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UNITED STATES

SECURITIESAND 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 reportedijteJ21, 2007

Opexa Therapeutics, Inc.
(Exact Name of Registrant as Specified in Its Ghrart

(State or Other Jurisdiction of |Incorporation)

001- 33004 76- 0333165
( Conmi s-S|0nF||e Nunber) (I.R S. Enpl o;é;-;aéhgi-fication No. )
2635 N. Crescent Ridge Drive
The Wbodl ands, Texas 77381
(Address 0; - Pr | nC| pal - Execut | ;/e O fices) (Zi- p E:Z)de)

Registrant's telephone number, including area c@$d:) 272-9331

Check the appropriate box below if the Form 8-lflis intended to simultaneously satisfy the §liobligation of the registrant under any of
the following provisions (see General Instructior2 Abelow):

[] Written communications pursuant to Rule 425 urttie Securities Act

(17 CFR 230.425)

[] Soliciting material pursuant to Rule 14a-12 unttee Exchange Act

(17 CFR 240.14a-12)
[] Pre-commencement communications pursuant to Radk2(b) under the Exchange Act (17 CFR 240.14x}2(

[] Pre-commencement communications pursuant to Rul-4(c) under the Exchange Act (17 CFR 240-4(c))



Item 8.01. Other Events.

On June 21, 2007, Registrant reported positivditapeata from its open-label Phase /1l extengitimical trial of the investigational T-cell
vaccine, Tovaxin(TM), for multiple sclerosis. A gopf the press release is attached as Exhibit 99.1.

Item 9.01 Financial Statements and Exhibits
(c) Exhibit 99.1

The following exhibit is to be filed as part of ¢t8-K:

Exhi bit No. Descri ption
99.1 Press rel ease i ssued June 21, 2007
SIGNATURES

Pursuant to the requirements of the Securities &xgh Act of 1934, the registrant has duly causisdréport to be signed on its behalf by the
undersigned hereunto duly authorized.

OPEXA THERAPEUTICS, INC.

By: [/s/ David B. McWIIians

David B. McWIlianms, Chief Executive
Oficer

DATE: June 21, 2007
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Exhibit 99.1
Opexa Therapeutics Reports Positive Top-line Dathase I/Il Extension Trial with Tovaxin(TM) forWMiple Sclerosis
Effectiveness Shown in Relapsing Remitting Subjéct®ss Both Phase /Il Dose Escalation and Extensrials

THE WOODLANDS, Texas--(BUSINESS WIRE)--June 21, 286@pexa Therapeutics, Inc. (NASDAQ:OPXA), a compavolved in the
development and commercialization of cell therapieday announced positive top-line data in an dpbel Phase /1l extension clinical trial
of the investigational T-cell vaccine, Tovaxin(TMQr multiple sclerosis (MS). In this one-year, @gect extension clinical trial of relapsing
remitting (RRMS) and secondary progressive (SPMB)exts, Tovaxin therapy was shown to be safe #edtive. The "per-protocol”
analysis of Tovaxin therapy achieved a 92% redadticannualized relapse rate (ARR) in subjects veueived two treatment doses of 30 -
45 x 10(6) attenuated T-cells eight weeks apartvegr@ monitored for an additional 44 weeks. Subjatthe extension study had previously
been treated an average of 5.2+/-1.8 (1, 8; meslidnyears earlier at Baylor College of Medicinglenthe direction of Jingwu Zhang, M.D.,
Ph.D with a T-cell vaccine developed from myelisiogrotein (MBP) reactive T-cells. The safety deofevealed only injection site mild
reactions and no severe adverse reactions retafeaell vaccination.

Both Phase I/ll clinical studies have demonstréited T-cell vaccination depletes myelin reactiveells in peripheral blood. In the extension
study patient population, the myelin reactive T-&elquencies were reduced by 84% and 72% at 6landonths on study, respectively.
Reductions in myelin reactive dell frequencies in the dose escalation study wéré% and 64.8% at 6 and 12 months on study, réspkc

All subjects currently are enrolled in a retreatimextension study to collect longitudinal safetyl affectiveness data.

Effectiveness data for the 13 RRMS subjects adtasswvo Phase /11 trials showed an 80% reductioARR. The Expanded Disability
Scoring Scale (EDSS) for the RRMS subjects folsgpint effect was improved, unchanged and worséget#.3%, 21.4% and 14.3%,
respectively. The EDSS for a 0.5 point sustainedcfrange over 3 months) effect was improved, ungddand worsened by 42.9%, 42.9%
and 14.2%, respectively. The EDSS for a 1.0 susthé@ffect was improved, unchanged and worsene@B¢2 57.1% and 14.3%,
respectively.

Brian Loftus, M.D. of Bellaire Neurology, the Pripal Investigator of these Tovaxin studies, comradntThis data, combined with prior
data presented on myelin reactive T-cell frequenaied ARR reductions, laid the ground work forphecebo-controlled Tovaxin 1lb clinical
trial (TERMS). We have shown that myelin reactivedlls can be identified and used to produce Ta@akine which effectively induces the
depletion of an individual's autoreactive T-celislaesults in positive clinical outcomes. | antatip Tovaxin will usher in the age of
personalized therapy for MS."

David McWilliams, president and chief executiveicéf of Opexa, said, "We are particularly encoudalgg the data from this extension trial
which indicates that subjects previously treatetthWicell vaccine can be safely and effectivelyeated with Tovaxin. This outcome is
important to our planned extension trial for sutgemrrently enrolled in our TERMS trial followirtge one year core study time period." In
addition, the effectiveness data in RRMS subjectsss the two Phase /1l trials indicate stronghgifive outcomes in both ARR and EDSS
improvements following Tovaxin therapy."

About TERMS

The Tovaxin Phase llb clinical study will includéQ.patients in a multicenter, randomized, doubiedhlplacebo-controlled trial designed
primarily to evaluate the efficacy, safety and talglity of the Tovaxin T-cell vaccination with oiically isolated syndrome (CIS) and
relapsing-remitting MS (RR-MS) patients. A total1ldfO patients will receive Tovaxin, while 50 widlaeive placebo. The study is designed as
a two-arm, 52-week, parallgkoup study, whereby patients will be given fivbsutaneous injections at 0, 4, 8, 12 and 24 welkes.analyse
will be performed at the end of the 52-week stualgdsess the safety and efficacy of Tovaxin. Tiragy efficacy variable is the cumulative
number of gadolinium-enhancing lesions on T1-weidhtIRl scans summed over the Week 28, 36, 44, 2andRis. The secondary efficacy
variables are the cumulative number of new gadaiinenhancing lesions at Weeks 28-52, the chang@-weighted lesion volume, and the
annualized relapse rate. As of May 17, 2007, Opexeaunced the completion of patient enroliment ib@-patient Phase Ilb safety and
efficacy study (TERMS). All patients who complele trial will be eligible to participate in an omtial one-year extension study, in which
they will receive Tovaxin under an open-label poato The open-label study is being planned undgiffarent protocol that will be submitted
to the FDA.

The TERMS study is being conducted at 36 U.S. sitevaluate the safety and effectiveness of Tavakie TERMS study is registered on
the U.S. National Institutes of Healdponsored website, www.clinicaltrials.gov, wheramhaceutical companies are required to registle
for medicines that will treat serious or life-threaing diseases or conditions. For more informatuisit the TERMS website at
www.tovaxin.com.

About T-cell Vaccination

For a T-cell vaccine to be effective, it shoulddire to induce T-cell cytotoxic and/or regulatamymune responses against the pathogenic T-
cells. Studies of T-cell vaccine have indicated Thaell vaccination with peripheral blood-derivadtologous myelin-peptide selected T-cells
in multiple sclerosis patients resulted in the ivovinduction of CD8+ cytotoxic -cells and CD4+CD25+FoxP3 Tregs specific f-cell



vaccine. The induction of anti-idiotypic cytotoXx@D8+ effector T-cells and anti-ergotypic CD4+CD295xP3 positive Tregs is believed to
provide a therapeutically effective dual mechanigmrotection to patients treated with Tovaxin(TNMhe observed regulatory immune
responses have been shown to collectively corralateclinical improvement in treated patients.

About Opexa Ther apeutics

Opexa Therapeutics develops and commercializesheghpies to treat autoimmune diseases such asid@natoid arthritis, and diabetes.
The Company is focused on autologous cellular theegplications of its proprietary T-cell and steell therapies. The Company's lead
product, Tovaxin(TM), a T-cell therapy for multipgelerosis is in a Phase llb trial. The Companylsidhe exclusive worldwide license for
adult multipotent stem cells derived from mononacleells of peripheral blood. The technology alldarge quantities of monocyte derived
stem cells to be produced efficiently for use itokngous therapy, thus circumventing the threatgction. The Company is in preclinical
development for diabetes mellitus. For more infdiom visit the Opexa Therapeutics website at wvpgxatherapeutics.com.

Safe Harbor Statement

This press release contains "forward-looking stat@s)" including statements about Opexa Therapgfiowth and future operating results,
discovery and development of products, stratedjimredes and intellectual property, as well as othatters that are not historical facts or
information. These forward-looking statements asda on management's current assumptions and atipestand involve risks,
uncertainties and other important factors, speatifiancluding those relating to Opexa Therapeutdility to obtain additional funding,
develop its stem cell technologies, achieve itsajmnal objectives, and obtain patent protectmmits discoveries, that may cause Opexa
Therapeutics' actual results to be materially d#ffé from any future results expressed or impligdich forward-looking statements. Opexa
Therapeutics undertakes no obligation to updatewise any such forward-looking statements, whedisea result of new information, future
events or otherwise.

CONTACT: Company Contact:
Opexa Therapeutics, Inc.
Lynne Hohlfeld, 281-719-3421 Ihohlfeld @opexathergjos.com or
Investor Relations Contacts:
Lippert/Heilshorn & Associates

Kim Sutton Golodetz, 212-838-3777 kgolodetz@lhanco
Bruce Voss, 310-691-7100
bvoss@Ihai.con



