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

99.01 Corporate Presentation by the Company for March 2015*
______
 
* 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:  March 23, 2015 By: /s/ SETH LEDERMAN
 Seth Lederman
 Chief Executive Officer
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Exhibit 99.1

 
 

N A S D A Q : T N X P  March 2015 ©  2015 T onix P harm aceuticals H olding C orp.

 



 

S afe harbor statem ent 2 C ertain statem ents in this presentation regarding strategic plans, expectations and objectives for future operations or results are “forw ard - looking statem ents” as defined by the P rivate S ecurities L itigation R eform  A ct of 1995 . T hese statem ents m ay be identified by the use of forw ard - looking w ords such as “anticipate,” “believe,” “forecast,” “estim ate” and “intend,” am ong others . T hese forw ard - looking statem ents are based on T onix’s current expectations and actual results could differ m aterially . T here are a num ber of factors that could cause actual events to differ m aterially from  those indicated by such forw ard - looking statem ents . T hese factors include, but are not lim ited to, substantial com petition ; our possible need for additional financing ; uncertainties of patent protection and litigation ; uncertainties of governm ent or third party payor reim bursem ent ; lim ited research and developm ent efforts and dependence upon third parties ; and risks related to failure to obtain U  . S  F ood and D rug A dm inistration clearances or approvals and noncom pliance w ith its regulations . A s w ith any pharm aceutical under developm ent, there are significant risks in the developm ent, regulatory approval and com m ercialization of new  products . T he forw ard - looking statem ents in this presentation are m ade as of the date of this presentation, even if subsequently m ade available by the C om pany on its w ebsite or otherw ise . T onix does not undertake an obligation to update or revise any forw ard - looking statem ent, except as required by law  . Investors should read the risk factors set forth in the A nnual R eport on F orm  10 - K  for the year ended D ecem ber 31 , 2014 , as filed w ith the S ecurities and E xchange C om m ission (the “S E C ”) on F ebruary 27 , 2015 and future periodic reports filed w ith the S E C  on or after the date hereof . A ll of the C om pany's forw ard - looking statem ents are expressly qualified by all such risk factors and other cautionary statem ents .

 



 

N ew  approaches to treating C N S  disorders F irst - in - class m edicines for com m on disorders of the central nervous system  (C N S ) Innovative treatm ent paradigm s L ate stage candidates L arge unm et m edical needs E ntered 2015 w ith three clinical developm ent program s 3 F ibrom yalgia P ost - T raum atic S tress D isorder E pisodic T ension - T ype H eadache T N X  - 102 S L  T N X  - 201 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g and T N X  - 201 ((R ) - isom etheptene m ucate ) are Investigational N ew  D rugs and are not approved for any indication. C  apitalized to achieve key clinical readouts in all three program s

 



 

P ipeline led by T N X  - 102 S L  for fibrom yalgia 4 P reclinical P hase 1 N D A  Market C andidate Indication P hase 2 P hase 3 T N X  - 102 S L  B egan P hase 2 trial - Jan ‘15 T N X  - 102 S L  F ibrom yalgia S tart P hase 3 trial - 2Q 15 S tart P hase 2 trial - 2Q 15 T N X  - 201 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g and T N X  - 201 ( (R ) - isom etheptene m ucate ) are Investigational N ew  D rugs and are not approved for any indication.

 



 

F ibrom yalgia m arket opportunity * L aw rence et al, A rthritis R heum  2008;58:26 - 35; V incent et al, A rthritis C are R es 2013;65:786 - 792. ** E stim ates based on inform ation from  publicly - available sources S N R I =  S erotonin N orepinephrine R euptake Inhibitor T hree F D A  approved prescription m edications: T onix is pursuing a different approach: C lass P roduct C om pany A pproval Y ear in F M Mem brane S tabilizer L yrica ®  P fizer 2007 S N R I C ym balta ®  E li L illy 2008 S avella ®  F orest 2009 5 E stim ated to affect 5 - 15 m illion U .S . adults* S leep Q uality T N X  - 102 S L  T onix 1H 19E

 



 

“A F F IR M” P hase 3 trial of T N X  - 102 S L  in F ibrom yalgia R andom ized, double - blind, placebo - controlled trial in f ibrom yalgia N = 500; 30 - 35 U .S . clinical sites P rim ary efficacy endpoint: D ifference in 30 %  responder analysis at 12 w eeks betw een T N X  - 102 S L  2.8 m g and placebo – prim ary efficacy endpoint based on F D A  w ritten acceptance P lacebo at bedtim e once - daily 12 w eeks 6 T N X  - 102 S L  at bedtim e once - daily N  =  250 N  =  250 2.8 m g open - label extension T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication .

 



 

R estorative sleep im proves pain and other fibrom yalgia sym ptom s > 90%  of fibrom yalgia patients com plain of poor sleep quality* S leep quality im provem ent is not a feature of approved m edications P hase 2a study w ith low  - dose cyclobenzaprine (C B P ) capsule show ed proof - of - concept** T N X  - 102 S L  is a sublingual tablet form ulation of C B P  P harm acokinetic profile w ell - suited to bedtim e adm inistration T olerability profile w ell - suited to chronic use P hase 2b B E S T F IT  results support P hase 3 program  in fibrom yalgia C ontribute to evidence of efficacy to support the planned N D A  P hase 3 trial to begin in 2Q  2015 * S w ick , T her A dv Musculoskel D is 2011;3:167 - 178. ** Moldofsky et al., J R heum  2011;38:2653 - 63. T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication. S leep quality is a new  target for fibrom yalgia therapy 7

 



 

B E S T F IT  P hase 2b trial in fibrom yalgia 8 B E S T F IT  =  B E dtim e S ublingual T N X  - 102 S L  as F ibrom yalgia Intervention T herapy R andom ized, double - blind, placebo - controlled trial 2010 A m erican C ollege of R heum atology diagnostic criteria for fibrom yalgia 205 participants w ere random ized 1:1 at 17 U .S . sites O ne sublingual tablet of T N X  - 102 S L  2.8 m g or placebo daily at bedtim e for tw elve w eeks P rim ary efficacy endpoint Mean change from  baseline in the daily diary pain score during w eek 12 11 - point (0 - 10) N um erical R ating S cale (N R S ) to assess prior 24 - hour average pain intensity F irst P atient – F irst D ose S eptem ber 2013 L ast P atient – L ast D ose A ugust 2014 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

T N X  - 102 S L  im proved pain in fibrom yalgia in the B E S T F IT  study 9 O utcom e Measure at Week 12 Intent - to - T reat P opulation † p value Method D aily P ain D iary, N R S  Mean C hange** 0.086 0.172 MMR M JT C  - MI D aily P ain D iary, N R S  P roportion A chieving 30%  Im provem ent* 0.033 L R  C linic N R S  7 - day pain recall Mean C hange 0.029 MMR M F IQ  - R  P ain Item  Mean C hange 0.004 MMR M N R S  =  N um eric R ating S cale for pain; F IQ  - R  =  F ibrom yalgia Im pact Q uestionnaire - R evised MMR M =  Mixed - E ffect Model R epeated Measure; JT C  - MI =  Jum p to C ontrol - Multiple Im putation (F D A  - preferred analysis); L R  =  L ogistic R egression ** D eclared prim ary endpoint; w as prim ary endpoint for F D A  approvals of L yrica and C ym balta * D eclared secondary endpoint; w ill be the prim ary endpoint in the upcom ing P hase 3 study † N = 205 (T N X  - 102 S L  N = 103, placebo N = 102) p <  0.05 ; a chieved statistical significance S ource: P hase 2b B E S T F IT  study prelim inary data T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

T N X  - 102 S L  im proved sleep quality in fibrom yalgia in the B E S T F IT  study 10 O utcom e Measure at Week 12 Intent - to - T reat P opulation p value Method D aily S leep Q uality D iary, N R S  Mean C hange* < 0.001 MMR M P R O MIS  S leep D isturbance T  - score C hange* 0.005 MMR M F IQ  - R  S leep Q uality Item  Mean C hange < 0.001 MMR M P R O MIS  =  P atient - R eported O utcom es Measurem ent Inform ation S ystem  * D eclared secondary endpoint p <  0.05 ; a chieved statistical significance S ource: P hase 2b B E S T F IT  study prelim inary data T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

T N X  - 102 S L  broadly im proved fibrom yalgia sym ptom s in the B E S T F IT  study 11 O utcom e Measure at Week 12 Intent - to - T reat P opulation p value Method P atient G lobal Im pression of C hange R esponder A nalysis* 0.025 L R  F IQ  - R  T otal S core Mean C hange* 0.014 MMR M F IQ  - R  S ym ptom  D om ain Mean C hange 0.004 MMR M F IQ  - R  F unction D om ain Mean C hange 0.060 MMR M F IQ  - R  A nxiety Item  Mean C hange 0.015 MMR M F IQ  - R  S ensitivity Item  Mean C hange 0.017 MMR M F IQ  - R  S tiffness Item  Mean C hange 0.039 MMR M * D eclared secondary endpoint p <  0.05 ; a chieved statistical significance S ource: P hase 2b B E S T F IT  study prelim inary data T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

T N X  - 102 S L  w as w ell - tolerated in the B E S T F IT  S tudy 12 N o serious adverse events (S A E ) reported w ith T N X  - 102 S L  Most frequent local adverse events w ere adm inistration site reactions P reviously reported in T N X  - 102 S L  P hase 1 studies; no detectable bias on efficacy results T ransient tongue num bness (42%  T N X  - 102 S L  vs. 1%  placebo) A bnorm al taste (8%  T N X  - 102 S L  vs. 0%  placebo) T rial com pletion rates of 86%  w ith T N X  - 102 S L  vs. 83%  w ith placebo S ystem ic adverse events reported by at least 3.0%  of the total study population T N X  - 102 S L  (N = 103) P lacebo (N = 101) T otal (N = 204) S om nolence 1.9 6.9 4.4 D ry Mouth 3.9 4.0 3.9 B ack P ain 4.9 3.0 3.9 S ource: P hase 2b B E S T F IT  study prelim inary data T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

P hase 2b B E S T F IT  study confirm ed activity and tolerability S tatistically - significant im provem ents across key fibrom yalgia sym ptom s w ere observed S ystem ic tolerability sim ilar to placebo 2.8 m g daily dose confirm ed for future developm ent P hase 3 A F F IR M study to com m ence in 2Q  2015 R andom ized, double - blind, parallel - group, placebo - controlled N = 500; 30 - 35 U .S . sites; 1:1 random ization 12 - w eek study sim ilar to the B E S T F IT  design O ne sublingual tablet of T N X  - 102 S L  2.8 m g or placebo daily at bedtim e 30%  responder analysis at 12 w eeks* – prim ary efficacy endpoint based on F D A  w ritten acceptance R egistration program  for T N X  - 102 S L  in fibrom yalgia 13 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication. * T N X  - 102 S L  dem onstrated p= 0.03 in B E S T F IT  30%  pain responder analysis (pre - specified secondary endpoint)

 



 

P hase 2 trial of T N X  - 102 S L  for P T S D  is recruiting 14 P reclinical P hase 1 N D A  Market C andidate Indication P hase 2 P hase 3 P ost - T raum atic S tress D isorder T N X  - 102 S L  B egan P hase 2 trial - Jan ‘15 T N X  - 102 S L  S tart P hase 3 trial - 2Q 15 S tart P hase 2 trial 2Q 15 T N X  - 201 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g and T N X  - 201 ( (R ) - isom etheptene m ucate ) are Investigational N ew  D rugs and are not approved for any indication.

 



 

P ost - traum atic stress disorder is a chronic, debilitating condition H igh incidence am ong soldiers and veterans, but experiencing any traum a can lead to P T S D  A ssociated w ith suicide and unpredictable, violent behaviors P atients desperate despite tw o F D A  approved drugs; no new  treatm ent in > 10 years A m ong 8.5 m illion U .S . patients, approxim ately half are receiving m edical treatm ent* F D A  approved prescription m edications: T onix is pursuing a different approach: P T S D : A  significant and grow ing public health problem  15 C lass P roduct C om pany A pproval Y ear in P T S D  S S R I P axil ®  G laxo 2001 Z oloft ®  P fizer 1999 S leep Q uality T N X  - 102 S L  T onix 2H 19E  * K essler et al, A rch G en P sych 2005;62:617 - 627; Wang et al., A rch G en P sych 2005;62:629 - 640. S S R I =  S elective S erotonin R euptake Inhibitor

 



 

P oor sleep quality after traum a is linked to onset of P T S D  P T S D  patients com plain of poor sleep quality as a core sym ptom  D istressing dream s (nightm ares) are part of “re - experiencing” R estless sleep is part of “hyper - arousal” C orrelated w ith depression, substance abuse and suicide Military - related P T S D  is an unm et need E vidence suggests that S S R Is m ay be ineffective in m ilitary - related P T S D  R esponse of P T S D  in m en to S S R Is has not been adequately studied T N X  - 102 S L  targets m echanism s associated w ith treating disturbed sleep in P T S D  S leep quality is a new  target for P T S D  treatm ent 16 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

“A tE ase” P hase 2 trial of T N X  - 102 S L  in P T S D  R andom ized, double - blind, placebo - controlled trial in m ilitary - related P T S D  N = 220; approxim ately 25 U .S . clinical sites P rim ary efficacy endpoint: D ifference in C linician - A dm inistered P T S D  S cale (C A P S ) score betw een T N X  - 102 S L  2.8 m g and placebo at eight w eeks T N X  - 102 S L  at bedtim e once - daily P lacebo at bedtim e once - daily 12 w eeks N  =  88 17 T N X  - 102 S L  at bedtim e once - daily N  =  88 N  =  44 2.8 m g 5.6 m g open - label extension T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication . w w w .ateasestudy.com

 



 

P T S D  program  w ith T N X  - 102 S L  18 F ibrom yalgia program  inform s developm ent of T N X  - 102 S L  in P T S D  S afety data from  fibrom yalgia studies are potentially supportive for P T S D  program  E fficacy data support potential for activity in P T S D  Im provem ents in several outcom es analyses of B E S T F IT  that relate to P T S D  core sym ptom s: sleep; F IQ  - R  sensitivity; and F IQ  - R  anxiety 2.8 m g dose supported by B E S T F IT  study results P hase 2 study of T N X  - 102 S L  in m ilitary - related P T S D  (“ A tE ase ”) is enrolling T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g is an Investigational N ew  D rug and is not approved for any indication.

 



 

T N X  - 201 in developm ent for episodic tension - type headache 19 P reclinical P hase 1 N D A  Market C andidate Indication P hase 2 P hase 3 T N X  - 102 S L  B egan P hase 2 trial – Jan ‘15 T N X  - 102 S L  S tart P hase 3 trial - 2Q 15 S tart P hase 2 trial - 2Q 15 T N X  - 201 E pisodic T ension - T ype H eadache T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g and T N X  - 201 ( (R ) - isom etheptene m ucate ) are Investigational N ew  D rugs and are not approved for any indication.

 



 

E pisodic tension - type headache (E T T H ) * S chw artz et al., JA MA  1998;279:381 - 383; C how dhury, A nn Ind A cad N eurol 2012;15:83 - 88; com pany analysis of public literature. ** S cher et al., C ephalalgia 2010;30:321 - 328; com pany analysis of public literature. 75 m illion adults in the U .S . experience frequent episodic tension - type headaches* C onstant band of pressure on the back/sides of head; “squeezed in a vice” feeling “F requent” =  one to 15 headaches per m onth over a three - m onth period A pproxim ately 60%  receive treatm ent** A ll of the F D A  approved prescription m edications contain barbiturates O ver - the - counter m edications are inadequate for m any N o new  m edications introduced for > 40 years C lass P roduct C om pany R egulatory S tatus A pproval Y ear in E T T H  B arbiturate F iorinal ®  A ctavis A pproved N D A  1976 F ioricet ®  A ctavis A pproved N D A  1992 B arbiturate +  O piate F iorinal w ith C odeine ®  A ctavis A pproved N D A  1990 20

 



 

T N X  - 201 in clinical developm ent for E T T H  T N X  - 201 is (R ) - isom etheptene m ucate T onix is developing T N X  - 201 for E T T H  P hase 2 study to begin in 2Q  2015 R acem ic isom etheptene m ucate is a m ixture of (R ) and (S ) isom ers H ad been w idely prescribed for m any decades in the U .S . as: a single - agent m edicine (pre - 1962) a com ponent of com bination drug products Midrin ®  – N D A  w ithdraw n P rodrin ®  – m arketed under “unapproved drug category” N o product containing isom etheptene m ucate is currently F D A  approved for any indication 21 T N X  - 201 ((R ) - isom etheptene m ucate ) is an Investigational N ew  D rug and is not approved for any indication.

 



 

P hase 2 trial of T N X  - 201 in E T T H  to begin in 2Q 15 22 T N X  - 201 ((R ) - isom etheptene m ucate ) is an Investigational N ew  D rug and is not approved for any indication. R andom ized, double - blind, placebo - controlled trial in episodic tension - type headache N = 200 ; approxim ately 10 U .S . clinical sites P lacebo T N X  - 201 N  =  100 N  =  100 140 m g P rim ary efficacy endpoint: N um ber of subjects w ho report “pain free” at tw o hours follow ing one dose of study m edication (upon first E T T H  episode experienced) T o report top - line results in 4Q  2015

 



 

Isom etheptene (IMH ) isom ers have distinct pharm acological activities 23 (R ) isom er (S ) isom er • A nalgesic • B inds to im idazoline - 1 receptor • Inactive on adrenergic receptors • S ym pathom im etic T he (R ) and (S ) isom ers of IMH  have different pharm acologies P reviously m arketed IMH  drugs w ere a m ixture of tw o m irror - im age isom ers (racem ic IMH ) T N X  - 201 is a single isom er of IMH  x ; T N X  - 201

 



 

P hase 1 study of T N X  - 201 com pleted P hase 1 study in healthy volunteers S ingle ascending dose study (N = 45) – three cohorts of 15 subjects R andom ized to T N X  - 201, racem ic IMH , or placebo (3:1:1 ratio, resp.) 24 T N X  - 201 ((R ) - isom etheptene m ucate ) is an Investigational N ew  D rug and is not approved for any indication. T N X  - 201 35 m g (N = 9) T N X  - 201 70 m g (N = 9) T N X  - 201 140 m g (N = 9) R acem ic IMH  70 m g (N = 9) P lacebo (N = 9) S ubjects reporting ≥ 1 adverse event, %  22 11 0 11 33 A dverse events reported by T N X  - 201 subjects all rated as “m ild” and m ost are not study drug - related N o subject discontinued due to treatm ent - em ergent adverse events D ose - related increase in T N X  - 201 plasm a levels ( C  m ax , A U C ) N o evidence of isom er interconversion R esults support the advancem ent of T N X  - 201 into P hase 2 developm ent

 



 

T he im idazoline - 1 receptor (I 1 - R ) is a novel target for the treatm ent of pain 25 H ot P late T est C haracteristics T ransm em brane receptor D istinct from  α  2 A R  and MA O  receptor subtypes N o sequence sim ilarity to G P C R s or A T P  - sensitive K +  channels S hares sim ilarities to ryanodine and cytokine receptors Mouse studies I 1 - R  null m ice show  no difference in systolic blood pressure or heart rate com pared to w ild type I 1 - R  null m ice show  a reduction in pain threshold com pared to w ild type in both the hot plate and tail flick tests P iletz JE  et al, D N A  C ell B iol 2000; 19:319 - 329. Z hang L  et al, C N S  N eurosci T her 2013;19:978 - 981.

 



 

R acem ic isom etheptene com bination (R IC ) prescriptions had been com m only w ritten 26 U sage of R IC  P rescriptions for A ll D iagnoses N um ber of R IC  prescriptions peaked at 2.5 m illion 2.44 2.43 2.50 2.45 2.45 2.35 0 1 2 3 1995 1996 1997 1998 1999 2000 N um ber of P rescriptions (Millions) O ther N on-Migraine (eg, E T T H ) Migraine S ource : IMS  H ealth, N ational P rescription A udit, 01/1995 – 12/2000 (extracted 8/2014); IMS  H ealth, IMS  N ational D isease and T herapeutic Index™, 01/1995 – 12/2000 (extracted 8/2014).

 



 

E T T H  is the m ost com m on type of headache 27 60%  38%  13%  2%  0%  20%  40%  60%  A ll H eadaches E T T H  Migraine C hronic O ne - Y ear P revalence R ate for U .S . A dult P opulation (18 - 65) A dults (18 - 65)* * E stim ated from  2013 U .S . C ensus S chw artz et al., JA MA  1998;279:381 - 383; S tovner et al, C ephalalgia 2007;27(3 ): 193 - 210. F requent E T T H  =  one to 15 headaches per m onth over a three - m onth period • 63 %  of all headaches • 80%  of all non - m igraine headaches • “non - m igraine ” consists prim arily of E T T H ; > 70%  fem ale ~ 119 M ~ 75 M ~ 26 M ~ 4.4 M 30%  of U .S . adults experience frequent E T T H  E pisodic tension - type headaches account for approxim ately:

 



 

P atients w ith E T T H  seek m edical attention 1.7 7.6 4.5 4.7 0 2 4 6 8 E m ergency R oom  O ffice V isits N um ber of P atients in Millions C are - S eeking F or N on - Migraine H eadache Migraine N on-Migraine 28 H eath C are U tilization P roject data, 2011; IMS  N ational D isease and T herapeutic Index™ 2013 N on - m igraine headaches lead to 9.2 m illion em ergency room  or office visits each year

 



 

Intellectual property C om position - of - m atter (eutectic) P atents filed P rotection expected to 2034 P harm acokinetics (P K ) P atents filed P rotection expected to 2033 Method - of - use F ibrom yalgia: patents issued, 3Q  2020 expiry P T S D : patents filed T N X  - 102 S L  F ibrom yalgia, P T S D  T N X  - 201 H eadache C om position - of - m atter (isom er) P atents filed P rotection expected to 2033 A ll IP  w holly - ow ned by T onix w ithout obligations to others 29 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g and T N X  - 201 ((R ) - isom etheptene m ucate ) are Investigational N ew  D rugs and are not approved for any indication.

 



 

F inancial sum m ary N A S D A Q : T N X P  C ash reported at D ecem ber 31 , 2014 $ 38.2 m illion N et proceeds from  com m on stock offering in 1Q 15 $ 29.0 m illion S hares outstanding (F eb 27, 2015) 16.1 m illion 30

 



 

B ruce D augherty, P hD  C hief S cientific O fficer S eth L ederm an, MD  C hief E xecutive O fficer Managem ent team  L eland G ershell, MD , P hD  C hief F inancial O fficer 31

 



 

T N X  - 102 S L  – F ibrom yalgia □ S eptem ber 2014 – R eported top line results from  P hase 2b B E S T F IT  study □ January 2015 – R eported F D A  acceptance of 30%  responder analysis as P hase 3 prim ary endpoint □ 2Q  2015 – B egin P hase 3 A F F IR M study □ 2H  2016 – R  eport top - line results from  A F F IR M study T N X  - 102 S L  – P ost - T raum atic S tress D isorder □ D ecem ber 2014 – B egan recruiting P hase 2 A tE ase study in m ilitary - related P T S D  □ 1H  2015 – P rovide update on enrollm ent and tim ing of results from  A tE ase □ 1H  2016 – R eport top - line results from  A tE ase study T N X  - 201 – E pisodic T ension - T ype H eadache □ D ecem ber 2014 – C om pleted P hase 1 clinical pharm acology study □ 2Q  2015 – B egin P hase 2 study in E T T H  □ 4Q  2015 – R eport top - line results from  P hase 2 study x x x x Milestones – recent and upcom ing 32 T N X  - 102 S L  (cyclobenzaprine H C l sublingual tablet) 2.8 m g and T N X  - 201 ((R ) - isom etheptene m ucate ) are Investigational N ew  D rugs and are not approved for any indication.
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