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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): November 16, 2011  
 

 
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 obligations 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) 



On November 16, 2011, Opexa Therapeutics, Inc. (the “Company”) will deliver a corporate presentation at the Lazard Capital Markets 8th Annual Healthcare 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.  

(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 Lazard Capital Markets 8th Annual Healthcare Conference, held on November 16, 2011.  
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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:  November 16, 2011  OPEXA THERAPEUTICS, INC.  
  

         
By:  /s/ Neil K. Warma  

Neil K. Warma  
President & Chief Executive Officer  
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Exhibit No.  Description  
  

99.1  Opexa Therapeutics, Inc. Corporate Presentation for Lazard Capital Markets 8th Annual Healthcare Conference, held on November 16, 2011  



Exhibit 99.1 

No vember  2 011  Neil W arma Pr esiden t & C EO Opex a Th erapeutics , In c. A R evolu tio n in Cell Th erapy   



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 2 1E of the Securities Exch ange Act o f 1 934 , 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 perf orman 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 tatem ents 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 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 diseases L ead  p rog ram, To vaxin ®, a per so nalized cellular  immu nother apy fo r th e fir st- lin e treatment of  mu ltip le scler os is  (MS) Pro misin g ef ficacy and s tr ong  safety pr ofile sup por t late s tage clin ical trials in bo th  R elaps in g Remitting MS ( RR MS) and  Secon dary  Pro gressive MS ( SPMS) Fast T rack des ig nation gr anted by FDA fo r Tovax in for treatment of SPMS Service agreements  with bo th th e B lood  Gro up Allian ce an d the Amer ican  R ed Cr oss to pro vide bloo d procu rement ser vices Stron g in tellectual pro perty po sition  In -house cGMP manu facturing  en ables close co ntro l of  p rocess and  C OGS Opexa owns 100 % world wid e rig hts fo r all indications  



Tovax in  in  Mu ltiple Scler os is  Cur rent therapies d o no t pr ovide adeq uate tr eatmen t fo r MS patients  an d are characterized by serious adver se events  (SAEs) T- cell therapy  as an alter nativ e tr eatmen t fo r MS Personalized therapy  f or each indiv id ual MS patient, may  p rov ide stro ngest b enefit/risk  p rofile The Ch allen ge in  Tr eatin g Multip le Scleros is is  F indin g a Safe and Eff ectiv e Th erapy  



Cur rent MS Treatment Paradigm INTER FE RONS [B ETASER ON AVONEX R EBIF] [C OPAXONE ] [ TYSAB RI] [GILENYA] BG -12 LAQUI NI MOD LEMTR ADA TERI FLUNOMIDE [NOVANTR ONE]*  * Limited use du e to  B lack  B ox  warn in g added  to  Nov antro ne’s prescribing  in form atio n by the FDA in Ap ril 2 005  C urr ent Therapies h ave Sig nificant Limitations in Treating MS Patients  C urr en t Th erapies Over  1  million  p eople affected by SPMS world wid e…  …only ONE FDA ap pro ved pr odu ct fo r SPMS R RMS SPMS TOVAXIN p rojected  



Ab out Tov axin ADVANTAGES Eff icacy : Data sho ws redu ctio n in An nualized R elap se Rate (ARR ), s lowing disease pr ogr ess ion Safety & T olerability: No  SAEs o bser ved to date related  to  To vaxin  treatment Perso nalized Therap y: Sp ecif ically targets  an  in dividu al' s disease pro file an d pro gression  ( re- tested after one year to accoun t f or epitope dr ift)Imp roved  C omp lian ce: F ive su bcutaneo us injection s per year  may  p rovid e s ignif ican t com pliance benefits  to  b oth patients and  p hys icians  



Tovax in : A person alized auto lo gou s 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 primary  my elin  p roteins Pr opo sed Mechan ism: Restores th e fu nction of  th e d ef ectiv e immu ne sy stem, depletes MRT Cs Status: F ive clin ical stu dies com pleted  with Tov axin in 356  p atien ts, many with multiple y ears of  treatmen t To vaxin Manu facturing  Ex pansion  o f an tig en sp ecif ic T -cells  -Up  to  6  T -cell lin es (b ased on  ep ito pe pro file) - Man ufactur e all five doses s imultaneou sly - Fu ll cou rse of  an nual therapy  f rom on e b lo od d raw C ryo preservation  For mulatio n/ Irrad iation  o f each dose as requ ir ed Epitope profiling Admin is tration: 5 subcu tan eous in jectio ns/year Man ufactur ing and  QC Disp ensatio n 35 day s Epitop e Pro filin g 1 day 14  d ays -  Red Cr oss - Blood  Gr oup  Alliance  



Patient XX Peptide 1 Pep tid e 2  Peptide 3 Peptide 4 Pep tid e 5  Peptid e 6 Peptide 7 Peptide 8 Pep tid e 9  Peptide 10  Peptide 11  Peptide 10 4 Pep tid e 1 05 Peptide 106  Peptide 10 7 Pep tid e 1 08 Peptide 109  MB P MOG PLP Year 1  Person alized  Treatmen t Asses ep ito pe pro file C ond uct an alys is  of 10 9 peptides from all th ree k ey myelin pro tein s Epitop es Used  in  To vaxin  For mulatio n in Year  1  Pro prietary Assay Enab les Annu al Personalized Treatments   



Patient XX Peptide 1 Pep tid e 2  Peptide 3 Peptide 4 Pep tid e 5  Peptid e 6  Peptide 7 Pep tid e 8  Peptide 9 Peptide 10 Peptide 11Peptide 10 4Peptide 105  Peptide 10 6 Pep tid e 1 07 Peptide 108  Peptid e 10 9 MBP MOGPLP Pro prietary Assay En ables Annu al Personalized Treatmen t Re -assess ep itope pro file Id entify epitop e d rift Dev elo p new form ulatio n based on evo lv ed epitope pr ofile Year 2 Personalized Treatment Epitop es Used  in  To vaxin Form ulatio n in Year  2   



Patient XX Peptide 1 Pep tid e 2  Peptide 3 Peptide 4 Pep tid e 5  Peptid e 6          Peptide 7 Peptide 8 Pep tid e 9  Peptide 10  Peptide 11  Peptide 10 4 Pep tid e 105 Peptide 106  Peptide 10 7 Pep tide 1 08 Peptide 10 9 MB P MOG PLP Propr ietary  Assay  Enables Ann ual Per sonalized  Tr eatm ents Year 3 Per so nalized  T reatment R e-assess ep itope pro file Id entify epitop e d rift Dev elo p new form ulatio n based on evo lv ed epitope pr ofile E pitopes Used in Tov ax in Fo rmulation  in Year 3  



Tovax in  R RMS Clinical Data Overview Com pleted Ph ase IIb  clinical tr ial in 150  R RMS patients; 33  s ites in U.S. mI TT p opu latio n (n=14 2) 37 % redu ctio n in ARR vs. p laceb o ARR 0.21 4 vs. 0.33 9 77%  relapse fr ee in To vaxin gr oup  Sup erior safety and pro misin g efficacy demon str ated  Two  En d- of-Ph ase II 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 ts  73%  relapse fr ee Signif ican t impr ovemen t in disability (p=0.05 ) 56%  r eduction  in  ARR  88%  reduction  in  who le-brain atrop hy 56 % Data Prov ide Su pport f or Phase II b Pr ogram  in SPMS  



36 patients  treated in three clinical trials  Prom ising  eff icacy  o bserved  Disease stabilization in 80%  of patients  at two  y ears  S ignif ican t red uction in relapse r ates Well-to ler ated , n o SAEs Secon dary  Pro gressive MS: C lin ical Overv iew  



Tovax in  Stabilizes Disease in  SPMS *A small per cen tage of patients  showed  an  imp rovem ent ( i.e. d ecrease in pro gress io n) ** His torical contro l: ESIMS Stud y, p ublished Hommes Lancet 2 004  8 0%  *  2 0%  4 0%  0 % 20% 40%  60%  80%  1 00%  Tovax in (n = 3 5) Histor ical D isease Pro gression  Percen tag e o f Patients  Stable Progr essed Stab ilization  v s.His torical Pr ogr ess ion **  8 0% o f sub jects  had no  d isease p rog ress ion by  E DSS at 2 years   



Ph ase I/II Clinical Trial R esu lts  An nu alized R elap se Rate (ARR ) Nu mber of  R elapses (ARR ) Patients  ( n=10)  f ollowed for  7 ,9 55 cumu lativ e day s (2 1.8 patient y ears) On ly  1  p atien t ex perienced  1  relap se One relapse ob ser ved in 21 year s of cum ulativ e p atien t follo w u p Ph ase I/II Clin ical Trial R esu lts  Ch ange in MSI S Scores at 2 years   



0.9% 1.2%  2.1%  -5.1% -6.0% - 4.0% -2.0% 0.0%  2.0%  4 .0 % Phys ical Psy cholo gical 1 2 Month (n =1 0) 18 -24 Month  ( n=7) Negative percentag e ch an ge indicates impr ovemen t f rom baselin e Followin g two  y ear s of  treatment, no worsening  of phy sical cond itio n an d impro vement in psycho logical co nd ition   



SPMS Phase IIb Trial Des ign  Dou ble- blind, 1:1 rand omized, placebo- co ntro lled  1 80 Patien ts   SPMS po pu lation  Up  to 30  s ites in USA and C anada Efficacy En dpo in ts Sustained  p rog ress ion  measur ed  b y EDSS Who le-brain atrop hy T2 lesio ns p rogr ess ing to hy pointen se lesion s (b lack  h oles) C hang e in  EDSS ( disab ility)  Ann ualized Relapse Rate ( AR R)  2  y ears of  treatmen t and  assessment Initiatio n 1H’ 201 2, subject to securing necessar y reso urces; C omp letion  2 H’201 4  



Regu lato ry Path  Fast Track  d esign atio n gran ted  f or Tov axin in SPMS in  No vember 20 11  Potential for s tr eamlin ed clin ical dev elo pmen t path  to app rov al (i.e., sin gle p ivotal stud y) Rap id tr ial accrual po ss ible d ue to limited treatment op tio ns  



Milestones an d Goals Secured  $ 8.5 million  f in ancing to adv ance clin ical trials (Q1 ’11 ) Pr esen ted  To vaxin  Phase IIb data at the American Academy o f Neu rolog y (AAN)  Meeting  (Q2 ’11 ) Executed  s trategic ag reements  with the American Red  C ross and  th e B lo od  Gro up Allian ce, Inc. (Q2 ’11 ) Initiated th e d esig n and develo pment of a pro prietary Web - based  system to  m an age patient and pro duct flow thro ugh out futu re clinical trials  (Q2’11 ) Fu rthered  d iscuss ions with Health  C anad a’ 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 appr oval for  To vaxin  in SPMS (Q4’ 11 ) Secu re reso urces to  ad vance clinical dev elopmen t and  in itiate 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 ies Evaluate expan sio n of platfor m to  o th er autoimmu ne in dicatio ns an d geog raph ical territories   



Finan cial H ighligh ts Bas ic Shar es Outstan ding 23  M Fully D ilu ted 35 M C ur rent Mar ket Capitalizatio n ~$30 M 5 2 week range $1 .0 1 -$2.99  C ash  Pos itio n (9/3 0/11)  $ 8.6 M  



Thank  You   


