
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): July 13, 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 a corporate presentation relating to reimbursement policies and
practices for fibromyalgia to conduct meetings with investors, stockholders and analysts and at investor conferences, and which the Company
intends to place on its website, which may contain non-public information.  A copy of the presentation is filed as Exhibit 99.01.
 
The information contained in Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.01, is furnished pursuant to, and shall not be
deemed to be "filed" for the purposes of, Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities
of that section.  The information contained in Item 7.01 of this Current Report shall not be incorporated by reference into any registration
statement or any other document filed pursuant to the Securities Act of 1933, as amended, except as otherwise expressly stated in such
filing.  By filing this Current Report on Form 8-K and furnishing the information contained in this Item 7.01, including Exhibit 99.01, the
Company makes no admission as to the materiality of any such information that it is furnishing.
 
ITEM 9.01 Financial Statements and Exhibits.
 
(d) Exhibits.
 

99.01 Corporate Presentation Relating to Reimbursement by the Company, dated July 2012. *
______
 
* 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 13, 2012 By: /s/ SETH LEDERMAN
 Seth Lederman
 President and Chief Executive Officer
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Exhibit 99.01
 

F ib ro m y alg ia R eim b u rsem en t P ersp ectiv e Ju ly  2 0 1 2  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  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 ated " 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 . 2

 



 

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  P ain : C o st to  S o ciety  • P ain  m an ag em en t is o n e o f so ciety ’s m ajo r ch allen g es - A b u se an d  ad d ictio n  to  p rescrip tio n  o p iates is a fast g ro w in g  n atio n al crisis - T o p  p rio rity  o f m u ltip le g o v ern m en tal ag en cies - H ig h lig h ted  b y  P ro fesso r D erek  B o k  (fo rm er P resid en t o f H arv ard ), “T h e P o litics o f H ap p in ess” (2 0 1 0 , P rin ceto n  U n iv ersity  P ress) • F ib ro m y alg ia is a sig n ifican t p art o f th e g ro w in g  p rescrip tio n  d ru g  m isu se p ro b lem  - N o  m ed ical ju stificatio n  fo r sev eral d ru g  categ o ries w id ely  u sed  in  fib ro m y alg ia - F ib ro m y alg ia p ain  o rig in ates in  th e b rain  an d  is n o t allev iated  b y  o p iates, an d  th e sleep  d istu rb an ce is n o t reso lv ed  b y  sleep  d ru g s 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  F ib ro m y alg ia: C o st to  S o ciety  • F ib ro m y alg ia p resen ts a sig n ifican t eco n o m ic b u rd en  to  th e h ealth care sy stem *  - “Mean  an n u al ex p en d itu res fo r fib ro m y alg ia p atien ts w ere … sim ilar to  rh eu m ato id  arth ritis … ” - “A  g reater p ro p o rtio n  o f p atien ts w ith  fib ro m y alg ia h ad  an y  sh o rt - term  d isab ility  d ay s th an  th o se w ith  rh eu m ato id  arth ritis . ” - “Mean  co sts fo r ab sen ce fro m  w o rk  an d  sh o rt - term  d isab ility  in  th e fib ro m y alg ia an d  rh eu m ato id  arth ritis g ro u p s w ere su b stan tial an d  sim ilar . ” • A d d itio n al referen ces: 4  *  S ilv erm an  et al. C u r Med  R es O p in  , 2 0 0 9 ;2 5 :8 2 9 . - B erg er et al . In t J C lin  P ract , 2 0 0 7  ; 6 1  : 1 4 9 8  . - C arv ille et al . A n n  R h eu m  D is, 2 0 0 8  ; 6 7  : 5 3 6  . - H o w ard  et al . JO E M, 2 0 1 0  ; 5 2  : 1 1 8 6  . - McN ett et al . C u r Med  R es O p in  , 2 0 1 1  ; 2 7  : 6 7 3  . - R o b in so n  et al . J R h eu m , 2 0 0 3  ; 3 0  : 1 3 1 8  . - S an ch ez et al . C u r Med  R es O p in  , 2 0 1 1  ; 2 7  : 6 6 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  F ib ro m y alg ia R eim b u rsem en t: G en erics N o t A p p ro v ed  b y  F D A  • S o m e fo rm u laries list o ff - lab el g en erics in  T ier 1  fo r fib ro m y alg ia - H o w ev er, as th ese d ru g s are n o t F D A  ap p ro v ed , th ey  can n o t b e m ark eted  fo r fib ro m y alg ia - Man ag ed  care an d  Med icaid  can  rely  o n  co m p en d ia, lik e U S P , w h ich  list p ro d u cts th at h av e so m e p eer rev iew ed  stu d ies • T ier 1  statu s o f g en eric o ff - lab el d ru g s is d riv en  o n ly  b y  lo w er co st 5

 



 

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 ib ro m y alg ia R eim b u rsem en t: F D A  - A p p ro v ed  P ro d u cts • F D A  - ap p ro v ed  fib ro m y alg ia p ro d u cts h av e stro n g  sales an d  g ro w th *  - C y m b alta® : ~ $ 5 6 0  m illio n  in  fib ro m y alg ia in  th e U S  in  2 0 1 1  an d  g ro w in g  - L y rica® : ~ $ 4 5 0  m illio n  in  fib ro m y alg ia in  th e U S  in  2 0 1 1  an d  g ro w in g  - G ro w th  co n tin u es d esp ite g ab ap en tin , v en lafax in e, b u p ro p io n , etc. g en erics in  T ier 1  • P h y sician s g en erally  start fib ro m y alg ia p atien ts o n  sam p les w h en  p rescrib in g  p ro d u cts F D A  ap p ro v ed  fo r th e in d icatio n  - If a b ran d ed  p ro d u ct is effectiv e, d o cto rs an d  p atien ts are m o tiv ated  to  o v erco m e reim b u rsem en t h u rd les - P h y sician s an d  p atien ts resp o n d  to  m an ag ed  care h u rd les su ch  as p rio r au th o rizatio n  an d  T ier 2  o r T ier 3  statu s 6  *  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, 2 0 1 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  F ib ro m y alg ia R eim b u rsem en t: F D A  - A p p ro v ed  P ro d u cts (2 ) • Man y  p atien ts co n tin u e to  b e u n satisfied  b y  cu rren t th erap ies - E fficacy , d u rab ility  an d  to lerab ility  m o tiv ate p atien ts to  seek  altern ativ es - Man ag ed  care h u rd les n o t ex p ected  fo r n ew  F D A  - ap p ro v ed  p ro d u cts • F ib ro m y alg ia p atien ts ten d  to  b e p ro activ e in  o b tain in g  m ed icatio n s th at w o rk  fo r th em  - L arg e o p p o rtu n ity  fo r n ew  p ro d u cts th at red u ce th erap eu tic failu re, n eed  fo r m ed icatio n  sw itch in g , an d  n o n  - p h arm aceu tical care • Man ag ed  care p u sh  - b ack  o n  p h y sician s in  fib ro m y alg ia ty p ically  lim ited  to  req u estin g  v alid atio n  o f d iag n o sis - Man ag ed  care co m p an ies so m etim es req u est p h y sician s to  d o cu m en t treatm en t failu re 7

 



 

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 ib ro m y alg ia R eim b u rsem en t: T N X  - 1 0 2  A n ticip ated  L au n ch  Y ear*  • D u lo x etin e (C y m b alta® ) w ill b e g en eric an d  lik ely  in  T ier 1  - P o ten tial fo r d u lo x etin e to  rep lace o ff - lab el g en erics in  T ier 1  • “Man ag ed  C are” stu d y  o n  T N X  - 1 0 2  p rio r to  lau n ch  to  d o cu m en t im p ro v ed  ad v erse ev en t p ro file v ersu s g en eric cy clo b en zap rin e - Mo d ified  P K  cu rv e as a resu lt o f su b lin g u al fo rm u latio n  ex p ected  to  resu lt in  red u ced  n ex t d ay  so m n o len ce • P atien t d issatisfactio n  an d  fam iliarity  w ith  cy clo b en zap rin e safety  an d  efficacy  w ill d riv e p atien ts to  ad o p t T N X  - 1 0 2  • F ew  o p tio n s in  fib ro m y alg ia p ip elin e w ill b e v y in g  fo r fu tu re reim b u rsem en t - N o n e in  d ev elo p m en t w ith  “sleep  q u ality ” m ech an ism  o f actio n  8  *  A n ticip ated  lau n ch  y ear is 2 0 1 7

 



 

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 esp o n ses to  Man ag ed  C are H u rd les 9  H u rd le R esp o n se C o st o f T ier 2  o r T ier 3  m ed icatio n s: • Man ag ed  care ch arg es a p rem iu m  co  - p ay  fo r b ran d ed  m ed icatio n s C o  - p ay  co u p o n s/card : • P ro v id e p atien ts w ith  co u p o n s o r “ch arg e - card ” v o u ch ers th at red u ce o r elim in ate d ifferen ce in  co  - p ay  b etw een  F D A  - ap p ro v ed  d ru g s an d  o ff - lab el g en erics • Med icaid  p atien t assistan ce p ro g ram s N o v elty  o f F D A  - ap p ro v ed  m ed icatio n s: • P atien ts an d  d o cto rs m ay  b e relu ctan t to  try  n ew , b ran d ed  an d  p o ten tially  ex p en siv e (T ier 2  o r T ier 3 ) m ed icatio n s S am p les an d  trial p erio d s : • A llo w  p atien ts to  test n ew  p ro d u cts w ith o u t n eed  fo r co m p lex  in teractio n s w ith  p h arm acies o r m an ag ed  care P rio r - au th o rizatio n : • R eq u ires p h y sician  tim e to  co m p lete a fo rm  to  an sw er q u estio n s su ch  as d iag n o sis, p atien t’s cu rren t co m p lain t an d  p rev io u s treatm en ts (e.g . v alid ate d iag n o sis o r d o cu m en t treatm en t failu re) D etailin g /Med ical A ffairs: • E d u cate p h y sician s so  th ey  are eq u ip p ed  to  co m p lete p rio r - au th o rizatio n  fo rm  so  reim b u rsem en t is stream lin ed

 



 

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  R eim b u rsem en t P reced en ts • N o v el fo rm u latio n s w ith  n o v el P K  p ro files th at ad d ress u n m et n eed s are reim b u rsed  1 0  G en eric / O T C  D ru g  L ab eled  In d icatio n  R efo rm u lated  R x  P ro d u ct L ab eled  In d icatio n  U S  A n n u al S ales*  C o m m en t O x y co d o n e P ain  O x y C o n tin  ®  P ain  > $ 3 b n  • N o v el P K  p ro file p ro tected  b y  P K  p aten ts O m eg a - 3  eth y l esters N o n e (su p p lem en t) L o v aza ®  H y p ertrig ly cerid em ia > $ 1 b n  • R eceiv ed  R x  in d icatio n  fo r O T C  su p p lem en t N iacin  N o n e (v itam in ) N iasp an ®  D y slip id em ia > $ 1 b n  • N o v el P K  to  red u ce flu sh in g  &  n ew  in d icatio n  Min o cy clin e G en eral an tib io tic S o lo d y n  ®  A cn e ~ $ 9 0 0 m m  • L o w er d o se, n o v el P K  &  n ew  in d icatio n  Meth y lp h en id ate A D H D  C o n certa ®  A D H D  ~ 3 0 0 m m * *  • N o v el P K  fo r im p ro v ed  efficacy  4  - A m in o p y rid in e N o n e (co m p o u n d ed ) A m p y ra ®  Walk in g  in  m u ltip le sclero sis ~ $ 2 5 0 m m  • F ix ed  d o se o f av ailab le co m p o u n d ed  ag en t *  C u rren t ru n  rate as o f May  2 0 1 2  * *  A u th o rized  g en eric lau n ch ed  in  2 0 1 1 ; tw elv e m o n th s sales en d in g  2 /2 8 /1 1  sales w ere ~ $ 1 .5 b 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  S u p rem e C o u rt U p h o ld s A C A  • T h e P atien t P ro tectio n  an d  A ffo rd ab le C are A ct (A C A ) req u ires th at m ed icatio n s lik e T N X  - 1 0 2  w ill b e co v ered  b y  fo rm u laries - A C A  S ectio n  3 3 0 7  ex p an d s th e co n cep t o f “class” an d  “categ o ry ” fro m  th e M ed icare Mo d ern izatio n  A ct an d  ex ten d s it to  p rescrip tio n  d ru g  p lan s - T N X  - 1 0 2  is ex p ected  to  b e first an d  o n ly  F D A  - ap p ro v ed  “sleep  q u ality ” m ed icatio n  fo r fib ro m y alg ia - T N X  - 1 0 2  is ex p ected  to  b e first an d  o n ly  F D A  - ap p ro v ed  cy clo b en zap rin e - co n tain in g  an d  “m u scle relax an t” - categ o ry  p ro d u ct fo r fib ro m y alg ia - Med icaid  m ay  b e ex p an d ed  state - b y  - state to  co v er th e u n in su red  • F ew  o p tio n s in  fib ro m y alg ia p ip elin e w ill b e v y in g  fo r fu tu re reim b u rsem en t; n o n e w ith  n o v el m ech an ism  o f actio n  (sleep ) 1 1
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