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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): February 13, 2012  
 

 
OPEXA THERAPEUTICS, INC.  

(Exact name of registrant as specified in its charter)  
 

 

 
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:  

� Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)  

� Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)  

� Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))  

� Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))  

Texas   001-33004   76-0333165 
(State or other jurisdiction of  

incorporation)  
(Commission File Number) (IRS Employer Identification  

No.)  

2635 Technology Forest Blvd., The Woodlands, Texas  77381 
(Address of principal executive offices) (Zip Code) 

Registrant’s telephone number, including area code: (281) 272-9331 
N/A 

(Former name or former address, if changed since last report) 



Item 7.01 Regulation FD Disclosure  

On February 13, 2012, Opexa Therapeutics, Inc. (the “ Company ”) will deliver a corporate presentation at the BIO CEO & Investor 14 th Annual Conference, which will be 
available via webcast, using slides containing the information attached to this Current Report on Form 8-K as Exhibit 99.1.  The presentation includes an overview of the 
Company’s ongoing clinical development program for Tovaxin®, the Company’s lead therapy for multiple sclerosis.  The attached materials have also been posted to the Investor 
Relations page of the Company’s website at www.opexatherapeutics.com.  The Company does not undertake to update this presentation.  

Item 9.01 Financial Statements and Exhibits  

(d)  Exhibits  

The information in Item 7.01 of this Current Report on Form 8-K, including Exhibit 99.1, shall not be deemed “filed” for the purposes of Section 18 of the Securities Exchange Act 
of 1934 or otherwise subject to the liabilities under that Section, nor be deemed to be incorporated by reference into the filings of the registrant under the Securities Act of 1933.     

Exhibit No.  Description  
  

99.1 Opexa Therapeutics, Inc. Corporate Presentation for BIO CEO & Investor 14 th Annual Conference, held on February 13, 2012. 
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SIGNATURES  

Pursuant to the requirements 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.  
 

Dated:  February 13, 2012  OPEXA THERAPEUTICS, INC.  
  
  

      By:  /s/ Neil K. Warma  
Neil K. Warma  
President & Chief Executive Officer  
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99.1  Opexa Therapeutics, Inc. Corporate Presentation for BIO CEO & Investor 14th Annual Conference, held on February 13, 2012  



Exhibit 99.1 



Fo rward -Look in g Statemen ts  This  p resen tation  co ntains f orward -lo okin g statements  wh ich  ar e mad e p ursuant to the safe harb or pr ovis ions of Section  2 7A of the Secu rities  Act of  1 933 , as amen ded, an d Section 21E of the Securities Exch ange Act o f 1 93 4, as am en ded.  T he f orward - lo okin g statements  in  this  p resentatio n do no t co nstitute gu arantees of  f uture performan ce.  Inv estor s are cautioned  th at s tatem en ts in this pr esen tation  wh ich  ar e n ot s trictly histo rical s tatemen ts, in clu ding , w ithou t limitatio n, s tatem ents reg ar ding  the C ompan y ’s clin ical dev elo pmen t plan s for  To vaxin , con stitute forward -lo okin g statements . Such fo rward -lo okin g statements  ar e subject to a n umber  o f r isks and un certainties that co uld cause actu al results to diff er m ater ially fr om those an ticip ated , includ ing, witho ut limitation, risk s asso ciated  with the Comp any ’s capital p osition , the ability of the Com pany  to enter into and  b enefit from a partner ing arran gement for  the C ompan y ’s pro duct candid ate, Tovax in, o n reaso nably  satis factor y ter ms (if at all), and ou r depen dence (if partner ed) on  the resou rces and  ab ilities of  an y partner fo r th e f urther  d evelopmen t o f Tovax in , ou r ability  to co mpete with larger , better financed  p harmaceu tical and bio tech nolog y comp anies, new ap pro aches to the treatment of ou r targ eted diseases, our  ex pectatio n of incur ring con tin ued losses, o ur un certain ty of dev elo ping  a marketab le pr odu ct, our  ab ility to raise add itio nal cap ital to continu e o ur treatment develo pment pro gram and  to  u ndertak e an d co mplete any fur ther clin ical s tu dies fo r Tovax in, the success of ou r clin ical trials, th e ef ficacy  o f Tovax in for any  p articular in dication, su ch as for  relap sing  r emitting  MS or second ar y pro gressiv e MS, o ur ability  to  d evelop and  co mmercialize p rodu cts, our ability to obtain 
required  r egulatory  ap pro vals, our  co mpliance with  all Fo od and  Dru g Adminis tr atio n regu lation s, our  ab ility to ob tain, maintain and pr otect intellectual prop erty righ ts  (includ in g for  To vaxin) , the risk of litig ation  regard in g our  in tellectual prop erty righ ts , o ur limited  m anufactu ring capab ilities, our  d epend en ce o n third -party manu facturers , o ur ability to  h ire an d retain sk illed per so nnel, o ur vo latile stock  p rice, and  o ther risk s detailed in our  filing s with  th e Secur ities  an d Exchan ge Com miss ion. These fo rward -lo okin g statements  speak  o nly as of  the date of this  p resen tatio n. W e assu me n o ob lig atio n or und ertaking  to  u pdate or revise an y for war d -lo okin g statements  co ntained herein  to ref lect any chan ges in ou r expectations with  reg ard thereto  o r an y chang e in even ts, co nd ition s or  circu mstances on which any  such  s tatem ent is  b ased . You  sho uld, h owever, review additional disclo su res we make in our  Ann ual R epo rt o n Fo rm 10 -K, Quarterly Rep orts  o n Fo rm 10 -Q, and Cu rren t Rep orts  o n Form 8 -K filed with  th e SEC.  



Op exa Hig hlights  Pro prietary T -cell techno lo gy platfo rm allo ws for  the pr odu ctio n of patient- specific T-cell therapies for a variety of auto im mune diseasesLead pro gram, Tovax in ®, a per so nalized cellular  immu nother apy fo r th e fir st -lin e treatment of  mu ltiple scler os is  (MS)Fast Track des ignation  g ranted Novem ber 201 1 by FDA fo r Tovax in for treatment of Second ary Progr ess ive Multiple Scleros is (SPMS) In -hou se cGMP manu facturing  en ables close co ntro l of  p rocess and  C OGS  



Op exa’ s Fo cus: F illin g the Vo id in  SPMS Treatmen t     Over 1 millio n peop le aff ected  b y SPMS wo rldwide…   … only ONE FDA ap pro ved pr odu ct fo r SPMS   SPMS      Opexa ’sTOVAXIN®(projected)  Nov antron e        Limited use d ue to Black Bo x war ning add ed to No vantro ne ’s   pr escrib in g info rmation by  the FDA in April 200 5           T reatin g SPMS with a Saf e an d Effective Therap y  



Tovax in ® A per son alized  au tologo us T -cell immun otherap y, co nsis ting of  attenu ated , patient -specific myelin reactive T- cells  ( MRTC s) against peptides of the th ree  p rimary myelin pr oteinsPr opo sed Mechan ismTh e sub cutaneou s injection of a therapeu tic do se (30-45 millio n cells ) of Tov axin s timu lates th e b ody ’s immun e system to  reco gnize the bolus of injected cells  as a periph eral sou rce o f ‘over  represented ’ MR TC , r esu lting  in  the ind uction of  an  o ppo sing  dominan t n eg ativ e ‘regulator y T-cell ’ resp onse: Selective tar geting by  immu ne cells  to  d own -regulate and eliminate s imilar m yelin reactiv e T -cells  w ithin the CNSAn up -regulation  o f imp ortant reg ulatory cells (Fox p3+ and Tr1  cells ) to  r ed uce inflammation  and prov ide possib le neu rop rotection  



MR TCs ’ Role in Multip le Scleros is       MRT Cs cro ss the B lood  B rain Bar rier (BB B) into the central nerv ous system (CNS) fro m th e p er iphery  an d bind  to specific antigen presenting  cells  (APC) Macroph ages and microglial cells  release OPN, I L -12/23 , accomp anied by  T -cell depen dent secr etio n of IFN-?, IL-17 and tumo r -necros is factor  alph a ( TNFa)R esu lt ? Destructio n of the myelin sh eath T-cells  th at clon ally  accum ulate in the lesion  ar e d riven by  d efined pr otein antigens An tig en   MRTC       Opexa ’ s Str ateg y Identify  wh ich  specific antigen s with in  each  in dividu al patient may be targeted by  th e immu ne resp on se  



Tovax in  Man ufactur in g         Ex pans ion of  antig en  specific T- cells    Cry opr eserv atio n    Fo rmu lation /Irrad iation  o f each  d ose as requir ed Epitope pr ofiling   Adm in istration : 5  subcu taneou s injectio ns/year    Manuf actu ring and  QC           D ispensation        35 day s   Ep ito pe Pr ofiling   1  d ay     1 4 days   - Red Cr oss- Blood  Gr oup  Alliance  



Year 2    Year 3 Propr ietar y Assay Enables An nual Per so nalized  T reatm ents           Year  1 Co ndu ct analys is  o f 1 09 pep tid es fro m all three key  my elin  p roteins (MBP, MOG, PLP)           R e-assess ep itope pro file an nually to identify  epito pe d rift Dev elop new for mulatio n based on evo lved epitop e pr ofile  



Ov erview of Tovax in Clinical Dev elo pment          Five clin ical trials have been  co ndu cted  ( in RRMS and SPMS patients)356  patien ts enro lled 196  tr eated  with Tov axinSafety demo nstr ated  an d clin ical efficacy pr omis in g across br oad spectrum of  p atien ts  for relaps ing  an d pro gressive MS  





Tovax in  R RMS Clinical Data Overview Oth er Placeho lder:      Co mpleted Phase II b clin ical trial in 15 0 RR MS patients ; 3 3 sites in U.S.mITT po pulation  (n =142 )37 % redu ctio n in  AR R vs. p laceb oARR  0 .2 14 vs. 0 .3 397 7%  relap se free in Tovax in gro upSup erior saf ety an d pro mising            eff icacy  d emonstratedTwo En d- of-Ph ase 2 meetings with FDA successfu lly  co mpleted  



Tovax in  R RMS Pr ospectiv e Stud y Su b -pop ulatio n of patients  ( n=50)  with mor e pr ogr essed/active disease prof ile (baseline AR R >1) mo st clo sely  mirr ors  SPMS p atien ts73 % relapse freeSig nificant impro vement in disability  ( p=0.05) 56%  r eduction  in  ARR   8 8%  red uction in whole -brain atrop hy    56 %       Data Prov ide Su ppo rt f or Phase II b Pr ogram  in SPMS  



36 patients  treated in three clinical trialsPro misin g efficacy observ ed Disease s tab ilization  in 80 % of  p atients  at two yearsSig nificant redu ctio n in relapse ratesWell-to ler ated , n o SAEs Secon dary  Pro gressive MS: C lin ical Overv iew  



Tovax in  Stabilizes Disease in  SPMS      * A small p ercentage of patients  sho wed an im prov ement (i.e. decrease in  p rogr ess ion)       **His to rical co ntrol:  ESIMS Stu dy, pub lished  Hom mes Lancet 200 4*  **   80 % of subjects h ad  n o disease pro gressio n by EDSS at 2  y ears   



Ph ase I and Phase I/I I Stud ies Po oled -  Ann ualized Relapse R ate ( AR R)      Nu mber of  R elap ses (ARR )      Patien ts  (n=10 ) followed fo r 7 ,9 55 cum ulativ e d ays (2 1.8 patient years) On ly 1 patient ex perienced  1  r elap se One relapse o bserved in 21  y ears of  cu mulative patien t f ollow u p  



Ph ase I and Phase I/I I Stud ies Po oled -  C hang e in MSIS Scor es at 2  y ears   Fo llo win g two  y ears of  treatmen t, no worsenin g of phy sical cond itio n and improvement in psycho logical cond ition   



Ov erview of Tovax in Clinical Dev elo pment          Clinical Status: Fiv e clinical trials  co mpleted with To vaxin  in 19 6 patients , many  with multiple years  o f tr eatm ent Ef ficacy: Data sh ows red uction in Annualized  R elapse R ate (AR R), slowing  d isease p rog ressionSafety  & Toler ab ility : App ear s superio r to  all marketed and  d evelop mental MS dru gs  



SPMS Phase IIb Trial Des ign  Other P laceholder :    Dou ble-blind, 1:1 rand omized, placebo -co ntro lled 180  PatientsSPMS po pulation Up to  3 0 sites  in USA and  C anad aE fficacy Endp oints :Su stained  p rog ress ion measured  b y EDSSWh ole -brain atrop hyT2  les ions prog ressing to  h ypo in tense les io ns ( black holes)C hange in EDSS (d isability)Ann ualized Relapse R ate ( AR R) Safety  Endpo ints2  y ears of  treatmen t and  assessmentIn itiation  1 H’201 2, subject to secur ing the necessary  r esou rces; C ompletion  2 H’201 4  



Scientific Advisory  B oard      Dawn McGu ir e, M.D., FAAN ( Chair) Ad visory  C oun cil of  the Gill Heart Ins titu teAmer ican  Academ y of Neurolo gy  Nation al I nstitute of Neuro logical Disord ers  an d Stro ke of the Natio nal I ns titutes o f HealthHan s-Peter Hartung , M.D.C hair of Neuro logy  at Hein rich- Heine Univer sityPres ident ECTR IMSEuro pean Neuro logical So ciety International Society for  Neu roimmu nolog yIn ter national Federation of  Mu ltiple Scler os is  So cietiesWor ld  Health Organ ization  Ad viso ry Bo ard on  Mu ltiple Scler os isMark  S. Freedm an, M.D., FR CP, FAANDir ecto r of the Multiple Scleros is Research Unit at Ottawa HospitalMultiple Scleros is Society of Can ada, Nation al MS Society( USA)Americas C ommittee for Treatmen t and  R esear ch  in  MS Con so rtium of MS C entresPau l O’ Con nor , M.D., FR CP St. Michael’s Hospital, Univers ity of Toro ntoNational Scien tif ic and  C linical Adv iso r f or the Multiple Scleros is Society of C an ada  



Scientific Advisory  B oard  C lyde Marko witz, M.D.Dir ecto r of the Multip le Scleros is Cen ter at the Univers ity of Pennsylvan ia Prof essor of  Neur ology  at the Univers ity of Pennsylvan ia Schoo l o f Med icin e in  Philadelph iaChairm an of the Clinical Ad viso ry Co mmittee fo r th e Delaware Valley National MS SocietyAmerican Academy of  Neu rolog yDoug  Ar nold, M.D.Jam es McGill Pr ofesso r Neu rolo gy and  Neur osurger y at the Mon tr eal Neuro logical Ins titu te of  McGill Univ ersityAr th ur Vanden bark , Ph.D. Co -Directo r o f th e Neu roimmu nolog y Research Labo ratory  at the Po rtlan d Veter ans Aff air s Medical C enter, Po rtlan d, Or eg onDirector  o f th e T ykeson Multiple Sclero sis  Resear ch Labor ato ry at Or eg on Health An d Scien ce Univ ersityPro fessor  of Neu rolog y and Molecular  Micro biolog y and Immu nology Edward  Fox , M.D., Ph .D.   D ir ecto r of Multiple Sclero sis  C linic o f Central Texas Ad viso ry Co mmittee, Lon e Star Chap ter o f the Nation al Multiple Sclerosis  So ciety Con so rtium of Multiple Sclero sis  C entersClinical Ass is tant Pr ofesso r of Neuro lo gy, Univers ity of Texas Med ical Br anch  



Milestones an d Goals Secured  $ 8.5 million  f in ancing to adv ance clin ical trials (Q1 ’11 )Presented Tovaxin Ph ase IIb  d ata at th e Amer ican  Academy  o f Neurolo gy (AAN) Meeting  (Q2’ 11 )Execu ted strategic agreemen ts with  th e American R ed  Cro ss an d the Bloo d Gr oup  Alliance, In c. (Q2 ’11 )In itiated the des ign and  dev elopmen t o f a pr opr ietary  W eb- based  system to  m anage patient and pro duct flow thro ugh out futu re clinical trials  (Q2’11 )Furth ered discu ss ion s with  Health Can ada ’s Biolo gics and  Genetics  Th erapies Director ate to secu re appro val for fu tu re clin ical trial d evelopm ent in  C anada (Q3 ’11 )FDA Fast Track app roval fo r Tovax in in  SPMS (Q4 ’11 )Secure resour ces to advan ce clinical d evelop ment an d initiate 24 -month Phase I Ib SPMS clin ical trial in  Nor th  Amer ica In itiate discu ss ions with  Eu rop ean  Med icin es Agency  ( EMA)  f or futu re p ivotal stud iesEv alu ate exp ans ion of platfo rm to other autoimm une indications and geo grap hical territor ies   



Finan cial H ighligh ts Bas ic Shar es Outstan ding     23 M      Fully D ilu ted       35 MCu rrent Market Capitalization       ~$23  M5 2 week  r an ge $0.89 - $2.99Mon thly Bu rn       $4 70,00 0Cash Pos itio n (9/30 /1 1)         $ 8.6 MOth er  




