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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 8.01 Other Events.
 
On July 9, 2012, the Company issued a press release announcing that it has received positive results from an animal pharmacokinetic study of
its new formulation of its lead drug, TNX-102, for the treatment of fibromyalgia syndrome, which is a tablet designed to be absorbed
sublingually. Further, the Company stated that an oral solution of the new sublingual formulation will be used in the upcoming
pharmacokinetic/bioavailability study, for which the Company recently received clearance from Health Canada.
 
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 Corporate Presentation by the Company for July 2012 *
99.02 Press Release, dated July 9, 2012, issued by Tonix Pharmaceuticals Holding Corp.

______
 
* 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:  July 9, 2012 By: /s/ SETH LEDERMAN
 Seth Lederman
 President and Chief Executive Officer
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T O N IX  P H A R MA C E U T IC A L S  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 o rw ard  - lo o k in g  S tatem en ts T h e statem en ts an d  d iscu ssio n s co n tain ed  in  th is p resen tatio n  th at are n o t h isto rical facts co n stitu te fo rw ard  - lo o k in g  statem en t s. T h ese can  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 “b eliev es”, “ex p ects”, “m ay ”, “in ten d s”, “an ticip ates”, “p lan s”, “es tim ates”, o r an y  o th er an alo g o u s o r sim ilar ex p ressio n s in ten d ed  to  id en tify  fo rw ard  - lo o k in g  statem en ts. T h ese fo rw ard  - lo o k in g  statem en ts an d  es tim ates as to  fu tu re p erfo rm an ce, estim ates as to  fu tu re v alu atio n s, an d  o th er statem en ts co n tain ed  h erein  reg ard in g  m atters th at are n o  t h  isto rical facts, are o n ly  p red ictio n s an d  actu al ev en ts o r resu lts m ay  d iffer m aterially . We can n o t assu re o r g u aran tee th at an y  fu tu r e r esu lts d escrib ed  in  th is p resen tatio n  w ill b e ach iev ed , an d  actu al resu lts co u ld  v ary  m aterially  fro m  th o se reflected  in  su ch  fo rw ard  - lo o k in g  sta tem en ts. In fo rm atio n  co n tain ed  in  th is p resen tatio n  h as b een  co m p lied  fro m  so u rces b eliev ed  to  b e cred ib le an d  reliab le. H o w ev er, w e ca n n o t g u aran tee su ch  cred ib ility  an d  reliab ility . T h e fo recasts an d  p ro jectio n s o f ev en ts co n tain ed  h erein  are b ased  u p o n  su b jecti v e v alu atio n s, an aly ses, an d  p erso n al o p in io n s. In fo rm atio n  R eg ard in g  D isclo su res T h e C o m m o n  S to ck  an d  Warran ts h av e n o t an d  w ill n o t b e reg istered  u n d er th e S ecu rities A ct o f 1 9 3 3 , as am en d ed  (th e “A ct”), o  r u  n d er an y  state secu rities law s, n o r h as th e S ecu rities an d  E x ch an g e C o m m issio n  (th e “C o m m issio n ”) o r an y  state reg u lato ry  au th o rity  en  d o r sed  th e O fferin g . A n y  rep resen tatio n  to  th e co n trary  is a crim in al o ffen se. In  m ak in g  an  in v estm en t d ecisio n , in v esto rs m u st rely  u p o n  th eir o w n  ex am in atio n  o f th e co m p an y  an d  th e term s o f th e O fferin g  , i n clu d in g  th e m erits an d  risk s in v o lv ed . T h e acq u isitio n  o f th e S to ck , if o ffered , sh o u ld  b e co n sid ered  o n ly  b y  p erso n s w h o  can  b ear t h e eco n o m ic risk  o f th eir in v estm en t o f ran  in d efin ite p erio d  o f tim e an d  can  affo rd  a to tal lo ss o f th eir in v estm en t. E ach  p ro sp ectiv e in v es to r in  th e O fferin g
sh o u ld , p rio r to  p u rch asin g  an y  S to ck , co n su lt h is o w n  atto rn ey  an d  b u sin ess ad v iso r as to  th e leg al, b u sin ess, tax , an d  rel ate d  m atters co n cern in g  its in v estm en t an d  is u rg ed  to  ask  q u estio n s o f, an d  receiv e an sw ers fro m , th e C o m p an y  co n cern in g  th e term s an d  co  n d i tio n s o f th e O fferin g  an d  req u est an y  ad d itio n al in fo rm atio n  th ey  m ay  co n sid er N ecessary  in  m ak in g  an  in fo rm ed  in v estm en t d ecisio n . T h is p resen tatio n  d o es n o t co n stitu te an  o ffer to  sell o r a so licitatio n  o f an  o ffer to  p u rch ase an y  secu rities o f an y  n atu re w h  atso ev er, n o r d o  th e co n ten ts o f th e p resen tatio n  co n stitu te leg al, tax , o r b u sin ess ad v ice. T h is p resen tatio n  an d  th e o fferin g  o f th e C o m p an y 's S to ck  sh all b e k ep t co n fid en tial. T h e recip ien t ag rees n o t to  d isclo se t o  a n y  th ird  p arty  an y  in fo rm atio n  co n tain ed  h erein , o r an y  term s, co n d itio n s, o r o th er facts w ith  resp ect to  h e O fferin g , in clu d in g , w ith o u t li m it atio n , th at th e C o m p an y  is o r m ay  b e co n tem p latin g  th e O fferin g . In fo rm atio n  in clu d ed  h erew ith  h as b een  o b tain ed  fro m  th e C o m p an y  an d  o th er so u rces b eliev ed  to  b e reliab le, b u t th e accu racy  o r co m p leten ess o f su ch  in fo rm atio n  is n o t g u aran teed  b y , an d  sh o u ld  n o t b e co n stru ed  as a rep resen tatio n  b y  th e C o m p an y . A n y  rep resen tatio n s an d  w arran ties w ill b e co n tain ed  o n ly  in  a d efin itiv e ag reem en t sig n ed  b y  th e in v esto r an d  th e C o m p an y . 2  D isclo su res

 



 

T O N IX  P H A R MA C E U T IC A L S  • S p ecialty  p h arm aceu tical co m p an y  d ev elo p in g  in n o v ativ e n o n  - ad d ictiv e p ro d u cts fo r ch ro n ic p ain  sy n d ro m es - F ib ro m y alg ia sy n d ro m e (F M ) - P o st - trau m atic stress d iso rd er (P T S D ) • U n m et m ed ical n eed s an d  larg e co m m ercial o p p o rtu n ities - T arg etin g  sleep  p ath o lo g y  - C en tral p ain  sy n d ro m es p o o rly  ad d ressed  b y  o p iate p ain  d ru g s o r b en zo d iazep in e sleep  d ru g s • C ap ital efficien t, risk  - m itig ated  d ev elo p m en t p ath w ay  - N ear - term , v alu e - creatin g  m ilesto n es • E x p erien ced  m an ag em en t an d  b o ard  C o m p an y  O v erv iew  3

 



 

T O N IX  P H A R MA C E U T IC A L S  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  4  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 B en jam in  S elzer C O O  • R elian t • A to n  • In v estm en t B an k in g  (L eh m an , B o fA  ) L elan d  G ersh ell, MD , P h D  C F O  • C o w en  • A p o th ecary  • F av u s • 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

 



 

T O N IX  P H A R MA C E U T IC A L S  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  5  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

 



 

T O N IX  P H A R MA C E U T IC A L S  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 6  P ro d u ct In d icatio n  S tatu s T N X  - 1 0 2  F M • V ery  lo w  d o se cy clo b en zap rin e (V L D C ) in  n o v el fo rm u latio n  • P h ase 2 a su ccessfu lly  co m p leted  • P iv o tal t rial ex p ected  to  b eg in  Q 1  2 0 1 3  T N X  - 1 0 5  P T S D  • V L D C  in  n o v el fo rm u latio n  • Will lev erag e d ata fro m  T N X  - 1 0 2  ex p erien ce • P ro o f o f co n cep t trials an ticip ated  in  2 0 1 3  • S eek in g  U .S . D ep artm en t o f D efen se fu n d in g  T N X  - 1 0 7  T rau m atic B rain  In ju ry  • V L D C  in  n o v el fo rm u latio n  • Will lev erag e d ata fro m  T N X  - 1 0 2  ex p erien ce • S eek in g  U .S . D ep artm en t o f D efen se fu n d in g  T N X  - 2 0 1  H ead ach e • N D A  p ro cess fo r ex istin g  g ran d fath ered  (D E S I) p ro d u ct • P o ten tially  sh o rten ed  p ro cess fo r F D A  ap p ro v al • D E S I to  N ew  D ru g  A p p licatio n  (N D A ) sw itch  p ro d u cts en jo y  m an d ated  ex clu siv ity  T N X  - 3 0 1  A lco h o lism  • U S  p aten t allo w ed  • 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  T O N IX  P H A R MA C E U T IC A L S  F M 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 estim ated  at $ 1 .4  b illio n * *  - 2 0 0 7  - 2 0 1 0  C A G R  o f 1 8 .4 % * * *  • F irst ap p ro v ed  d ru g  fo r F M in  2 0 0 7  - L y rica®  (P fizer) ap p ro v ed  2 0 0 7 : $ 4 5 0  m illio n  in  F M sales in  2 0 1 1 * *  - C y m b alta®  (E li L illy ) ap p ro v ed  2 0 0 8 : $ 5 6 0  m illio n  in  F M sales in  2 0 1 1 * *  - S av ella®  (F o rest) ap p ro v ed  2 0 0 9 : $ 1 3 7  m illio n  in  F M sales in  2 0 1 1 * *  *  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  7

 



 

T O N IX  P H A R MA C E U T IC A L S  T O N IX  P H A R MA C E U T IC A L S  F M Mark et D y n am ics • N o  F D A  ap p ro v ed  d ru g s u n til 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  o ff - lab el g en erics*  - L y rica rep lacin g  o ff - lab el g en eric an alg esics - C y m b alta an d  S av ella rep lacin g  o ff - lab el g en eric an ti - d ep ressan ts • D ru g s fo r p ain  an d  m o o d  ap p ro v ed , y et n o n e fo r d istu rb ed  o r n o n  - resto rativ e sleep  - T N X  - 1 0 2  to  rep lace o ff - lab el g en eric m u scle relax an ts cu rren tly  b ein g  u sed  to  ad d ress th is p ro b lem  8  *  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

 



 

T O N IX  P H A R MA C E U T IC A L S  T O N IX  P H A R MA C E U T IC A L S  F ib ro m y alg ia: A  V icio u s C y cle 9  • Med icatio n s th at targ et p ain  o r d ep ressed  m o o d  are ap p ro v ed  fo r th e m an ag em en t o f F M • T N X  - 1 0 2  w ill b e a first - in  - class m ed icatio n  targ etin g  d istu rb ed  o r “n o n  - resto rativ e” sleep  in  F M T N X  - 1 0 2  P ain  L y rica S leep  N o  ap p ro v ed  m ed icatio n s Mo o d  C y m b alta S av ella

 



 

T O N IX  P H A R MA C E U T IC A L S  1 0  O ff - L ab el A b an d o n ed  In  D ev elo p m en t 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 (X y rem ® ) • so d iu m  o x y b ate (R ek in la® ) • T N X  - 1 0 2  (P h ase 3  read y ) P ain  • g ab ap en tin  • o p io id s • E ffirm a T M (P h ase 2 ) Mo o d  • v en lafax in e • b u p ro p io n  N o v el Mech an ism  in  F M T reatm en t

 



 

T O N IX  P H A R MA C E U T IC A L S  T N X  - 1 0 2 : O p tim izin g  C y clo b en zap rin e fo r F ib ro m y alg ia 1 1  • C y clo b en zap rin e w id ely  u sed  o ff - lab el in  F M • C u rren t d o ses an d  fo rm u latio n s p o o rly  su ited  fo r F M - L o n g  h alf - life co n trib u tes to  so m n o len ce an d  accu m u latio n  - L o w est ap p ro v ed  d aily  d o se is 1 5  m g  • P h ase 2  a trial o f b ed tim e V L D  cy clo b en zap rin e d em o n strated  im p ro v em en t in  co re F M sy m p to m s • T N X  - 1 0 2  is d esig n ed  sp ecifically  fo r F M m an ag em en t - A p p ro p riate d o se - R ap id  ab so rp tio n  - Min im ize n ex t d ay  so m n o len ce

 



 

T O N IX  P H A R MA C E U T IC A L S  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  • O ff - lab el cy clo b en zap rin e is th e th ird  m o st w id ely  p rescrib ed  m ed icatio n  fo r F M*  • 1 9 7 7 : F D A  ap p ro v ed  F lex eril®  (Merck ) • 1 9 9 0 s: E x ten siv e safety  an d  efficacy  stu d ies (Merck ) • 2 0 0 7 : F D A  ap p ro v ed  co n tro lled  - release fo rm u latio n  (1 5 , 3 0  m g ) • 2 0 1 0 : > 1  b illio n  tab lets p rescrib ed  an n u ally  • 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 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

 



 

T O N IX  P H A R MA C E U T IC A L S  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 elatio n sh ip  b etw een  S leep  an d  F M • F M p atien ts co m p lain  o f p o o r sleep  - N o n  - resto rativ e sleep  ex acerb ates F M sy m p to m s • C y clic altern atin g  p attern  (C A P ) is an  o b jectiv e p h y sio lo g ical m easu re o f th e q u ality  o f sleep  - A 2 , A 3  p attern s =  in d ices o f sleep  in stab ility  (p o o r sleep  q u ality ) - A 1  p attern  =  in d ex  o f sleep  stab ility  • F M p atien ts d em o n strate in creased  A 2 + A 3  1 3

 



 

T O N IX  P H A R MA C E U T IC A L S  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 o d iu m  O x y b ate D ata in  F M &  S leep  • P h ase 3  trials o f so d iu m  o x y b ate d em o n strated  h ig h ly  sig n ifican t im p ro v em en ts in  fib ro m y alg ia sy m p to m s S tu d y  T reatm en t n  R esp o n d ers*  n  (% ) p  - v alu e (ch i - sq u are) P laceb o  1 8 3  5 0  (2 7 ) - 0 6  - 0 0 8  o x y b ate 4 .5  g  1 8 2  8 4  (4 6 ) < 0 .0 0 1  o x y b ate 6 .0  g  1 8 2  7 2  (4 0 ) 0 .0 1  P laceb o  1 8 8  3 8  (2 0 ) - 0 6  - 0 0 9  o x y b ate 4 .5  g  1 9 4  6 9  (3 6 ) < 0 .0 0 1  o x y b ate 6 .0  g  1 8 9  6 8  (3 6 ) < 0 .0 0 1  • S o d iu m  o x y b ate also  cau sed  d ecrease in  A  2  + A  3  C A P  R ate P laceb o  ( n  =  2 0 ) O x y b ate 4 .5  g  (n  =  1 4 ) p  v s. p laceb o  O  x y b ate 6 .0  g  (n  =  1 3 ) p  v s. p laceb o  A 2 + A 3 , %  - 0 .4  - 2 .1  0 .1 8  - 3 .9  0 .0 0 7  A 1 , %  - 0 .1  + 5 .8  0 .1 7 2  + 7 .0  0 .1 0 8  1 4  S o u rce: Mo ld o fsk y  et al., J. R h eu m . O cto b er 2 0 1 0 . S o u rce: F D A  b riefin g  d o cu m en ts. *  S u b jects th at rep o rted  a 3 0 %  o r m o re red u ctio n  in  o v erall p ain  in  w eek  1 4  as co m p ared  to  b aselin e

 



 

T O N IX  P H A R MA C E U T IC A L S  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  V L D C  F M P h ase 2 a –  O v erv iew  • 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 ) • P atien ts w ith  d o cu m en ted  F M • D o u b le b lin d , ran d o m ized , p laceb o  co n tro lled  • 3 6  p atien ts; 1 8  p er arm  • 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 d o se at w eek  eig h t w as 3 .1  m g  • C o n d u cted  at tw o  acad em ic cen ters in  C an ad a 1 5  *  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

 



 

T O N IX  P H A R MA C E U T IC A L S  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  V L D C  F M P h ase 2 a –  E n d p o in ts • E n d p o in ts co n sisten t w ith  A C R *  an d  O ME R A C T * *  g u id elin es • P ain  (V isu al A n alo g  S cale) an d  fatig u e assessed  ̴ 2 4  h o u rs fo llo w in g  each  d o se • T en d ern ess assessed  v ia d o lo rim etry  • Mo o d  assessed  v ia H o sp ital A n x iety  an d  D ep ressio n  (H A D ) scale an d  H A D  d ep ressio n  su b scale • F atig u e also  m easu red  v ia clin ical an d  p atien t g lo b al im p ressio n  o f ch an g e (C G IC /P G IC ) *  A m erican  C o lleg e o f R h eu m ato lo g y  * * O u tco m e Measu res in  R h eu m ato lo g y  C lin ical T rials 1 6

 



 

T O N IX  P H A R MA C E U T IC A L S  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 h aracteristic V L D  C  (n  =  1 8 ) P laceb o  (n  =  1 8 ) S ex , n  (% ) Male 0  (0 ) 1  (6 ) F em ale 1 8  (1 0 0 ) 1 7  (9 4 ) A g e, y rs , m ean  (S D ) ran g e 4 5 .9  (1 1 .4 ) 2 6  - 6 2  3 9 .3  (9 .3 ) 2 3  - 5 6  R ace (w h ite, n o n  - H isp an ic) (% ) 1 8  (1 0 0 ) 1 8  (1 0 0 ) Weig h t, k g , m ean  (S D ) ran g e 6 8 .1  (1 0 .1 ) 5 3  - 8 6  7 3 .8  (1 6 .3 ) 5 3  - 1 0 8  H eig h t, cm , m ean  (S D ) R an g e 1 6 2 .3  (8 .8 ) 1 4 8  - 1 7 8  1 6 5 .9  (5 .6 ) 1 6 0  - 1 7 8  V L D C  F M P h ase 2 a –  D em o g rap h ics • D u ratio n  o f F M d iag n o sis h isto ry  sim ilar b etw een  arm s • 5 0 %  o f p atien ts in  each  g ro u p  h ad  F M fo r > fiv e y ears 1 7

 



 

T O N IX  P H A R MA C E U T IC A L S  -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 %  1 8  V L D C  F M P h ase 2 a –  E fficacy  • 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  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  V L D C  P h ase 2  a F M –  S leep  D ata V L D C  C A P  A 2 + A 3 (N o rm ) C o rrelatio n  V ariab le r p  F atig u e 0 .6 1 7  0 .0 0 6  H A D  sco re 0 .5 0 5  0 .0 3 3  H A D  d ep ressio n  su b sco re 0 .5 5 6  0 .0 1 7  P atien t - rated  ch an g e in  fatig u e 0 .6 1 4  0 .0 0 7  C lin ician  - rated  ch an g e in  fatig u e 0 .5 8 2  0 .0 1 1  • D ata lin k  resto rativ e sleep  m ech an ism  o f cy clo b en zap rin e an d  im p ro v em en t in  F M sy m p to m s • N o  p lan  to  co n d u ct sleep  stu d ies w ith  T N X  - 1 0 2  - N o t n eed ed  fo r F D A  ap p ro v al S leep  E E G  V L D C  P laceb o  p  C A P  A 2 + A 3 (N o rm ) ≤ 3 3 %  7 2 %  3 3 %  0 .0 1 9  1 9

 



 

T O N IX  P H A R MA C E U T IC A L S  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 : N o v el F o rm u latio n s 2 0  • S u b lin g u al (S L ) T N X  - 1 0 2  cy clo b en zap rin e 2 .4  m g  tab let - P K  stu d ies in  an im als sh o w ed  u n ex p ected  p ro p erties fo r n o v el fo rm u latio n  • R ap id  , efficien t su b lin g u al ab so rp tio n  • E fficien t sy stem ic clearan ce - S o lu tio n  fo rm  o f S L  tab let –  h u m an  P K  stu d y  to  d o se in  Ju ly  • D ata ex p ected  Q  3  2 0 1 2  - S L  tab let (co m m ercial fo rm u latio n , G MP ) –  h u m an  P K  stu d y  to  d o se in  Q  3  • D ata ex p ected  early  Q  4  2 0 1 2  • P ro  - m icellar T N X  - 1 0 2  cy clo b en zap rin e 2 .4  m g  g elcap  - H u m an  P K  stu d y  co m p leted , 1 0  su b ject 3  - w ay  cro sso v er d esig n  • N o  fo o d  effect o n  p ro p rietary  fo rm u latio n

 



 

T O N IX  P H A R MA C E U T IC A L S  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 : P iv o tal D ev elo p m en t • F irst p iv o tal efficacy  trial in  fib ro m y alg ia to  b eg in  in  Q 1  2 0 1 3  - 1 2  - w eek  stu d y , 1 5 0  p atien ts p er arm  - S tu d y  d esig n  an d  en d p o in ts to  m irro r th o se u sed  b y  L y rica an d  C y m b alta • P ain  an d  a co m p o site en d p o in t o f o th er F M sy m p to m s - F in al stu d y  resu lts ex p ected  in  H 1  2 0 1 4  • P artn ersh ip  fo r seco n d  p iv o tal trial an d  co m m ercializatio n  2 1

 



 

T O N IX  P H A R MA C E U T IC A L S  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  : U n iq u e Mark et P o sitio n  • S p ecifically  d esig n ed  fo r th e treatm en t o f F M • D ifferen tiated  fro m  / n o t co m p etitiv e w ith  o th er th erap ies - F irst - in  - class sleep  q u ality  treatm en t in d icated  fo r b ed tim e d o sin g  - R esto rativ e sleep  sh o w n  to  im p ro v e k ey  sy m p to m s - H ig h  p atien t d issatisfactio n , p h y sician s freq u en tly  sw itch  d ru g s • With  a u n iq u e fo rm u latio n  an d  n ew  in d icatio n , reim b u rsem en t co v erag e o f T N X  - 1 0 2  is ex p ected  2 2

 



 

T O N IX  P H A R MA C E U T IC A L S  T O N IX  P H A R MA C E U T IC A L S  T N X  - 1 0 5 : V L D C  fo r P T S D  • 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*  - A n y  trau m a can  lead  to  P T S D  • U n satisfied  m ark et - O n ly  Z o lo ft®  an d  P ax il®  h av e F D A  ap p ro v al • Wid esp read  p ain k iller ab u se an d  ad d ictio n  • L ev erag e fo rm u latio n  an d  clin ical w o rk  o f T N X  - 1 0 2  to  ad v an ce T N X  - 1 0 5  2 3  *  N atio n al In stitu tes o f Men tal H ealth  &  N atio n al In stitu tes o f H ealth

 



 

T O N IX  P H A R MA C E U T IC A L S  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 &  P T S D  are R elated  C o n d itio n s • S y m p to m  o v erlap  - P T S D  is th o u g h t to  b e ex acerb ated  b y  n o n  - resto rativ e sleep  - S o m e are b eliev ed  to  su ffer fro m  b o th  co n d itio n s sim u ltan eo u sly  - S o m e p atien ts w ith  F M m eet P T S D  criteria, an d  v ice v ersa • P T S D  h as b o th  co m b at an d  civ ilian  fo rm s - Z o lo ft an d  P ax il are ap p ro v ed  fo r P T S D  - B ran d  p rescrip tio n s filled  b y  g en eric sertralin e an d  p aro x etin e - D O D  h as a stro n g  in terest in  p ro m o tin g  research  o n  th erap eu tics 2 4

 



 

T O N IX  P H A R MA C E U T IC A L S  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  In tellectu al P ro p erty  • A ctiv e p aten tin g  strateg y  to  ex ten d  V L D C  ex clu siv ity  • P h arm aco k in etics - P aten t filed  aro u n d  u n iq u e P K  p ro file w ith  su b lin g u al (Ju n e 2 0 1 2  ) • S u rp risin g  an d  u n ex p ected  o b serv atio n s - 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 0  - P T S D  : p aten t filed  in  2 0 1 0  • F o rm u latio n  - T w o  issu ed  p aten ts, ex p iratio n s in  m id  - 2 0 2 1  2 5

 



 

T O N IX  P H A R MA C E U T IC A L S  T O N IX  P H A R MA C E U T IC A L S  2 6  T im in g  Milesto n es R elated  to  T N X  - 1 0 2  in  F ib ro m y alg ia Q 3  2 0 1 2  • C o m p letio n  o f h u m an  P K  stu d y  o n  p ro p rietary  fo rm u latio n  Q 4  2 0 1 2  • C o m p letio n  o f h u m an  P K /P D  o n  co m m ercial fo rm u latio n , d o se Q 1  2 0 1 3  • C o m m en cem en t o f first p iv o tal trial H 1  2 0 1 4  • F in al stu d y  resu lts o f first p iv o tal trial • P o ten tial p artn erin g  T im in g  Milesto n es R elated  to  T N X  - 1 0 5  in  P T S D  H 1  2 0 1 3  • C o m m en cem en t o f 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

 



 

T O N IX  P H A R MA C E U T IC A L S  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  In v estm en t S u m m ary  • S ig n ifican t u n m et n eed s an d  larg e m ark et o p p o rtu n ities • F irst - in  - class p ro d u cts; n o t co m p etitiv e w ith  ex istin g  th erap ies • C ap ital efficien t, lo w  risk  d ru g  d ev elo p m en t strateg y  • N ear - term  v alu e in flectio n  p o in ts • E x p erien ced  m an ag em en t an d  b o ard  2 7
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TONIX PHARMACEUTICALS REPORTS POSITIVE PRECLINICAL DATA ON SUBLINGUAL TNX-102
 

New Formulation of Very Low Dose Cyclobenzaprine for Bedtime Use Designed to
Treat Fibromyalgia by Facilitating Restorative Sleep

 
NEW YORK July 9, 2012 – Tonix Pharmaceuticals Holding Corp. (OTCBB: TNXP) (“TONIX” or the “Company”), a specialty
pharmaceutical company developing non-addictive treatments for chronic pain syndromes, including fibromyalgia (“FM”), today reported
positive data from an animal pharmacokinetic (“PK”) study of its novel sublingual (“SL”) formulation of TNX-102, the Company’s very low
dose cyclobenzaprine.
 
“TONIX is developing TNX-102 as a therapy to help people afflicted with FM get the relief they need, by improving sleep quality,” said Seth
Lederman, M.D., Chief Executive Officer of TONIX. “With better sleep quality, patients report a reduction in their chronic pain. Sleep
quantity and sleep quality are different. The clinical data support the idea that improving sleep quality leads to significant alleviation of FM
symptoms. We believe that improving sleep quality allows the natural restorative properties of sleep to work on reducing pain. TONIX is
pursuing this goal through our novel formulations of cyclobenzaprine.”
 
FM is a common and complex central nervous system condition characterized by chronic diffuse musculoskeletal pain, increased pain
sensitivity at multiple tender points, fatigue, abnormal pain processing, and disturbed sleep, and often features psychological stress. Despite
the fact that most FM patients suffer from poor sleep, there are no medications indicated for FM that work by improving sleep. Research has
shown that the restorative sleep of FM patients is disrupted by alarm signals called CAP A2 and A3. In a Phase 2a trial, TONIX demonstrated
that bedtime administration of very low dose cyclobenzaprine improves core FM symptoms including pain, tenderness, fatigue, and
depression, and also demonstrated that improvements in key symptoms correlate with increased nights of restorative sleep. These results were
published in the December 2011 issue of the Journal of Rheumatology.
 
The new research reported by TONIX today demonstrates that the Company’s SL TNX-102 (2.4 mg) tablet provides faster delivery and more
efficient absorption of cyclobenzaprine as compared to the currently available pills that deliver cyclobenzaprine to the stomach. In fact, TONIX
discovered that cyclobenzaprine given in a novel SL formulation is absorbed as well as intravenous cyclobenzaprine. Cyclobenzaprine is the
active ingredient in two prescription muscle relaxants that have been approved by the U.S. Food and Drug Administration and are marketed by
other companies.
 
The Company recently announced that it received clearance from Health Canada to initiate a pharmacokinetic/bioavailability study of an oral
solution formulation of its SL TNX-102 tablet in comparison to a marketed oral cyclobenzaprine tablet (5 mg) and to intravenous
cyclobenzaprine (2.4 mg) in healthy adults in Canada. For more information about this trial, please visit
http://www.clinicaltrials.gov/ct2/show?term=tonix&rank=1.
 

 



 

 
 
“We are pleased to announce the discovery that our SL TNX-102 formulation can deliver cyclobenzaprine rapidly and efficiently into the
bloodstream and that it is also rapidly cleared. The existing literature taught away from this discovery and led scientists to believe that the
cyclobenzaprine molecule itself had an inherently long plasma half-life that could not be shortened. We believe the improved pharmacokinetic
profile of SL TNX-102 will enable it to provide several significant advantages over commercial oral formulations of cyclobenzaprine,
including targeting the sleeping brain with greater dose intensity when taken at bedtime and lower rates of side-effects such as next-day
grogginess or hangover. The PK profile of SL TNX-102 appears well suited to allow the natural restorative processes of sleep to relieve FM
pain.” said Dr. Lederman. “We have filed with the U.S. Patent and Trademark Office for patents on SL TNX-102, which we believe is an
important advance for FM patients that should ultimately reduce the use of addictive pain killers and sedatives,” continued Dr. Lederman. “We
look forward to executing on our clinical study plan toward the commercialization of what we anticipate will be an effective, well-tolerated,
and differentiated treatment option for FM. We remain on track to enroll patients into the first of two pivotal efficacy studies of TNX-102 in
FM in the first quarter of 2013.”
TONIX also plans to explore the utility of proprietary, low dose formulations of cyclobenzaprine in a new treatment paradigm for post-
traumatic stress disorder (“PTSD”).
 
About TNX-102
 
TNX-102 is a bedtime medicine containing very low dose cyclobenzaprine (2.4 mg). TONIX is designing TNX-102 for faster and more
efficient absorption relative to currently marketed cyclobenzaprine products. TONIX believes its SL formulation of TNX-102 administered at
bedtime will provide more targeted sleep quality effects with less likelihood of side-effects than commercially available cyclobenzaprine
preparations. Previous studies of the mechanism by which cyclobenzaprine works have discovered that it acts selectively on serotonin receptor
type 2a (5HT2a) and alpha-2 adrenergic receptors. Serotonin is thought to play a major role in the central inhibition of pain.
 
About TONIX
 
TONIX is developing innovative prescription medications for challenging disorders of the central nervous system. The Company targets
conditions characterized by significant unmet medical need, inadequate existing treatment options, and high dissatisfaction among both patients
and physicians. TONIX’s core technology improves the quality of sleep in patients with chronic pain syndromes. TONIX’s lead products are
designed to be fundamental advances in sleep hygiene and pain management and to be safer and more effective than currently available
treatments. TONIX’s products are the result of a program to harvest advances in science and medicine to search for potential therapeutic
solutions among known pharmaceutical agents. TONIX is developing new formulations that have been optimized for new therapeutic uses. Its
most advanced product candidates, TNX-102 for fibromyalgia and TNX-105 for PTSD, are novel dosage formulations of cyclobenzaprine,
the active ingredient in two U.S. FDA-approved muscle relaxants. To learn more about the Company and its pipeline of treatments for central
nervous system conditions, please visit www.tonixpharma.com.
 
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," "estimated" 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 ability to continue as a going concern; our need for additional
financing; uncertainties of patent protection and litigation; uncertainties of government or third party payer reimbursement; limited sales and
marketing 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 filed with the SEC on March 30, 2012 and future periodic
reports filed with the Securities and Exchange Commission. All of the Company'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.
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