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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):  September 13, 2011  
   

OPEXA THERAPEUTICS, INC.  
(Exact name of registrant as specified in its charter)  

   

   

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

   
N/A  

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

   
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:  
   

   

   

   

   
 

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)  

�  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))  

  
  



   

   
On September 13, 2011, Opexa Therapeutics, Inc. (the “ Company ”) will deliver a corporate presentation at the Rodman & Renshaw Annual Global Investment 

Conference – Healthcare, 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.  
 
   

   
(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.  
 

  

Item 7.01 Regulation FD Disclosure  

Item 9.01 Financial Statements and Exhibits 

Exhibit No.  Description  
    
99.1  Opexa Therapeutics, Inc. Corporate Presentation for Rodman & Renshaw Annual Global Investment Conference – Healthcare, held on September 13, 2011  

  
  



 
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:  September 13, 2011  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 Rodman & Renshaw Annual Global Investment Conference – Healthcare, held on September 13, 2011  



Exhibit 99.1 
   

   
Op exa Therapeu tics , I nc. C orp orate Pr esentation  Septemb er 2 011  ( NASDAQ: OPXA)  Neil K. Warma Pr esiden t & C EO  
  

  



   

   
Fo rward -Look in g Statemen ts   Th is presentation con tain s fo rward -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 amen ded. The for war d- lo okin g statements  in  this  p resentatio n do no t co nstitute gu arantees of  f uture performan ce. In vesto rs are caution ed 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 tatements reg arding  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 pectation 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, our ability to develop  an d commercialize prod ucts , ou r ab ility to ob tain  r equired  reg ulatory  ap pro vals, our  com pliance with all Foo d and Dru g Ad ministr atio n regulation s, our ability to obtain, 
main tain  an d pro tect intellectu al p roper ty  r ights  (in cluding  f or Tov axin), the risk  o f litigation reg arding  o ur intellectu al p roper ty rights , the success of third par ty  d evelop ment and commer cialization effo rts with resp ect to pr odu cts  cover ed by intellectu al pr oper ty  r ights  tran sf er red by  the C ompan y, o ur limited  man ufactur ing capabilities, our dep enden ce o n th ird -party manu facturers , o ur ability to  h ire an d retain sk illed per so nnel, o ur vo latile stock  price, 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 eport 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. Opexa Co rpo rate Presentation 2 Opexa Ther apeutics , Inc.  

  

  
  



   

   
Op exa: a Leadin g Cell Th erapy  C omp any • Pion eering the dev elo pment of  cell th erapies fo r autoimmu ne diseases thr oug h prop rietary T-cell platfor m • Lead  drug  can didate Tovax in® sho ws pro misin g clin ical efficacy in Multiple Sclero sis  p atien ts   • Pro misin g efficacy and fav orable saf ety  p rof ile supp orts  mu ltip le late s tage clin ical trials • cGMP manuf actu ring facility su ppo rts clinical d evelopm en t n eeds an d allo ws clo se ov ersig ht of quality con tr ol an d costs •Stro ng manag ement team to execu te on  o ppo rtun ity  C orp orate Pr esentation  3  Opex a Th erapeu tics , In c.  

  

  
  



   

   
Tovax in : a Perso nalized T-cell Therap y for MS Au tologo us: the patient ’s own cells act as th e d rug  •Un ique appr oach to indu ce reg ulation of  p ath ogen ic T -cells  • Reintro duction  o f attenu ated  T -cells  elicits targeted immu ne resp onse against patient ’s exis tin g myelin reactiv e T -cells  •Person alized  thr oug h selection and  ex pans ion of  au to -reactiv e T -cells  f rom each patient and re -in jected  after irrad iatio n to  induce pro tectiv e immu nity •Con vergin g data p oints  d emon strate prev en tion or treatment of auto im mune disease in clin ical settin g  Adm in ister irradiated MRTCs to same p atien t Ex pand  MR TCs & f ormu late Tov axin, ir radiate Pro cure unit of who le blo od Co rpo rate Presentation 4 Opexa Ther apeutics , Inc.  

  

  
  



   

   
Tovax in  h ighligh ts  • 5 clin ical stu dies hav e b een cond ucted (in Relaps ing R em itting  an d Seco ndary  Pro gress iv e MS patients) , enr ollin g 356  p atien ts with  1 82 treated with  To vaxin  • Ov er 850  To vaxin pr eparation s have been  man ufactur ed: r epro ducibility and con sis tency estab lished , commer cially viab le pr ocess implemented • Safety  d emonstrated and clinical ef ficacy  prom is ing  acro ss broad  spectru m of patients fo r relaps in g and pr ogr ess ive MS •Mu ltip le com mercial oppo rtunities: –Secon dary  Pro gressiv e MS  •Pro misin g efficacy sh own in slowin g disease p rog ression  an d reducin g relapse rates •Sign ificantly differen tiates T ovax in  – Relaps ing Remitting MS •FDA concur rence for  Phase 3 stud ies •Clinical b enefit sho wn with reduction of  relap se rates and  imp rov ement in  d isability  • Mech anism  sup ports  combin atio n th erapy   •Do se and  reg imen have been  co nfirmed  as ef fective an d practical • In-hou se cGMP manu facturing  en ables close co ntro l of  p rocess and  C OGS  • Op exa owns 1 00%  wo rldwide righ ts  for  all in dications  C orp orate Presentation 5  Opex a Th erapeutics , In c.  

  

  
  



   

   
Tovax in  Dev elo pment Goals  Targ etin g 1stlin e treatmen t fo r Relaps ing Remitting MS an d Seco ndar y Pr ogress ive MS patients   • Nex t plan ned clinical trials  – Phase 2bin  Secon dary Prog ressive MS ( SPMS) –Ph ase 3 Piv otal in  R elap sin g Remittin g MS (R RMS) Co rpo rate Presentation 6 Opexa Ther apeutics, Inc.  

  

  
  



   

   
Business Str ateg y for  Secon dary Prog ressive MS ( SPMS) •Su ppo rtiv e d ata –36 patients  treated in three clinical s tudies – 80%  sho wed  no disease pro gressio n, s ignif ican t red uction in relapse r ate – Well tolerated, no Seriou s Adver se Events  (SAEs) –Su ppo rts Tovaxin mechan ism of action •Po ss ibility  f or stream lined clin ical develo pment path to app roval (i.e. s in gle pivotal stu dy) •Stro ng interest f rom Key Opinion Lead ers, clin ical investigators  and patients  •Ar ea of  in creased  fo cus b y Ph arma comp an ies •Po sitive resu lt supp orts  R RMS indication •Su bstan tial unm et med ical need in SPMS – On ly one pro duct curr ently appr oved fo r SPMS in dicatio n with  limited use d ue to  car dio toxicity •Po sitive data co uld diff erentiate To vaxin even  f urther  fr om comp etitor s •Rapid s tudy  accru al p oss ible due to limited  treatmen t op tions C orp orate Presen tation  7  Op exa Therapeu tics , I nc.  

  

  
  



   

   
Tovax in  Ex perience in SPMS • Tovax in  ad minister ed  to 3 6 su bjects with  SPMS in three clinical s tudies –Baylor  C ollege of Medicine sp onsor ed stud y; led  b y KOL  Dr. J. Zang – Op exa Sp onsor ed  Stud ies: Pr otocols  200 0-03 and 20 01 - 01 •Safe and  well- to ler ated  in  lo ng term evaluation – No  seriou s adv erse even ts  (SAEs)  •Pro misin g efficacy in SPMS p atien t po pu lation  –Sign ificant r eduction  in pr ogr ess ion of  d isease (at 2 years) •80%  o f patients showed no  sign  o f disease p rog ression  b y EDSS • On ly 20%  o f patients pr ogr essed compar ed to  o ver 40 % his torical p rog ress ion  – Su bstan tial redu ctio n in relapse rate •50%  r eduction  in B aylor spon so red stu dy •89%  r eduction  in Opex a spo nso red s tu dies 2 000 -03 and 20 01 - 01 •SPMS aff ects  50%  of total MS pop ulation •On ly one dru g appr oved  specifically for SPMS – No vantro ne (mitoxan trone)  ap pro ved in 200 0; black box  warn ing du e to tox icity C orpo rate Presentation 8 Opex a Th erapeutics , In c.  

  

  
  



   

   
Tovax in  SPMS Ex perience 80 % of subjects  h ad  n o disease pro gressio n by EDSS at 2  y ears  No C hang e Prog ressed 80 %*  2 0%  4 0%  Percentag e o f Sub jects  0%  2 0%  4 0% 60 % 80 % 10 0%  Im prov ement over  h is torical rate o f pro gression  T ovaxin  ( n = 35 ) His torical Disease Progress ion  * * *A small percentage of  p atien ts  sh owed an impro vement in pro gressio n (by EDSS) * *Histo rical con trol: E SIMS Stu dy, pub lished  Ho mmes Lancet 20 04  Cor porate Presen tatio n 9 Op exa Therap eutics, I nc.  

  

  
  



   

   
Pro tocols  2 000 -03 and 20 01 - 01 Pooled Ann ualized  R elapse R ate Over  Time patients  were fo llo wed  f or 7,955  cu mulative days (21 .8  p atien t year s) w ith 1 patient ex periencing  1 relapse 0.00  0 .1 0 0.20 0.3 0 0.40 0.50  0 .6 0 Baselin e (n =10) 12  Mo nths (n=10 ) 24 Months (n =6 ) 18- 24 Month s LOCF (n=10 ) Total Follow- up (n=1 0) Co rpor ate Presentatio n 10 Opex a Th erapeutics , In c.  

  

  
  



   

   
Pro tocols  2 000 -03 and 20 01 - 01 Pooled C hange in MSIS Scor es Fo llowing two years  o f tr eatm en t -no worsening  o f phy sical co ndition  an d impro vement in psycholo gical co ndition  1 2 Month (n =1 0) 18 -24 Month  ( n=7) 0.9%  2.1% 1.2%  - 5.1% Phys ical Psycho logical 4 .0 % 2.0%  0.0%  - 2.0% -4.0% -6.0%  Negative percentage chan ge in dicates impr ovemen t fr om baselin e C orp orate Pr esentation  1 1 Op exa Therap eutics, I nc.  

  

  
  



   

   
Ph ase 2b SPMS Clinical Stu dy Design  •Do uble -blind, 1:1 rand omized, placebo -co ntro lled  •180  Sub jects  – SPMS p opu lation  with his tory  o f r elap ses or an active MR I •Up  to  3 0 KOL s ites  in  USA an d Canad a •2 an nual cou rses and 2 years  of assessmen t •Primar y endp oint -sustained pr ogress ion by  EDSS • Secon dary  ef ficacy  en dpo ints – Atro phy  –Pro gress io n to black holes –Chan ge in  EDSS – AR R Co rpo rate Presentation 12  Opexa Th erapeu tics , In c.  

  

  
  



   

   
Relaps ing Remitting MS Status •Comp leted  Phase 2bclinical stud y in 150  R RMS patien ts •Comp leted  two End  o f Ph ase 2meeting s with FDA •Ph ase 3 pivo tal s tu dies are plann ed •Su ccessful meetin g with  Health Canada to  p ave way  f or con ducting  clinical s tud ies in Canad a •Tovax in  p os itio ned well in RR MS –sup erior safety, p romis ing efficacy –Newly diagn osed – No n-co mpliant patients  k ey  tar gets Co rpo rate Presentation 13  Opex a Th erapeu tics , In c.  

  

  
  



   

   
Tovax in  C omp etitive Pos itio ning: RR MS R eduction  in Ann ualized Relapse R ate Placebo -ad justed  R eduction  in  An nualized Relapse Rate No  SAEs asso ciated  with Tov axin treatment to  d ate C orp orate Presentation  1 4 Op exa Therap eu tics , I nc.  

  

  
  



   

   
Ph ase 3 RR MS Clinical Stu dy Desig n •Do uble -blind, 1:1 rand omized, placebo -co ntro lled  •260  Sub jects  – Patients  with relaps ing MS who  ar e n aïv e to  p reviou s Disease Mo difyin g Treatments  • Up  to  6 5 KOL s ites  in USA an d Canad a •1 year of assessmen t •Primar y endpoint -An nualized relapse r ate at 12 mon ths •Secon dary  ef ficacy  en dpo ints –Percen tag e o f su bjects relapse -free at on e y ear –Percen tag e o f brain vo lume chang e (atr oph y) at o ne year – Chan ge from baseline in EDSS at 1 year  C orp orate Presentation  1 5 Op exa Therap eutics, I nc.  

  

  
  



   

   
Tovax in  Man ufactur in g Pr ocess • cGMP and GTP co mpliant –Comp lian t w ith all relevan t FDA, Natio nal and State wide regulation s – Incor porates Euro pean Cell Therapy  R egu lation s  •Cur rent cap acity  suf ficien t f or all North  American  clinical tr ial need s Epitop e Analy sis  Pro curement MRTC  Gen eration Vaccin e For mulation & Dispen sation  •Impro vements  to  p rocess –Redu ced manuf actu ring time b y 50 % tim e to 45  d ays – Improved specificity an d po ten cy of Tov axin –Sign ificantly reduced  co sts , impr oved  eff icien cy Cor por ate Presen tatio n 16 Opexa Th er apeutics , Inc.  

  

  
  



   

   
Prev ious 12 Mon th  C omp any Mileston es Q4 ’10 Secu red FDA con curren ce f or Phase 3 R RMS studies -Comp leted two fo rmal E nd of Phase 2 meetin gs with FDA -Man ufactur in g, full C MC Rev iew - Clinical R eview, Future Develop ment Plan  Q1’ 11 Secu red finan cing to advan ce toward  Ph ase 3 trial initiation -Gr oss pro ceeds $ 8.5 million  Q2 ’ 11 Presen ted  T ovax in  d ata at th e Amer ican  Academ y of Neurolo gy (AAN) Meetin g Q2 ’11 Execu ted  s trategic agreements  with the American Red  C ross and  th e B lood  Gro up Allian ce, In c. to pro vide blood collectio n serv ices to su ppo rt f uture clinical d ev elopmen t o f T ovax in  Q2 ’11 Initiated the desig n and dev elo pmen t of  a pro prietary  Web -based  system to  man age patient and pro duct flow thro ugh out futu re clinical stud ies Q3’ 11 Met with Health  C anada’ s Biologics and  Genetics  Th erapies Director ate as p art o f th e p rocess to secu re appro val for Opex a to con duct a p ortion  o f futur e clinical develop ment in  C anad a C orpo rate Presentation 17  Op exa Therap eu tics , I nc.  

  

  
  



   

   
Targeted Near- Term Comp any Milesto nes •Secur e f in ancing  to adv ance clin ical develo pment •Initiate discussio ns with Euro pean Medicines Ag ency (EMA) •Evaluate f urther  ex pans ion of  p latf orm to other ind ication s and  g eogr aphical ter rito ries C orpo rate Presentation 18  Op exa Therapeu tics , I nc.  

  

  
  



   

   
Stock  I nfo rmation • Stock  Ex chang e NASDAQ •Stock  Symbol OPXA •Bas ic Shares Ou ts tand in g 23 M •Fu lly  D iluted Shares 3 5 M • Cur rent Mar ket Capitalizatio n ~$ 30 M •52 week range $1 .0 5 -$2.99 • Cash Po sition (6 /3 0/11 ) $9.8 M •Mo nthly B urn  R ate ~$47 0,000  C orp orate Pr esen tation  1 9 Opexa Therap eutics, Inc.  

  


