
UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549
 

FORM 8-K
 

CURRENT REPORT
 

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934
 

Date of report (date of earliest event reported): September 19, 2012
 

 

TONIX PHARMACEUTICALS HOLDING CORP.
(Exact name of registrant as specified in its charter)

 
Nevada 333-150419 26-1434750

(State or Other Jurisdiction
of Incorporation)

(Commission
File Number)

(IRS Employer
Identification No.)

 
509 Madison Avenue, Suite 306, New York, New York 10022

(Address of principal executive offices) (Zip Code)
 
 

Registrant’s telephone number, including area code: (212) 980-9155
 

Copy of correspondence to:
 

Marc J. Ross, Esq.
Harvey Kesner, Esq.

James M. Turner, Esq.
Sichenzia Ross Friedman Ference LLP

61 Broadway
New York, New York 10006

Tel: (212) 930-9700 Fax: (212) 930-9725
 
Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of
the following provisions (see General Instruction A.2. below):
 
o Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
  
o Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
  
o Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
  
o Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 
 

 



 

 
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 September 19, 2012, the Company issued a press release announcing that the Company would present at the 2012 American College of
Rheumatology/Association of Rheumatology Health Professionals Annual Scientific Meeting and that the abstract of preclinical and human
pharmacokinetic data related to the Company’s fibromyalgia and post-traumatic stress disorder programs being presented was published
online.
 
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 September 2012 *
 99.02 Press Release, dated September 19, 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:  September 19, 2012 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  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  2  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  C o m p an y  O v erv iew  3  • D ev elo p in g  n o v el d ru g s fo r ch ro n ic p ain  sy n d ro m es - L arg e an d  u n d erserv ed  in d icatio n s - U n iq u e, n o n  - ad d ictiv e treatm en t ap p ro ach  –  targ ets sleep  q u ality  • P iv o tal trial in  fib ro m y alg ia (F M) to  rep o rt in  2 0 1 3  - P h ase 2  d ata d em o n strated  efficacy  • 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  - P ro tectio n  ex p ected  to  2 0 3 3  • E x p erien ced  m an ag em en t an d  b o ard

 



 

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  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

 



 

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  S L  F ib ro m y alg ia • 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  1 Q  2 0 1 3  • T o p lin e resu lts in  4 Q  2 0 1 3  P T S D  • C  y clo b en zap rin e in  su b lin g u al fo rm u latio n  • P ro o f o f co n cep t d ata in  2 0 1 3  • S eek in g  U .S . D ep artm en t o f D efen se p artn ersh ip  T N X  - 2 0 1  H ead ach e • 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 ) T N X  - 3 0 1  A lco h o lism  • 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  • C h ro n ic p ain  sy n d ro m e - C en tral p ain  –  o rig in ates in  b rain  - D esp ite th ree F D A  - ap p ro v ed  m ed icatio n s, p atien ts are d issatisfied  • C o m p lain t: “H u rt all o v er, can ’t sleep ” - N o  b en efit fro m  o p iates o r p rescrip tio n  sleep  d ru g s • F D A  p rim ary  en d p o in t is p ain  • P ro b lem  w ith  sleep  q u ality  - R esto rativ e sleep  can  im p ro v e p ain  an d  o th er sy m p to m s • ~ 9 0 %  o f d iag n o sed  p atien ts are fem ale F ib ro m y alg ia 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 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 0  C A G R  o f 1 8 .4 % * * *  • 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  8  P ro d u ct C o m p an y  A p p ro v al Y ear E stim ated  2 0 1 1  U S  S ales fo r F M* *  L y rica®  P fizer 2 0 0 7  $ 4 5 0  m illio n  C y m b alta®  E li L illy  2 0 0 8  $ 5 6 0  m illio n  S av ella®  F o rest 2 0 0 9  $ 1 3 7  m illio n

 



 

T O N IX  P H A R MA C E U T IC A L S  Man ag ed  C are P ersp ectiv e o n  F M 9  • 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

 



 

T O N IX  P H A R MA C E U T IC A L S  1 0  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 (X y rem ® )*  • so d iu m  o x y b ate (R ek in la® )* *  • 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 • E ffirm a T M (P h ase 2 ) Mo o d  • v en lafax in e • b u p ro p io n  E v o lu tio n  o f F ib ro m y alg ia Mark et *  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  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

 



 

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  S leep  Q u ality : V alid ated  T arg et in  F M 1 1  • T N X  - 1 0 2  S L  w ill b e a first - in  - class F D A  - ap p ro v ed  m ed icatio n  targ etin g  sleep  q u ality  fo r th e “m an ag em en t o f F M” • B y  targ etin g  sleep  q u ality , R ek in la d em o n strated  p o w erfu l efficacy  in  b o th  P h ase 3  stu d ies (p < 0 .0 0 1 ) T N X  - 1 0 2  S L  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 R ek in la P h ase 3  R ead y  S u b lin g u al C y clo b en zap rin e N D A  With d raw n  S o d iu m  O x y b ate

 



 

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  B ed tim e C y clo b en zap rin e: F M P h ase 2 a –  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  - C y clo b en zap rin e 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 ) 1 2  *  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  -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 3  B ed tim e C y clo b en zap rin e: 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  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 1 4  *  C arette et al., A rth ritis &  R h eu m atism  Jan u ary  1 9 9 4  T im efram e C y clo b en zap rin e H isto ry  1 9 7 7  • F lex eril®  (Merck ) F D A  ap p ro v ed  fo r m u scle sp asm  1 9 9 0 ’s • E x ten siv e safety  an d  efficacy  stu d ies 1 9 9 4  • R an d o m ized , d o u b le - b lin d  p laceb o  - co n tro lled  clin ical trial sh o w ed  sh o rt - term  b en efit in  fib ro m y alg ia*  2 0 0 7  • H ig h  - d o se, co n tro lled  - release fo rm u latio n s ap p ro v ed  2 0 1 0  • > 1  b illio n  tab lets p rescrib ed  an n u ally

 



 

T O N IX  P H A R MA C E U T IC A L S  C u rren t C y clo b en zap rin e P ro d u cts N o t O p tim al fo r F ib ro m y alg ia 1 5  • L o ss o f efficacy  in  fib ro m y alg ia w ith  ch ro n ic u se - B en efit at m o n th  1  lo st b y  m o n th  6 *  • C u rren t fo rm u latio n s p o o rly  - su ited  fo r b ed tim e d o sin g  - S lo w  u p tak e v ia o ral ro u te - ~ 2  h o u rs b efo re cy clo b en zap rin e is d etectab le in  b lo o d  - P ersisten ce in  b lo o d  stream  co n trib u tes to  n ex t - m o rn in g  g ro g g in ess • 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 *  C arette et al., A rth ritis &  R h eu m atism  Jan u ary  1 9 9 4

 



 

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 2  S L  : F irst - in  - C lass F ib ro m y alg ia Med icin e • O p tim ized  fo r ch ro n ic b ed tim e d o sin g  - S u b lin g u al tran sm u co sal d eliv ery  - D esig n ed  fo r rap id  o n set an d  d ecreased  n ex t - m o rn in g  h an g o v er - D ru g  ex p o su re b etter m atch ed  to  sleep in g  p erio d  • A v o id s ‘first - p ass’ liv er p ro d u ctio n  o f p ersisten t m etab o lite - A ccu m u latio n  o f p sy ch o activ e m etab o lite b eliev ed  to  im p air lo n g  - term  efficacy  • P ro p rietary  fo rm u latio n  - U n iq u e p ro p erties can n o t b e ach iev ed  b y  cru sh in g  F lex eril tab lets 1 6

 



 

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 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 1 7  2 +  H o u rs

 



 

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 2  S L : P iv o tal D ev elo p m en t in  F M • F irst P h ase 3  efficacy  trial to  b eg in  in  1 Q  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 , 7 6  p atien ts; 8  - 1 0  U .S . cen ters - 1 2  - w eek  treatm en t p erio d , d aily  b ed tim e d o sin g  - P re - d efin ed  efficacy  en d p o in t =  p ain  (V isu al A n alo g  S cale) - T o p lin e resu lts ex p ected  b y  Y E  2 0 1 3  • S u b seq u en t req u irem en ts fo r F D A  ap p ro v al - 2 4  - w eek  p laceb o  - co n tro lled  efficacy  trial in  ~ 3 0 0  p atien ts - O p en  - lab el safety  ex p o su re stu d y  p er In tern atio n al C o m m ittee o n  H arm o n izatio n  (IC H ) g u id elin es (≥ 1 0 0  p atien ts x  o n e y ear ) • “ 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  1 8

 



 

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 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 - O n ly  Z o lo ft®  an d  P ax il®  h av e F D A  ap p ro v al • P h ase 2  p ro o f - o f - co n cep t stu d y  ex p ected  to  b e co n d u cted  in  2 0 1 3  - L ev erag e fib ro m y alg ia fo rm u latio n  an d  clin ical w o rk  1 9  *  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

 



 

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  2 0  T im in g  Milesto n es R elated  to  F ib ro m y alg ia Q 4  2 0 1 2  • Man u factu re co m m ercial tab lets Q 1  2 0 1 3  • C o m m en ce first p iv o tal trial Q 4  2 0 1 3  • 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 R elated  to  P T S D  H 1  2 0 1 3  • C o m m en ce 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 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 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 • 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  • A ctiv e p aten tin g  strateg y  2 1

 



 

T O N IX  P H A R MA C E U T IC A L S  • D ev elo p in g  n o v el d ru g s fo r ch ro n ic p ain  sy n d ro m es - L arg e an d  u n d erserv ed  in d icatio n s - U n iq u e, n o n  - ad d ictiv e treatm en t ap p ro ach  –  targ ets sleep  q u ality  • P iv o tal trial in  fib ro m y alg ia to  rep o rt in  2 0 1 3  - P h ase 2  d ata d em o n strated  efficacy  • 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  - P ro tectio n  ex p ected  to  2 0 3 3  • E x p erien ced  m an ag em en t an d  b o ard  In v estm en t H ig h lig h ts 2 2
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TONIX PHARMACEUTICALS ANNOUNCES POSTER PRESENTATION
AT THE 2012 AMERICAN COLLEGE OF RHEUMATOLOGY ANNUAL SCIENTIFIC MEETING

 
Published Abstract Describes Metabolism and Receptor Interactions of Bedtime Cyclobenzaprine Treatment for Fibromyalgia

 
NEW YORK (September 19, 2012) – Tonix Pharmaceuticals Holding Corp. (OTCQB: TNXP) (“TONIX” or the “Company”), a specialty
pharmaceutical company developing non-addictive treatments for chronic pain syndromes, today announced the on-line publication of the
abstract of preclinical and human pharmacokinetic data related to the Company’s fibromyalgia and post-traumatic stress disorder programs that
it will present at the 2012 American College of Rheumatology (ACR) / Association of Rheumatology Health Professionals Annual Scientific
Meeting to be held from November 10-14, 2012 at the Walter E. Washington Convention Center in Washington, D.C. The abstract can be
accessed at http://www.acrannualmeeting.org/ by members of the ACR or by individuals registered to attend the meeting.
 
The presentation details are as follows:
 
 Abstract Title: Cyclobenzaprine (CBP) and Its Major Metabolite Norcyclobenzaprine (nCBP) are Potent Antagonists of Human

Serotonin Receptor 2a (5-HT2a), Histamine Receptor H1 and Alpha-Adrenergic Receptors: Mechanistic and
Safety Implications for Treating Fibromyalgia Syndrome by Improving Sleep Quality

 Date: Monday, November 12, 2012 from 9:00 a.m. to 6:00 p.m.
 Location: Poster Hall (Hall B)
 Session: Fibromyalgia and Soft Tissue Disorders
 Presented by: Bruce Daugherty, Ph.D., Senior Director of Drug Development, TONIX
 Abstract: #960
   
The abstract presents data showing blood levels of a metabolite, norcyclobenzaprine (nCBP), were unexpectedly high and persistent in healthy
volunteers who ingested a 5 mg tablet of cyclobenzaprine (CBP). A single oral dose of 5 mg CBP exhibits a maximum blood level, or Cmax of
4.12 ng/ml, and a blood half-life, or T1/2 of 31 hours, similar to previously reported results. However, nCBP was produced by the liver and
appeared in the blood with a Cmax of 1.27 ng/ml and a T1/2 of 73 hours. Previously, plasma nCBP had only been detected in cases of
overdose.
 
The abstract also showed that that CBP and nCBP are both active at blocking certain central nervous system receptors, which include the
serotonin 5-HT2A receptor, the histamine H1 receptor and the adrenergic alpha 1A receptor.

 



 

 
Dr. Daugherty, the lead author of the study commented, “CBP is metabolized to nCBP, which persists in plasma at biologically relevant
concentrations after oral CBP in healthy subjects. Antagonists of 5HT2a and H-1 are known to have effects on sleep and sleep maintenance.
Adrenergic antagonists may have effects on autonomic dysfunction. The accumulation of biologically active nCBP without N+-
glucuronidation may affect responses to CBP therapy in a chronic bedtime dosing regimen.”
 
About Fibromyalgia
 
Fibromyalgia (“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
quality. 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.
 
About TNX-102 SL
 
TNX-102 SL is a novel sublingual formulation of cyclobenzaprine for bedtime use. TONIX designed TNX-102 SL to provide faster and
more efficient absorption of cyclobenzaprine, relative to currently marketed products approved for other indications. TONIX believes TNX-
102 SL administered at bedtime will provide more targeted sleep quality effects with less likelihood of side effects than commercially-available
cyclobenzaprine preparations.
 
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 product is
designed to be a fundamental advance in sleep hygiene and pain management and to be safer and more effective than currently available
treatments. Its most advanced product candidate, TNX-102 SL for FM and post-traumatic stress disorder, is a novel dosage formulation of
cyclobenzaprine, the active ingredient in two U.S. FDA-approved muscle relaxants. To learn more about the Company, 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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