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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, 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:  
   

   

   

   

   

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)  

�  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, 2012, Opexa Therapeutics, Inc. (the “ Company ”) will deliver a corporate presentation at the 8 th Annual Burrill Personalized Medicine Meeting, 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 Tcelna™, the Company’s lead therapy for multiple sclerosis.  The attached materials will be made available on 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 the 8 th Annual Burrill Personalized Medicine Meeting, held on September 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:  September 13, 2012  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 the 8 th Annual Burrill Personalized Medicine Meeting, held on September 13, 2012.  



Exhibit 99.1 
   
   

   
Sep temb er 201 2  Neil Warma  Pres ident & CEO  Op exa Therapeu tics , I nc.  
  

  



   

   
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   27 A of th e Secur ities  Act of 19 33, as amend ed, and  Section  2 1E of the Secu rities  Exchan ge Act of 19 34 , as amend ed. T he  fo rward -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  that statemen ts in  th is presentation which are no t s trictly  h is torical statements , inclu ding, w ith out lim itation , s tatemen ts   r egardin g th e C omp any ’s clin ical dev elo pmen t plan s for  Tceln a™ , co nstitute fo rward -lo okin g statements . Such fo rwardloo king   s tatemen ts  are sub ject to a numb er of risk s and  u ncertainties that could  cau se actual r esults  to  d if fer materially  f rom  those an ticip ated , includ ing, witho ut limitation, risk s asso ciated  with the Comp any ’s capital p osition , the righ ts  and  prefer ences pr ovid ed to  th e Series A Co nvertible Preferred  Stock  an d in vestors  in  the con vertible secu red notes issued by  the  Co mpany  in July 20 12 (inclu ding a secu red interest in all o f o ur assets), the ability of the Co mpany  to  enter  into  an d benefit  f rom a partnerin g arrang ement for the Co mpany ’s pro duct candid ate, Tcelna™, on reasonab ly satis factory terms (if at all),  ou r d epend ence (if partnered ) on the resour ces and abilities of any  p artner for  th e fu rther dev elo pmen t of  Tcelna™ , o ur  ability  to com pete with larger, better financed  p harmaceutical and biotech nolog y compan ies, new ap pro ach es to the  treatmen t of  o ur targeted diseases, o ur exp ectation  o f in currin g continu ed losses, ou r uncertainty  o f d evelop in g a m ar ketable  p rod uct, ou r ability  to raise ad ditional capital to con tinue our  d evelopmen t p rog rams, includin g to und ertake an d comp lete  any on going  o r furth er clinical stu dies fo r Tceln a™, 
th e success of  o ur clin ical trials, the efficacy of Tcelna™  f or any  particular indication , such as for relaps in g remittin g MS or  secon dary pr ogr ess ive MS, our ability to develop  an d  co mmercialize p rodu cts, our ability to obtain req uired regu lato ry app rov als , o ur comp lian ce with all Food  an d Drug   Adminis tration regu latio ns, ou r ab ility to ob tain , maintain and  p rotect in tellectual pro perty righ ts (including fo r Tceln a™),  th e risk of litig atio n regar ding ou r in tellectual pro perty rig hts or  the righ ts of  third  p arties, th e success of  th ir d party  develop ment and comm ercialization  eff orts  with respect to  produ cts cov ered by intellectual p rop erty rights  th at we may  license or transfer, our limited manuf actu ring capab ilities, our  d epend ence on third -party manu facturers , o ur ability to  h ire  and  r etain  skilled person nel, ou r volatile s tock pr ice, and oth er risks detailed  in  o ur filings with  the Securities and  Ex chang e  Co mmiss ion . These forward - lo okin g statements  speak  o nly as of  the date of this  p resen tation. W e assu me n o ob lig atio n or  u nder tak ing to up date o r revise any  f orward -lo okin g statements  co ntained herein  to ref lect any chan ges in ou r expectations  w ith regar d thereto or any  ch ange in events , co nditions or circumstances o n which any such statemen t is b ased. You sh ou ld ,  howev er , rev iew add ition al d isclosures we make in ou r An nual Rep ort on Form 10-K, Quarterly Rep orts  o n Fo rm 10 - Q, and  Cur rent Repo rts on  Fo rm 8-K filed with  th e SEC. 2  

  

  
  



   

   
Op exa Hig hlights   • Pro prietary  T- cell techno lo gy platfo rm allo ws for  the pr odu ctio n of  patien t-specific T -cell therapies for a variety of auto im mune  diseases  • Lead  prog ram, Tceln a™, a per so nalized  cellular immu nother apy for   the firs t-lin e treatment of  mu ltip le scler os is  (MS)  • Fast Tr ack desig nation gr an ted No vemb er 2 011  b y FDA for  Tceln a™   f or treatment of Seco ndar y Pr ogr ess ive Mu ltip le Scleros is (SPMS)  • In -hou se cGMP manu facturing  en ables close co ntro l of  p rocess and   COGS  3  

  

  
  



   

   
Op exa’ s Fo cus: F illin g the Vo id in  SPMS Treatmen t 4 Over  1  million peo ple affected by SPMS worldwide … … only ONE FDA ap pro ved pr odu ct fo r SPMS SPMS Opex a’s Tcelna™ (p rojected) NOVANTR ONE Limited use d ue to Black Bo x war ning  add ed to No vantr one ’s prescribing in form atio n by the FDA in Ap ril 2 005  T reatin g SPMS with a Saf e and  E ffective Therapy   

  

  
  



   

   
Op exa Initiates Abili-T TM trial  • Ab ili- T Phase 2b clin ical trial in  SPMS has been initiated   • Do uble -blind, 1:1 rand omized, placebo -co ntro lled   • 180 Patients  – SPMS p opu lation   –  Ap pro ximately 30 sites  in  USA an d Canad a  • Efficacy End points :  –  Whole -brain atrop hy  –  Su stained pr ogr ess ion measured by  EDSS  – T2 les ion s pro gressin g to  h yp ointense les ions (black ho les)  –  Chan ge in  EDSS ( disab ility)   – An nualized Relapse Rate (ARR )  • 2 an nual cou rses of therap y  • 2 years  o f assessment  5   

  

  
  



   

   
Tceln a™  6  A person alized auto lo gou s T -cell immun otherap y, co nsis ting of  attenu ated , patientspecific  my elin  r eactive T- cells  ( MRTC s) against peptides of the th ree primary   myelin pr oteins  Prop osed  Mechanism   The subcu tan eous in jectio n of a th erapeutic dose (30 -45 millio n cells ) of Tcelna™   s timu lates the bod y’ s immun e system to  reco gnize the bolus of injected cells  as a  p er ipheral so urce of  ‘ over rep resen ted ’ MR TC , r esu lting  in  the ind uction of  an   op pos ing do minant negative ‘ regulator y T-cell ’ resp onse:  • Selective tar geting by  immu ne cells  to  d own-regulate and eliminate s imilar  my elin  r eactive T -cells  w ithin the CNS  • An  u p-regulation  o f imp ortant reg ulatory cells (Fox p3+ and Tr1  cells ) to   red uce in flammation and  p rovid e p ossible neur opr otection  

  

  
  



   

   
MR TCs ’ Role in Multip le Scleros is  7  • MR TCs cross the Blo od Br ain  B arrier (B BB ) in to   the central nerv ous sy stem (CNS) fro m th e  perip hery  an d bind to specific an tig en presenting  cells  (APC )  • Macr ophages and  m icr oglial cells  r elease OPN, IL -   12/23 , accomp anied by  T -cell depen dent secr etio n  o f IFN -., IL-17 and tumo r -necros is factor  alph a  (TNFa)  R esu lt .. Destr uction of  the my elin sheath  • T- cells th at clon ally  accum ulate in the lesion   are driv en by def in ed pro tein  an tig ens  Antigen  MRTC   Opexa’s Str ateg y  I dentify which specific antigens within  each individ ual p atien t may  b e targ eted   by  th e immu ne resp on se  

  

  
  



   

   
8  Year 2  Year 3  Propr ietar y Assay Enables  Ann ual Person alized Treatmen ts   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  id entify epitop e dr ift  Develop  n ew fo rmulation b ased on  ev olved   epitop e pr ofile  

  

  
  



   

   
Tceln a™ Manuf actu ring  9  Ex pansion of  an tig en sp ecific T -cells  C ryo preservation  For mulation/ Irr ad iation of each dose as requ ired Epitop e p rofiling  Adm in istration : 5 subcu taneou s injectio ns/year Manuf actu ring and  QC  Dispensation 35  d ays Ep ito pe Pro filing 1 day  1 4 days - Red Cr oss - Blood  Gr oup  Alliance  

  

  
  



   

   
Ov erview of Tcelna™ C lin ical Developm ent  SPMS  Patients   Phase I/I I tr ials  Poo led 10  Baylo r Trial 26  10   R RMS  Patien ts  Ph ase IIb  1 50  [Phase II b Su bpo pulation (AR R>1)]  [5 0]  Ph ase I/II  Dose R ange s tu dy 16   Phase I /I I Extens ion s tu dy 13   • Five clinical trials  h ave been cond ucted (in RR MS an d SPMS p atien ts)  • 302  p atients  enrolled  • 142  treated with Tceln a™  • Safety  d emonstrated and clinical ef ficacy  prom is ing  acro ss broad  spectru m of patients  for  r elap sing  an d pro gressiv e MS  

  

  
  



   

   
Safety  en dpo in ts  Deaths • No  d eath s occu rred  Ser ious Ad verse Ev ents   (SAEs)   • There were n o SAEs related  to  Tcelna™   treatmen t  Most com mon adv erse even ts • Mild to mod erate in jection  s ite r eaction  o nly  Pr evious ly con ducted RR MS Phase 2b clinical trial (n=15 0)  Safety : ITT  11  

  

  
  



   

   
• 36 patients  treated in three clinical trials   • Pro misin g efficacy observ ed   • Disease s tab ilization in 80 % of  p atients  at two years   • Sign ificant r eduction  in relapse rates  • Well-to ler ated , n o SAEs  12   Second ary Prog ress ive MS: Clinical Overview  

  

  
  



   

   
Tceln a™ Stab ilizes Disease in SPMS *A small p ercentage of  p atients  sh owed an impro vement (i.e. decrease in  p rog ress ion ) * *Histo rical con trol: E SIMS Stu dy, pub lished  Ho mmes Lancet 20 04 80 % 20%  40%  0%  2 0% 40 % 60 % 80 % 10 0% To vaxin (n  = 35)  His to rical D isease Pr ogr ess ion Percentage of Patien ts Stab le Pro gressed  Stabilizatio n vs. H istor ical Progr ess ion * **  1 3 80%  of subjects had  n o disease pro gressio n by EDSS at 2  y ears   

  

  
  



   

   
Ph ase I and Phase I/I I Stud ies  Poo led - An nualized Relapse Rate (ARR )  14   Numb er of Relapses ( AR R)  0.00   0.10   0.20   0.30   0.40   0.50   0.60   Baseline 12 Mon th s 24  Mo nths  • Patients  ( n=10)  fo llo wed for 7,95 5  cu mulative days (21 .8  p atient years)  • On ly 1 patien t ex perienced  1  relap se  On e r elap se ob serv ed in  2 1 years  of cumu lative patient follow up   

  

  
  



   

   
Ph ase I and Phase I/I I Stud ies  Poo led - Chan ge in  MSIS Sco res at 2 years   15   0.9%   1 .2 %  2.1%   - 5.1%  -6.0%  - 4.0%  -2.0%  0.0%   2.0%   4 .0 %  Ph ys ical  Psycho logical  1 2 Month (n =1 0) 18 - 24 Month  ( n=7)  Neg ativ e p ercentage chang e  ind icates imp rov ement  from baselin e  Following  two years  of treatment, n o worsening  o f p hys ical  con dition and impr ovemen t in psych olog ical con ditio n  

  

  
  



   

   
Ov erview of Tcelna™ C lin ical Developm ent  16   C lin ical Statu s: Fiv e clinical tr ials  co mpleted with  Tceln a™ in 142   patients , many  with multiple years  of treatment  Ef ficacy: Data sh ows red uction in Annu alized  R elap se Rate (ARR ),  s lowing disease pro gress io n  Safety & Tolerab ility: No Ser ious Ad verse Ef fects (SAEs)   ob serv ed to date r elated  to Tcelna™  treatmen t  

  

  
  



   

   
Comp any Leader sh ip   Neil W ar ma, Pres id ent & C EO, Director  - 18+ years  o f in ternation al healthcare experience with larg e Pharm a and  em er ging  b io techno lo gy  comp an ies  - 9 years  o f Sen io rManagem ent within Nov artis  Ph armaceuticals in Basel, Switzer lan d  - Fo rmerly, Pr esiden t & CE O and  Memb er of the Boar d of D irectors  o f Viro n Therap eutics, a p rivate  clinical s tage biop harmaceu tical compan y develop ing a novel class of pr otein th erapeu tics   - Co -foun der and  Pres ident of MedEx act In c. – medical In ternet compan y – wh ich  was su ccessfully  sold   - Neu roscience an dMB A deg rees  Jay e Th omp son , Ph.D., SVP, C lin ical Develop ment & Regu lato ry Affairs   - Pres ident and  foun der of SYNER GOS, Inc., a full ser vice co ntract research  o rgan ization  wh ich  was  successfu lly  sold  to inVentiv Health in  2 006   - Directed and  m anaged statis tical analys is, data managemen t, repo rt wr iting  an d the cond uct o f  clinical tr ials  for a wid e v ariety  o f indications in cluding  MS  - Ph D, Biostatistics  Don Healey , Ph.D., VP, Scientific Developm en t an d Manufactu ring  - Ov er 25 years  experien ce in cellular immuno logy  an d immune reg ulatio n in both  academic and   biotech  en viron ments   - Fo rmer Dir ecto r of Immu nolo gy fo r Arg os T herapeu tics , respo ns ib le f or the develop ment of no vel  auto lo gou s den dritic cell therapies f or the treatment o f renal carcinoma and  HIV  - Po st-doctor al po sition s in the Dep artment of Path olog y, C ambrid ge Un ivers ity , UK, con ducting   s tu dies o n im muno regu lation  in  an im al mod els of auto im munity, includin g Type I D iabetes and   Multiple Sclero sis   17   

  

  
  



   

Do nna Rill,  SVP Oper atio ns an d Qu ality  Systems3 0 years  of extens ive clin ical and  research labo ratory  ex perience in cell and  g ene th erapy research and  clinical application, im muno logical tech niques and assessm en tsDesigned, and validated  cGMP C ell & Gene Therap y Labor ato ries, cGMP Vecto r Pr odu ctio n facilities , and  Tr anslation al R esearch  Lab sActively invo lved in the develop ment of cell based therap ies as well as  th e fo rmulation  an d review o f related  r egulator y guidelines for ov er 20 years  David Jo rden , (Acting)  C hief Fin ancial Officer, D ir ecto r20 + y ear s of public an d priv ate comp any inv estment exp erience; Morgan  Stanley PWM, Geno metrix, I nc., CFO, p rincipal at Fayez Sar ofim & Co. Received  a MBA fro m Kellog g Sch ool of Manag em ent at Northwestern Univers ity and a BB A fr om the Un ivers ity  o f TexasChar ter ed Finan cial Analyst an d Certified Pub lic Accoun tan t d esign atio nsDawn  McGuire, M.D., C lin ical Co nsultant, Acting -Chief Medical Of ficerBo ard certified neur ologis tLed develo pment of Tysabr i fo r Multip le Scleros is as VP C linical R esearch  an d Medical Affairs  at Elan Pharmaceu ticalsDr. McGuire received  h er B .A. with  h ig h hon ors from  Princeton  Un iv ers ity  an d her M.D. from  C olumb ia Univer sity, College of  Phy sicians & Surgeon s. Sh e was train ed in  Neu rolog y at the Univers ity of Califo rnia, San FranciscoJoyce Frey -Vascon cells , Ph.D., Regu lato ry Co nsultantOver 12  y ears pr evious ly at FDA as Dep uty Director at th e Office of C ellu lar , Tissue and  Gen e Th erapies with th e C enter for  B iolog ics  Evaluation  and  R esear ch (CB ER) Recog nized FDA exper t in the Regu latio n of Cellular Ther apiesOn e o f th e fo remost regulator y experts  regard in g tissues, cell ther apies, combin atio n pro ducts , gen e ther apies, and tumo r vaccines, and br ings ex tens ive 
regulator y expertise an d experien ce fo r this un ique gro up of  p rod ucts Other P laceh older: 18  C ompan y Leadership  
Do nna Rill,  SVP Oper atio ns an d Qu ality  Systems  - 30 years  o f ex tens iv e clinical and research labor atory exp erience in  cell and gen e ther apy research and  clin ical app lication , immun olog ical techniq ues and  assessments   - Des ig ned, and validated cGMP C ell & Gene Therap y Labor ato ries, cGMP Vecto r Pr odu ctio n facilities , and  Trans lational Research Labs  - Actively invo lved in the d evelop ment of cell based therap ies as well as  th e fo rmulation  an d review o f  related reg ulatory  g uidelines f or over  2 0 years   Dawn McGu ire,M.D., Clinical Co nsu ltan t, Actin g -Chief Medical Of ficer  - B oard certified neu rolog ist  - Led  d evelopmen t o f Tysab ri for Multiple Sclero sis  as VP Clinical Research and Medical Af fairs  at Elan  Phar maceuticals   - Dr . McGuire received her B .A. with high  hon ors f rom Princeton  Univ ersity and  h er M.D. f rom Co lumbia  Un ivers ity , C olleg e o f Ph ys ician s & Surgeo ns. She was trained in Neuro lo gy at th e Un iv ersity  o f C aliforn ia,  San Francisco  Dav id  Jor den, (Actin g) Ch ief  F inan cial Officer, D irector   –  20+ years  o f pub lic and  p rivate co mpan y in vestm ent ex perience; Morg an Stan ley  PWM, Gen ometrix, Inc.,  CFO, p rincipal at Fayez Sar ofim & Co .  –  Received a MBA from Kellogg  Scho ol o f Managemen t at No rthwester n Univers ity an d a B BA fro m th e  Univer sity of Texas  – Charter ed  F inan cial Analyst an d Certified Public Accoun tan t d esign atio ns  Joyce Frey -Vascon cells , Ph.D., Regu lato ry Co nsultant  - Ov er 12 years  prev io us ly  at FDA as Depu ty Directo r at the Office of Cellular, Tissue and Gene Therap ies  w ith the Center  fo r Biolog ics Evaluation  an d Research (C BER )  - Recog nized FDA exper t in the Regu latio n of Cellular Ther apies  - On e o f th e f oremo st regu lato ry exper ts  regard ing tissues, cell th erapies, comb in atio n pro ducts , gen e  therap ies, 
an d tumor  v accin es, and br in gs ex ten siv e reg ulatory ex pertise and  ex perience for  th is  uniq ue  g roup  o f pro ducts   18   Co mpan y Leadership  

  

  
  



   

   
Scientific Advisory  B oard   19   .. Dawn McGu ire, M.D., FAAN ( Chair)   • Ad viso ry Co un cil of the Gill Heart I ns titute  • Amer ican  Acad em y of Neuro lo gy  • Nation al In stitute of Neuro lo gical D isord ers and  Stroke o f the Nation al In stitutes o f  Health  .. Hans- Peter Hartung , M.D.  • Chair of  Neur ology  at Heinrich- Heine Univer sity  • Pres ident EC TRIMS  • Europ ean Neurolo gical Society  • Internation al Society for  Neu roimmu nolog y  • Internation al Federation  o f Multiple Scleros is Societies  • World  Health Organization  Adv isor y Bo ar d on Multiple Sclero sis   .. Mark  S. Freed man, M.D., FRCP, FAAN  • Directo r o f th e Mu ltip le Scleros is Research Unit at Ottawa Hospital  • Mu ltip le Scleros is Society of Can ada, National MS Society(USA)  • Amer icas Com mittee for  Tr eatm en t an d Research in MS  • Con so rtiu m of MS C entres  .. Paul O ’ Con nor , M.D., FR CP  • MS Clinic Dir ecto r at St. Michael’ s Hospital, Univers ity of Toro nto  • Nation al Scientific an d Clinical Ad viso r for the Multiple Sclero sis  Society of  C anada  

  

  
  



   

   
Scientific Advisory  B oard   .. Cly de Mar kowitz, M.D.  • Directo r o f th e Mu ltip le Scleros is Cen ter  at the Un ivers ity  o f Pen nsylvan ia  • Pro fesso r o f Neu rolo gy at th e Univ ersity of  Penn sy lv ania Sch ool of Medicine in  Philadelp hia  • Chairman  o f the C linical Adv iso ry Co mmittee fo r th e Delaware Valley Natio nal  MS So ciety   • Amer ican  Acad em y of Neuro lo gy  .. Doug  Arn old, M.D.  • James McGill Pro fessor  Neur ology an d Neuro sur gery  at the Mo ntreal  Neur olog ical Ins titute o f McGill Un ivers ity   .. Ed war d Fo x, M.D., Ph .D.  • Directo r o f Multip le Scleros is C lin ic of  Central Texas  • Ad viso ry Co mmittee, Lon e Star Chap ter o f the Nation al Multiple Scler osis   Society  • Con so rtiu m of Multiple Sclero sis  C enters   • Clinical Assis tant Pro fessor  o f Neu rolog y, Un ivers ity  o f Texas Medical Bran ch  2 0  

  

  
  



   

Milestones an d Goals Execu ted strategic agreemen ts  with  the American Red  C ross an d the B lood  Gr oup  Alliance, In c. (Q2 ’11 )In itiated the des ign and  d ev elopmen t o f a pr opr ietary  W eb -based  system to  m an age 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 )Obtained  FDA Fast Track  appro val f or Tcelna™ in SPMS (Q4 ’11 )Subm itted the Chemistry , Manu facturing  an d Con trol ( “CMC”) upd ate to the FDA for fin al rev iew (Q3 ’12)Ad vanced pr eparation s and fin al con tr act neg otiatio ns with key  clinical tr ial s ites  acr oss North America to sup por t the Phase I Ib SPMS clin ical trial (Q3 ’ 12)Secur ed reso urces to  ad vance clinical dev elopmen t and  in itiate a Phase IIb SPMS clin ical trial in  Nor th Am er ica (Q3’12)I nitiated  1 80 patient Ph ase IIb  SPMS clinical tr ial (Q3 ’12)Secur e ad ditio nal reso urces th rou gh s trateg ic p ar tnership and /o r additional capital r aise(s) to co ntinu e and  co mplete Ph ase IIb  SPMS trialInitiate d iscuss io ns with Eur opean Medicines Ag ency (EMA) fo r future piv otal s tudiesEvaluate expan sio n of platfor m to  o th er autoimmu ne in dications an d geog raph ical territories   
Milestones an d Goals .. Execu ted strategic agreements  with  the American Red  C ross an d the B lood  Gr oup  Alliance, In c. (Q2 ’11 ) .. Initiated th e d esig n and develo pment of a pro prietary Web - based  system to  man 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 ) .. Obtained FDA Fast Track app rov al fo r T celn a™ in SPMS ( Q4 ’11 ) .. Su bmitted the Chemistry, Manuf actu ring and  C ontrol ( “CMC ”) upd ate to the FDA for fin al rev iew (Q3 ’12) .. Adv anced prep arations an d final contract negotiation s with key clinical trial sites acro ss No rth America to  supp ort the Ph ase IIb  SPMS clinical tr ial (Q3 ’12) .. Secured  resou rces to adv ance clin ical develo pment and  initiate a 3 -year Ph ase IIb  SPMS clinical trial in North America (Q3’ 12) .. In itiated 18 0 patient Ph ase IIb  SPMS clinical trial (Q3’12) .. Secure add ition al resou rces to con tin ue and complete Phase II b SPMS tr ial .. Initiate d iscu ss ions with Eur opean  Med icin es Agency  (E MA)  fo r futur e p iv otal s tud ies .. Evaluate expan sion  o f platform  to oth er au toimmun e in dicatio ns an d geog raphical territories  2 1  

  

  
  



   

Finan cial H ighligh ts (at 6/30/1 2 per Q2 Earning s Release, bu t cash and fu lly  d ilu ted sh ares up dated for  July 20 12 $4 .1 M f in ancing ) Other  P lacehold er: B asic Shares Ou ts tandin g 23 M Fu lly  D iluted  44 MMarket Cap italization (B asic) ~$18  M5 2 week  r an ge $0.29 -$1.53Mon thly Bu rn  $92 5,000 Cash Po sition   $5 .6  M  22  
Finan cial H ighligh ts  (at 6 /3 0/12  p er Q2  Ear nings Release, but cash an d fully diluted  shares upd ated  for July 201 2 +4.1M f inancing )  • Bas ic Shares Ou ts tand in g 23 M  Fully  D iluted 44  M  • Mar ket C apitalization (B as ic) ~$ 18 M  • 52 week range $0 .2 9-$ 1.53  • Mo nthly B urn  $ 925 ,0 00  • Cash Po sition $5 .6  M  22  
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