v er, can ’t sleep ” - C en tral p ain  –  o rig in ates in  th e C N S  - R esto rativ e sleep  can  im p ro v e p ain  an d  o th er sy m p to m s - N o  b en efit fro m  o p iates o r p rescrip tio n  sleep  d ru g s • ~ 9 0 %  o f d iag n o sed  p atien ts are fem ale - Man ag em en t b eliev es affected  m en  m ay  self - m ed icate F ib ro m y alg ia 9  P ain  S leep  Mo o d

 



 

T O N IX  P H A R MA C E U T IC A L S  1 0  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 ib ro m y alg ia Mark et O p p o rtu n ity  • ~ 5  m illio n  U .S . p atien ts*  • U .S . p rescrip tio n  d ru g  m ark et in  2 0 1 1  ~ $ 1 .4  b illio n * *  - 2 0 0 7  –  2 0 1 1  C A G R  o f 1 7 % * *  • F irst ap p ro v ed  d ru g  fo r fib ro m y alg ia in  2 0 0 7  • Mark et g ro w th  d riv en  b y  o n  - lab el d ru g s rep lacin g  leg acy  o ff - lab el g en erics* * *  *  N atio n al In stitu tes o f H ealth , U .S . D ep artm en t o f H ealth  an d  H u m an  S erv ices * *  D ecisio n  R eso u rces P ain  Man ag em en t S tu d y : F ib ro m y alg ia, Jan u ary  2 0 1 2  * * *  F ro st &  S u lliv an  F ib ro m y alg ia Mark et S tu d y , D ecem b er 2 0 1 0  * * * *  E U  o n ly  P ro d u ct C o m p an y  P rio r In d icatio n  A p p ro v al Y ear 2 0 1 1  U .S . S  ales in  F M* *  L y rica®  P fizer P ain  (n eu ro p ath ic) 2 0 0 7  $ 4 5 0  m illio n  C y m b alta®  E li L illy  D ep ressio n  2 0 0 8  $ 5 6 0  m illio n  S av ella®  F o rest D ep ressio n * * * *  2 0 0 9  $ 1 0 1  m illio n  1 0

 



 

T O N IX  P H A R MA C E U T IC A L S  1 1  Man ag ed  C are P ersp ectiv e o n  F M • F ib ro m y alg ia p resen ts a sig n ifican t eco n o m ic b u rd en  - S tu d ies sh o w  h ig h  co st in  o v erall care, lo st p ro d u ctiv ity , an d  d isab ility  • P h y sician s an d  p ay o rs are aw are o f h ig h  u n m et n eed  in  p h arm aco lo g ical treatm en t o f fib ro m y alg ia - P atien ts tak e m an y  p ro d u cts w ith o u t ev id en ce o f efficacy  • A ll F D A  - ap p ro v ed  fib ro m y alg ia p ro d u cts are b ran d ed  an d  o n  - p aten t - R eim b u rsed  at T ier 2  an d  en jo y  g ro w in g  sales in  fib ro m y alg ia - G ro w th  co n tin u es d esp ite p resen ce o f leg acy  o ff - lab el g en erics in  T ier 1  1 1

 



 

T O N IX  P H A R MA C E U T IC A L S  1 2  L eg acy  O ff - L ab el A b an d o n ed  In  D ev elo p m en t F D A  A p p ro v ed  S leep  • cy clo b en zap rin e • m u scle relax an ts • so d iu m  o x y b ate *  • so d iu m  o x y b ate * *  (P h ase 3 ) • T N X  - 1 0 2  S L  (P h ase 3  read y ) P ain  • g ab ap en tin  • o p io id s • p reg ab alin  C R  (P h ase 3 ) • flu p irtin e (P h ase 2 ) Mo o d  • v en lafax in e • b u p ro p io n  • T D  - 9 8 5 5  (P h ase 2 ) E v o lu tio n  o f F ib ro m y alg ia Mark et *  X y rem  ®  - p rescrib ed  o ff - lab el fo r treatm en t - refracto ry  p atien ts, d isp en sin g  co n tro lled  b y  cen tral m ail - o rd er p h arm acy  * *  Jazz P h arm aceu ticals h ad  so u g h t in d icatio n  as R ek in la ®  fo r refracto ry  p atien ts w h o  failed  o th er treatm en ts; N D A  w ith d raw n  1 2

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  S leep  Q u ality : V alid ated  T arg et in  F M • T N X  - 1 0 2  S L  ex p ected  to  b e first - in  - class F D A  - ap p ro v ed  p ro d u ct targ etin g  sleep  q u ality  fo r th e “m an ag em en t o f F M ” • C y clo b en zap rin e is F D A  ap p ro v ed  as a m u scle relax an t b u t h as o ff - lab el u se as a slo w  - actin g  sleep  aid  in  fib ro m y alg ia T N X  - 1 0 2  S L  Mo o d  O th er cy clo b en zap rin e fo rm u latio n s ap p ro v ed  as m u scle relax an ts P rev io u sly  ap p ro v ed  fo r treatin g  n eu ro p ath ic p ain  P rev io u sly  ap p ro v ed  fo r treatin g  d ep ressio n  P ain  S leep

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  C y clo b en zap rin e: Im p ressiv e S afety , Wid ely  U sed  • N o t a co n tro lled  su b stan ce • N o  reco g n ized  ad d ictiv e p o ten tial • F D A  ap p ro v ed  as F lex eril ®  sin ce 1 9 7 7  fo r m u scle sp asm  • U sed  o ff - lab el as slo w  - actin g  sleep  aid  in  fib ro m y alg ia • N o t ap p ro v ed  fo r treatin g  sleep  • A lza b o u g h t F lex eril fro m  Merck  in  2 0 0 1  • H ig h  - d o se co n tro lled  - release p ro d u ct fo r m u scle sp asm  ( A m rix  ® ) ap p ro v ed  b y  F D A  in  2 0 0 7  1 4

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  B ed tim e C y clo b en zap rin e: F M P h ase 2  –  O v erv iew  • D o u b le b lin d , ran d o m ized , p laceb o  co n tro lled  • 3 6  fib ro m y alg ia p atien ts; 1 8  p er arm  - V ery  lo w  d o se cy clo b en zap rin e (V L D C ) o r p laceb o  tak en  b etw een  d in n er an d  b ed tim e d aily  • E ig h t - w eek , d o se escalatin g  stu d y , fro m  1  m g  to  4  m g  - A v erag e b ed tim e cy clo b en zap rin e d o se at w eek  eig h t w as 3 .1  m g  - L o w est av ailab le d o se o f cy clo b en zap rin e is 5  m g  • C o n d u cted  at tw o  acad em ic cen ters in  C an ad a • P u b lish ed  in  Jo u rn al o f R h eu m ato lo g y *  D ecem b er 2 0 1 1  - H arv ey  Mo ld o fsk y , MD  –  lead  in v estig ato r (U n iv ersity  o f T o ro n to ) *  Mo ld o fsk y  et al., J. R h eu m . D ecem b er 2 0 1 1 : h ttp ://jrh eu m .o rg /co n ten t/early /2 0 1 1 /0 8 /3 0 /jrh eu m .1 1 0 1 9 4 .fu ll.p d f+ h tm l 1 5

 



 

T O N IX  P H A R MA C E U T IC A L S  1 6  -3 5 %  -3 0 %  -2 5 %  -2 0 %  -1 5 %  -1 0 %  -5 %  0 %  5 %  1 0 %  1 5 %  P ercen t C h an g e fro m  B aselin e V L D C  P laceb o  p = 0 .0 1 0  p = 0 .0 3 9  p = 0 .0 0 6  p = 0 .0 1 2  p = 0 .0 1 7  F atig u e H A D  H A D  D ep ressio n  P ain  T en d ern ess 0 %  B ed tim e C y clo b en zap rin e: F M P h ase 2  –  E fficacy  • C h an g e fro m  b aselin e at w eek  eig h t 1 6

 



 

T O N IX  P H A R MA C E U T IC A L S  1 7  C u rren t C B P  P ro d u cts N o t O p tim al fo r C h ro n ic F ib ro m y alg ia T reatm en t • C u rren t d ay tim e reg im en s p o o rly  su ited  fo r F M - C h ro n ic d ay tim e cy clo b en zap rin e m ay  co n fo u n d  lo n g  - term  efficacy  • C u rren t d o ses p o o rly  su ited  fo r b ed tim e u se - O ff - lab el u se o f av ailab le d o ses o f cy clo b en zap rin e at b ed tim e asso ciated  w ith  n ex t - m o rn in g  g ro g g in ess • C u rren t fo rm u latio n s p o o rly  su ited  fo r b ed tim e u se - S lo w  sy stem ic ab so rp tio n  v ia o ral ro u te • D esp ite sh o rtco m in g s, leg acy  o ff - lab el cy clo b en zap rin e is w id ely  u sed  in  th e m an ag em en t o f fib ro m y alg ia 1 7

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  - 1 0 2  S L  : F irst - in  - C lass F ib ro m y alg ia Med icin e • C h ro n ic b ed tim e d o sin g  - D ru g  ex p o su re d u rin g  th e n ig h t to  targ et n o n  - resto rativ e sleep  • L o w er d o se th an  av ailab le C B P  tab lets - T ailo red  to  red u ce n ex t - m o rn in g  g ro g g in ess • P ro p rietary  su b lin g u al fo rm u latio n  - T ran sm u co sal d eliv ery  - R ap id  sy stem ic ab so rp tio n  d em o n strated  in  h u m an s - A v o id s “first - p ass” m etab o lism  w h ich  p ro d u ces p sy ch o activ e m etab o lite 1 8

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  T N X  - 1 0 2  S L : S u b lin g u al C B P  T ab let • F aster ab so rp tio n  • B y p asses liv er “first - p ass” m etab o lism  C y clo b en zap rin e p 4 5 0  Metab o lism  T o  feces L iv er D o se A b so rp tio n  N o rcy clo b en zap rin e S u b lin g u al O ral D o se S w allo w ed  O ral D o se C y clo b en zap rin e p 4 5 0  Metab o lism  B rain  P o rtal V ein  G u t Wall H ep atic V ein /In f. V en a C av a 2 +  H o u rs 1 9

 



 

T O N IX  P H A R MA C E U T IC A L S  2 0  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  - 1 0 2  S L : P iv o tal D ev elo p m en t in  F M • F irst p iv o tal efficacy  trial to  b eg in  in  1 H  2 0 1 3  - R an d o m ized , d o u b le b lin d , p laceb o  co n tro lled  - T o  en ro ll 1 0 0  - 2 0 0  p atien ts; 8  - 1 0  U .S . cen ters - 1 2  - w eek  treatm en t p erio d , n ig h tly  b ed tim e d o sin g  - P re - d efin ed  efficacy  en d p o in t =  p ain  (N u m eric R atin g  S cale) - T o p lin e resu lts ex p ected  in  1 Q  2 0 1 4  • S eco n d  p iv o tal trial to  su p p o rt N D A  filin g  - 1 2  - w eek  p laceb o  - co n tro lled  efficacy  trial in  ~ 3 0 0  p atien ts - P rim ary  efficacy  en d p o in t =  p ain  (N u m eric R atin g  S cale) - K ey  seco n d ary  efficacy  en d p o in ts • “ Man ag ed  C are” stu d y  - D em o n strate clin ical su p erio rity  o f T N X  - 1 0 2  S L  o v er g en eric C B P  2 0

 



 

T O N IX  P H A R MA C E U T IC A L S  2 1  T O N IX  P H A R MA C E U T IC A L S  2 1  P o st - T rau m atic S tress D iso rd er T N X  - 1 0 2  S L  P ro g ram :

 



 

T O N IX  P H A R MA C E U T IC A L S  2 2  T O N IX  P H A R MA C E U T IC A L S  T N X  - 1 0 2  S L : S u b lin g u al C B P  fo r P T S D  • P atien ts ex p erien ce d istu rb ed  sleep  an d  w id esp read  p ain  - P ain k iller ab u se an d  ad d ictio n  is co m m o n  • 3 .5 %  o f U .S . ad u lt p o p u latio n  h as su ffered  fro m  P T S D  in  p ast 1 2  m o n th s*  - E x p erien cin g  an y  trau m a can  lead  to  P T S D  • U n satisfied  m ark et - Z o lo ft ®  an d  P ax il®  are th e o n ly  F D A  ap p ro v ed  p ro d u cts fo r P T S D  • P h ase 2  p ro o f - o f - co n cep t stu d y  to  b e co n d u cted  in  2 0 1 3  - P re - IN D  m eetin g  h eld  O cto b er 2 0 1 2  en co u rag es fu rth er d ev elo p m en t - L ev erag e fib ro m y alg ia fo rm u latio n  an d  clin ical w o rk  *  N atio n al In stitu tes o f Men tal H ealth  &  N atio n al In stitu tes o f H ealth  2 0 1 0  2 2

 



 

T O N IX  P H A R MA C E U T IC A L S  2 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  T im in g  Milesto n es - F ib ro m y alg ia 1 H  2 0 1 3  • C o m m en ce first p iv o tal trial 1 Q  2 0 1 4  • T o p lin e resu lts fro m  first p iv o tal trial • E v alu ate p artn ersh ip  o p p o rtu n ities T im in g  Milesto n es - P T S D  2 H  2 0 1 3  • C o n d u ct p ro o f o f co n cep t stu d y  in  P T S D  p atien ts U p co m in g  Milesto n es 2 3

 



 

T O N IX  P H A R MA C E U T IC A L S  2 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  T N X  - 1 0 2  S L : In tellectu al P ro p erty  • P h arm aco k in etics (P K ) - P aten t filed  aro u n d  u n iq u e P K  p ro file • S u rp risin g  an d  u n ex p ected  o b serv atio n s • P ro tectio n  ex p ected  th ro u g h  2 0 3 3  - D ifficu lt p aten t class to  circu m v en t • Meth o d  o f U se - F M: issu ed  p aten t, ex p iratio n  m id  - 2 0 2 1  - P T S D : p aten t filed  in  2 0 1 0  • C o m p o sitio n  o f Matter - P aten t in  p rep aratio n  2 4

 



 

T O N IX  P H A R MA C E U T IC A L S  2 5  In v estm en t H ig h lig h ts • D ev elo p in g  n o v el m ed icatio n s fo r ch allen g in g  d iso rd ers o f th e cen tral n erv o u s sy stem  - L arg e an d  u n d erserv ed  in d icatio n s • P iv o tal trial in  fib ro m y alg ia to  rep o rt in  early  2 0 1 4  - P h ase 2  d ata d em o n strated  efficacy  - U n iq u e, n o n  - ad d ictiv e treatm en t ap p ro ach  –  targ etin g  sleep  q u ality  • C ap ital - efficien t strateg y  m itig ates risk  an d  co st - 5 0 5 (b )(2 ) lev erag es estab lish ed  safety  d atab ase • S tro n g  m ark et ex clu siv ity  o n  lead  p ro d u ct can d id ates - P ro tectio n  ex p ected  to  2 0 3 3  o n  p ro p rietary  su b lin g u al tab let • E x p erien ced  m an ag em en t an d  b o ard  2 5
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C o rp o rate P resen tatio n  O T C /Q B : 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  D isclo su res C ertain  statem en ts in  th is p resen tatio n  reg ard in g  strateg ic p lan s, ex p ectatio n s an d  o b jectiv es fo r fu tu re o p eratio n s o r resu lts are “fo rw ard  - lo o k in g  statem en ts” as d efin ed  b y  th e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5  . T h ese statem en ts m ay  b e id en tified  b y  th e u se o f fo rw ard  - lo o k in g  w o rd s su ch  as "an ticip ate," "b eliev e," "fo recast," " estim ate" an d  "in ten d ," am o n g  o th ers . T h ese fo rw ard  - lo o k in g  statem en ts are b ased  o n  T O N IX ’s cu rren t ex p ectatio n s an d  actu al resu lts co u ld  d iffer m aterially  . T h ere are a n u m b er o f facto rs th at co u ld  cau se actu al ev en ts to  d iffer m aterially  fro m  th o se in d icated  b y  su ch  fo rw ard  - lo o k in g  statem en ts . T h ese facto rs in clu d e, b u t are n o t lim ited  to , su b stan tial co m p etitio n  ; o u r ab ility  to  co n tin u e as a g o in g  co n cern  ; o u r n eed  fo r ad d itio n al fin an cin g  ; u n certain ties o f p aten t p ro tectio n  an d  litig atio n  ; u n certain ties o f g o v ern m en t o r th ird  p arty  p ay er reim b u rsem en t ; lim ited  sales an d  m ark etin g  effo rts an d  d ep en d en ce u p o n  th ird  p arties ; an d  risk s related  to  failu re to  o b tain  F D A  clearan ces o r ap p ro v als an d  n o n co m p lian ce w ith  F D A  reg u latio n s . A s w ith  an y  p h arm aceu tical u n d er d ev elo p m en t, th ere are sig n ifican t risk s in  th e d ev elo p m en t, reg u lato ry  ap p ro v al an d  co m m ercializatio n  o f n ew  p ro d u cts . T h e fo rw ard  - lo o k in g  statem en ts in  th is p resen tatio n  are m ad e as o f th e d ate o f th is p resen tatio n , ev en  if su b seq u en tly  m ad e av ailab le b y  th e C o m p an y  o n  its w eb site o r o th erw ise . T O N IX  d o es n o t u n d ertak e an  o b lig atio n  to  u p d ate o r rev ise an y  fo rw ard  - lo o k in g  statem en t . In v esto rs sh o u ld  read  th e risk  facto rs set fo rth  in  th e A n n u al R ep o rt o n  F o rm  1 0  - K  filed  w ith  th e S E C  o n  March  3 0  , 2 0 1 2  an d  fu tu re p erio d ic rep o rts filed  w ith  th e S ecu rities an d  E x ch an g e C o m m issio n  . A ll o f th e C o m p an y 's fo rw ard  - lo o k in g  statem en ts are ex p ressly  q u alified  b y  all su ch  risk  facto rs an d  o th er cau tio n ary  statem en ts .

 



 

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  3  F u ll N am e: T o n ix  P h arm aceu ticals H o ld in g  C o rp . T ick er: T N X P  (O T C /Q B ) C o m m o n  S h ares O u tstan d in g : 4 3 .2  m illio n  (as o f Jan u ary  1 , 2 0 1 3 ) 5 2  - w eek  T rad in g  R an g e* : $ 0 .2 5  - $ 2 .0 6  A u d ito r: E isn erA m p er L L P  C o rp o rate C o u n sel: S ich en zia R o ss F ried m an  F eren ce L L P  P aten t C o u n sel: R o p es &  G ray  L L P  In stitu tio n al In v esto r: T ech n o lo g y  P artn ers T O N IX  P ro file *  S to ck  first trad ed  in  F eb ru ary  2 0 1 2

 



 

T O N IX  P H A R MA C E U T IC A L S  4  C o m p an y  O v erv iew  • D ev elo p in g  n o v el m ed icatio n s fo r ch allen g in g  d iso rd ers o f th e cen tral n erv o u s sy stem  (C N S ) - L arg e an d  u n d erserv ed  in d icatio n s • P iv o tal trial in  fib ro m y alg ia (F M) to  rep o rt in  early  2 0 1 4  - P h ase 2  d ata d em o n strated  efficacy  - U n iq u e, n o n  - ad d ictiv e treatm en t ap p ro ach  –  targ etin g  sleep  q u ality  • C ap ital - efficien t strateg y  m itig ates risk  an d  co st - 5 0 5 (b )(2 ) lev erag es estab lish ed  safety  d atab ase • S tro n g  m ark et ex clu siv ity  o n  lead  p ro d u ct can d id ates - P ro tectio n  ex p ected  to  2 0 3 3  o n  p ro p rietary  su b lin g u al tab let • E x p erien ced  m an ag em en t an d  b o ard  4

 



 

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  E x p erien ced  L ead ersh ip  S elected  P rev io u s C o rp o rate A ffiliatio n s S elected  P rev io u s P ro d u ct A ffiliatio n s S eth  L ed erm an , MD  C E O  &  C h airm an  • V ela • T arg en t • V alid u s • F o n tu s L elan d  G ersh ell, MD , P h D  C F O  • C o w en  • A p o th ecary  C ap ital • F av u s R esearch  • Mad iso n  William s B ru ce D au g h erty , P h D , MB A  S en io r D irecto r o f D ru g  D ev elo p m en t • Merck  • R o ch e In stitu te 5

 



 

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  A cco m p lish ed  In d ep en d en t B o ard  S elected  C u rren t &  P rev io u s A ffiliatio n s S elected  P rev io u s P ro d u ct A ffiliatio n s S eth  L ed erm an , MD  C h airm an  • V ela • T arg en t • V alid u s/F o n tu s S tu art D av id so n  • A lk erm es • C o m b io n  P atrick  G race • WR  G race • C h em ed  • G race In stitu te D o n ald  L an d ry , MD , P h D  • C o lu m b ia U n iv ersity  C h air, D ep t. o f Med icin e • V ela E rn est Mario , P h D  • G lax o  • A lza • R elian t C h arles Math er • Jan n ey  Mo n tg o m ery  S co tt • C o w en  • S m ith  B arn ey  Jo h n  R h o d es • B o o z A llen  H am ilto n  S am u el S ak s, MD  • Jazz • A lza • C o u g ar 6

 



 

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  P ro d u ct P ip elin e 7  In d icatio n  P ro d u ct S tatu s F ib ro m y alg ia T N X  - 1 0 2  S L  • C  y clo b en zap rin e (C B P ) in  su b lin g u al fo rm u latio n  • F irst p iv o tal t rial to  b eg in  in  1 H  2 0 1 3  • T o p lin e resu lts ex p ected  in  1 Q  2 0 1 4  P T S D  (P o st - T rau m atic S tress D iso rd er) T N X  - 1 0 2  S L  • T o  co n d u ct p ro o f o f co n cep t stu d y  in  2 H  2 0 1 3  • T o  seek  U .S . D ep artm en t o f D efen se p artn ersh ip  H ead ach e T N X  - 2 0 1  • P ro p rietary  p ro d u ct b ased  o n  g ran d fath ered  co m p o u n d  • P o ten tially  sh o rten ed  p ro cess fo r ap p ro v al b y  th e U S  F o o d  an d  D ru g  A d m in istratio n  (F D A ) A lco h o lism  T N X  - 3 0 1  • P aten ts issu ed  (U S , E U ) • P o ten tial fo r g o v ern m en t fu n d in g

 



 

T O N IX  P H A R MA C E U T IC A L S  8  T O N IX  P H A R MA C E U T IC A L S  8  F ib ro m y alg ia T N X  - 1 0 2  S L  P ro g ram :

 



 

T O N IX  P H A R MA C E U T IC A L S  9  • C o m p lex  sy n d ro m e - D esp ite th ree F D A  - ap p ro v ed  m ed icatio n s, p atien ts are d issatisfied  - F D A  p rim ary  en d p o in t is p ain  • C o m p lain t: “H u rt all o v er, can ’t sleep ” - C en tral p ain  –  o rig in ates in  th e C N S  - R esto rativ e sleep  can  im p ro v e p ain  an d  o th er sy m p to m s - N o  b en efit fro m  o p iates o r p rescrip tio n  sleep  d ru g s • ~ 9 0 %  o f d iag n o sed  p atien ts are fem ale - Man ag em en t b eliev es affected  m en  m ay  self - m ed icate F ib ro m y alg ia 9  P ain  S leep  Mo o d

 



 

T O N IX  P H A R MA C E U T IC A L S  1 0  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 ib ro m y alg ia Mark et O p p o rtu n ity  • ~ 5  m illio n  U .S . p atien ts*  • U .S . p rescrip tio n  d ru g  m ark et in  2 0 1 1  ~ $ 1 .4  b illio n * *  - 2 0 0 7  –  2 0 1 1  C A G R  o f 1 7 % * *  • F irst ap p ro v ed  d ru g  fo r fib ro m y alg ia in  2 0 0 7  • Mark et g ro w th  d riv en  b y  o n  - lab el d ru g s rep lacin g  leg acy  o ff - lab el g en erics* * *  *  N atio n al In stitu tes o f H ealth , U .S . D ep artm en t o f H ealth  an d  H u m an  S erv ices * *  D ecisio n  R eso u rces P ain  Man ag em en t S tu d y : F ib ro m y alg ia, Jan u ary  2 0 1 2  * * *  F ro st &  S u lliv an  F ib ro m y alg ia Mark et S tu d y , D ecem b er 2 0 1 0  * * * *  E U  o n ly  P ro d u ct C o m p an y  P rio r In d icatio n  A p p ro v al Y ear 2 0 1 1  U .S . S  ales in  F M* *  L y rica®  P fizer P ain  (n eu ro p ath ic) 2 0 0 7  $ 4 5 0  m illio n  C y m b alta®  E li L illy  D ep ressio n  2 0 0 8  $ 5 6 0  m illio n  S av ella®  F o rest D ep ressio n * * * *  2 0 0 9  $ 1 0 1  m illio n  1 0

 



 

T O N IX  P H A R MA C E U T IC A L S  1 1  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 leep  Q u ality : V alid ated  T arg et in  F M • T N X  - 1 0 2  S L  ex p ected  to  b e first - in  - class F D A  - ap p ro v ed  p ro d u ct targ etin g  sleep  q u ality  fo r th e “m an ag em en t o f F M ” • C y clo b en zap rin e is F D A  ap p ro v ed  as a m u scle relax an t b u t h as o ff - lab el u se as a slo w  - actin g  sleep  aid  in  fib ro m y alg ia T N X  - 1 0 2  S L  Mo o d  O th er cy clo b en zap rin e fo rm u latio n s ap p ro v ed  as m u scle relax an ts P rev io u sly  ap p ro v ed  fo r treatin g  n eu ro p ath ic p ain  P rev io u sly  ap p ro v ed  fo r treatin g  d ep ressio n  P ain  S leep

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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 y clo b en zap rin e: Im p ressiv e S afety , Wid ely  U sed  • N o t a co n tro lled  su b stan ce • N o  reco g n ized  ad d ictiv e p o ten tial • F D A  ap p ro v ed  as F lex eril ®  sin ce 1 9 7 7  fo r m u scle sp asm  • U sed  o ff - lab el as slo w  - actin g  sleep  aid  in  fib ro m y alg ia • N o t ap p ro v ed  fo r treatin g  sleep  • A lza b o u g h t F lex eril fro m  Merck  in  2 0 0 1  • H ig h  - d o se co n tro lled  - release p ro d u ct fo r m u scle sp asm  ( A m rix  ® ) ap p ro v ed  b y  F D A  in  2 0 0 7  1 2

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  B ed tim e C y clo b en zap rin e: F M P h ase 2  –  O v erv iew  • D o u b le b lin d , ran d o m ized , p laceb o  co n tro lled  • 3 6  fib ro m y alg ia p atien ts; 1 8  p er arm  - V ery  lo w  d o se cy clo b en zap rin e (V L D C ) o r p laceb o  tak en  b etw een  d in n er an d  b ed tim e d aily  • E ig h t - w eek , d o se escalatin g  stu d y , fro m  1  m g  to  4  m g  - A v erag e b ed tim e cy clo b en zap rin e d o se at w eek  eig h t w as 3 .1  m g  - L o w est av ailab le d o se o f cy clo b en zap rin e is 5  m g  • C o n d u cted  at tw o  acad em ic cen ters in  C an ad a • P u b lish ed  in  Jo u rn al o f R h eu m ato lo g y *  D ecem b er 2 0 1 1  - H arv ey  Mo ld o fsk y , MD  –  lead  in v estig ato r (U n iv ersity  o f T o ro n to ) *  Mo ld o fsk y  et al., J. R h eu m . D ecem b er 2 0 1 1 : h ttp ://jrh eu m .o rg /co n ten t/early /2 0 1 1 /0 8 /3 0 /jrh eu m .1 1 0 1 9 4 .fu ll.p d f+ h tm l 1 3

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  -3 0  -2 5  -2 0  -1 5  -1 0  -5  0  5  1 0  1 5  V L D C  P laceb o  P ercen t C h an g e fro m  B aselin e 0 %  P ain  H A D  D ep ressio n  p = 0 .0 1 0  p = 0 .0 1 7  B ed tim e C y clo b en zap rin e: F M P h ase 2  –  E fficacy  H A D  =  H o sp ital A n x iety  an d  D ep ressio n  S co re • C h an g e fro m  b aselin e at w eek  eig h t

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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 N X  - 1 0 2  S L  : F irst - in  - C lass F ib ro m y alg ia Med icin e • C h ro n ic b ed tim e d o sin g  - D ru g  ex p o su re d u rin g  th e n ig h t to  targ et n o n  - resto rativ e sleep  • L o w er d o se th an  av ailab le C B P  tab lets - T ailo red  to  red u ce n ex t - m o rn in g  g ro g g in ess • P ro p rietary  su b lin g u al fo rm u latio n  - T ran sm u co sal d eliv ery  - R ap id  sy stem ic ab so rp tio n  d em o n strated  in  h u m an s - A v o id s “first - p ass” m etab o lism  w h ich  p ro d u ces p sy ch o activ e m etab o lite 1 5  B rain

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  T N X  - 1 0 2  S L : P iv o tal D ev elo p m en t in  F M • F irst p iv o tal efficacy  trial to  b eg in  in  1 H  2 0 1 3  - R an d o m ized , d o u b le b lin d , p laceb o  co n tro lled  - T o  en ro ll 1 0 0  - 2 0 0  p atien ts ; 8  - 1 0  U .S . cen ters - 1 2  - w eek  treatm en t p erio d , n ig h tly  b ed tim e d o sin g  - P re - d efin ed  efficacy  en d p o in t =  p ain  (N u m eric R atin g  S cale) - T o p lin e resu lts ex p ected  in  1 Q  2 0 1 4  • S eco n d  p iv o tal trial to  su p p o rt N D A  filin g  - 1 2  - w eek  p laceb o  - co n tro lled  efficacy  trial in  ~ 3 0 0  p atien ts - P rim ary  efficacy  en d p o in t =  p ain  (N u m eric R atin g  S cale) - K ey  seco n d ary  efficacy  en d p o in ts 1 6  E v alu ate P artn ersh ip  O p p o rtu n ities

 



 

T O N IX  P H A R MA C E U T IC A L S  1 7  T O N IX  P H A R MA C E U T IC A L S  1 7  P o st - T rau m atic S tress D iso rd er T N X  - 1 0 2  S L  P ro g ram :

 



 

T O N IX  P H A R MA C E U T IC A L S  1 8  T O N IX  P H A R MA C E U T IC A L S  T N X  - 1 0 2  S L : S u b lin g u al C B P  fo r P T S D  • P atien ts ex p erien ce d istu rb ed  sleep  an d  w id esp read  p ain  - P ain k iller ab u se an d  ad d ictio n  is co m m o n  • 3 .5 %  o f U .S . ad u lt p o p u latio n  h as su ffered  fro m  P T S D  in  p ast 1 2  m o n th s*  - E x p erien cin g  an y  trau m a can  lead  to  P T S D  • U n satisfied  m ark et - Z o lo ft ®  an d  P ax il®  are th e o n ly  F D A  ap p ro v ed  p ro d u cts fo r P T S D  • P h ase 2  p ro o f - o f - co n cep t stu d y  to  b e co n d u cted  in  2 0 1 3  - P re - IN D  m eetin g  h eld  O cto b er 2 0 1 2  en co u rag es fu rth er d ev elo p m en t - L ev erag e fib ro m y alg ia fo rm u latio n  an d  clin ical w o rk  *  N atio n al In stitu tes o f Men tal H ealth  &  N atio n al In stitu tes o f H ealth  2 0 1 0  1 8

 



 

T O N IX  P H A R MA C E U T IC A L S  1 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  T im in g  Milesto n es - F ib ro m y alg ia 1 H  2 0 1 3  • C o m m en ce first p iv o tal trial 1 Q  2 0 1 4  • T o p lin e resu lts fro m  first p iv o tal trial • E v alu ate p artn ersh ip  o p p o rtu n ities T im in g  Milesto n es - P T S D  2 H  2 0 1 3  • C o n d u ct p ro o f o f co n cep t stu d y  in  P T S D  p atien ts U p co m in g  Milesto n es 1 9
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