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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 Securitiesdéhange Act of 1934

Date of report (Date of earliest event report&dptember 8, 2009

.’,fui@

Opexa Therapeutics, Inc.

(Exact Name of Registrant as Specified in Its Girart

Texas
(State or Other Jurisdiction of Incorporation)

001-33004 76-0333165
(Commission File Number) (I.R.S. Employer Identification No.)
2635 N. Crescent Ridge Drive
The Woodlands, Texas 77381
(Address of Principal Executive Office) (Zip Code)

Registrant’s telephone number, including area c(it) 272-9331

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

[ Written communications pursuant to Rule 425 uriderSecurities Act (17 CFR 230.425)
[ Soliciting material pursuant to Rule 14a-12 urttier Exchange Act (17 CFR 240.14a-12)
[ Pre-commencement communications pursuant to Rlde?{b) under the Exchange Act (17 CFR 240.14d)2(b)

[ Pre-commencement communications pursuant to Raded{c) under the Exchange Act (17 CFR 240.13e-4(c)




Iltem 8.01. Other Events.

On September 8, 2009, Opexa Therapeutics, Inc.“@oenpany”) issued a press release reporting additional aralg6@ERMS data f
Tovaxin®, a personalized T-cell immunotherapy farltiple sclerosis (MS). A copy of the press retemsattached as Exhibit 99.1.

The Company issued a second press release on $ept8n2009 announcing that Neil K. Warma, the Canys president and chief execut
officer, will deliver a corporate presentation atdfan & Renshaw’s 11th Annual Healthcare Conferefibe Company presentation w
take place at 10:50 a.m. (EST) on Friday, Septertfber2009 in the Henry Salon (5th floor) of the WPélace Hotel. The presentation
include an overview of the company’s ongoing depeient program for Tovaxin®, the compasyéad therapy for MS and an overview of
recently announced stem cell agreement with Naafthe presentation will be webcasted and the tinlaccess the audio webcast
presentation will be available at www.opexathergiosicom.

Iltem 9.01. Financial Statements and Exhibits.

(c) Exhibit 99.1
Exhibit 99.2

The following exhibit is to be filed as part of $I8-K:

Exhibit No. Description

99.1 Press release issued September 8, 2009 getatifovaxin data

99.2 Press release issued September 8, 2009 gefatpresentation at Rodman & Renshaw’s 11th Anhigallthcare
Conference.

SIGNATURES

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

OPEXA THERAPEUTICS, INC.
By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Officer

DATE: September 9, 2009




EXHIBIT INDEX

Exhibit No. Description
99.1 Press release issued September 8, 200 ¢elatlTovaxin data
99.2 Press release issued September 8, 2009 ¢elatpresentation at Rodman & Renshaw’s 11th AhHealthcare

Conference.



Exhibit 99.1
Opexa Reports Additional Favorable Data with Tovaxn® for Multiple Sclerosis

Further Analysis of TERMS Phase I1b Data Shows That 85% of Patients Treated with Tovaxin Responded
Favorably, 16 % Showing Actual and Sustained I mprovement in Disability

THE WOODLANDS, Texas--(BUSINESS WIRE)--SeptembeR809--Opexa Therapeutics, Inc. (NASDAQ:OPXA), a company developi
Tovaxin®, a personalized T-cell immunotherapy for multiptéerosis (MS), today announced results from furétmalysis of the double-blind,
placebo-controlled, 52-week Phase IIb TERMS clingtady of 150 patients with Relapsing Remitting KRRRMS). This analysis evaluated
patients with an annualized relapse rate of orgremter at study entry (ARR). More than 83% of the Tovaxin-treated group Gi=@&mained
relapse free at one year and the annualized retapsafter treatment decreased to 0.20, a 42%tieducompared to placebo.

The results of this expanded analysis confirm thosad in the previously-reported per-protocol gsa of patients in the TERMS study with
ARR>1. This post-hoc analysis which represents 8#e total patient population in the TERMS stweys conducted to evaluate Tovaxin
treatment among study patients with the same besdisease activity that is being targeted forusidn in the forthcoming Phase 1lb study.
Along with a marked reduction in relapses, 73%hef Tovaxin-treated patients with ARR showed stabilization or improvement in MS
disability, including 16.5% with a sustained impeovent in the Expanded Disability Status Scale (BO$&t least one full point. On MRI, the
Tovaxin-treated group also demonstrated a redudatidmnain atrophy and fewer inflammatory brain tew that progressed to “black holes,” as
compared to the placebo-treated group. TreatmehtTavaxin was well tolerated, with no serious adeeevents reported in any Tovaxin-
treated patient.

“The expanded analysis represents the MS patignilption with active relapsing-remitting diseasarpled for recruitment into the next Phase
[Ib trial of Tovaxin,” stated Dawn McGuire, MD, aard certified neurologist and a member of Opegditsical Advisory Board. “Clinical
benefits include not only reduction in relapseg,dsurprising reversal of disability in over 16%lovaxin-treated patients. Along with MRI
data suggesting a reduction in neuronal cell litesse results raise the possibility that Tovax@atment may have neuroprotective as well as
disease-modifying effects. Tovaxin’'s favorable safeofile and these early efficacy signals strgrglpport moving forward with a
confirmatory Phase IIb trial.”




Tovaxin is a personalized T-cell vaccine based patgent’s individual immunologic profile. Detailéehmunology data analysis from the
TERMS trial indicate that Tovaxin can successfillguce changes in T-cell reactivity to all thresgeted myelin antigens implicated in the
autoimmune attacks causing neurologic damage inTW8se changes appear epitope-specific, are sedtboin6 months or more, and match
each patient's Tovaxin formulation. Tovaxin is hotadly immunosuppressive, an important featuriésdavorable safety profile.

“From an immunology perspective, the data genertitesl far from the TERMS trial, from thousands afipnt samples, appear to correlate
nicely with the putative mechanism of action forva@rin. While additional analyses are still in pregg, we are also seeing early associations
between depletion of myelin reactive T-cells angbfable clinical outcomes,” commented Dr. McGuire.

About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewedmt of patient-specific cellular therapies fa threatment of autoimmune diseases. The
Company’s leading therapy, Tovaxih is an individualized cellular immunotherapy traanht in Phase lIb clinical development for multiple
sclerosis (MS). Tovaxin is derived from T-cellslaed from peripheral blood, expandexivivo, and reintroduced into the patients via
subcutaneous injections. This process triggergenp@nmune response against specific subsetstofeactive T-cells known to attack myelin,
believed to be a primary cause of MS attacks amdoms system damage.

For more information visit the Opexa Therapeutiebgite at www.opexatherapeutics.com

Cautionary Statement Relating to Forward -Looking Information for the Purpose of "Safe Harbor" Provisions of the Private Securities
Litigation Reform Act of 1995

This press release contains forward-looking stat@sevhich are made pursuant to the safe harbor igions of Section 27A of the Securities
Act of 1933, as amended, and Section 21E of theriBes Exchange Act of 1934, as amended. The fak-looking statements in this release
do not constitute guarantees of future performaiceestors are cautioned that statements in thesprrelease which are not strictly historical
statements, including, without limitation, statesenegarding current or future financial paymensturns, royalties, performance and
position, management's strategy, plans and objestior future operations, plans and objectivespimduct development, plans and objecti
for present and future clinical trials and resuttbsuch trials, plans and objectives for regulatapproval, litigation, intellectual propert
product development, manufacturing plans and peréarce, constitute forwa-looking statements. Such forward-looking statesarg
subject to a number of risks and uncertainties tmatld cause actual results to differ materiallgrfr those anticipated, including, without
limitation, risks associated with: the successhaftt party development and commercialization effavith respect to products covered by
intellectual property rights transferred by the Quamy, the success of third party patent prosecuwaitorts with respect to such products, the
ability of the Company to enter into and benefinfra partnering arrangement for the Company's pobdandidate, Tovaxin, on reasonably
satisfactory terms (if at all), and our dependefi€partnered) on the resources and abilities of grartner for the further development of
Tovaxin, our ability to compete with larger, betferanced pharmaceutical and biotechnology compamew approaches to the treatment of
our targeted diseases, our expectation of incurdngtinued losses, our uncertainty of developimgaaketable product, our ability to raise
additional capital to continue our treatment dey®teent programs, the success of our clinical trials; ability to develop and commercialize
products, our ability to obtain required regulataapprovals, our compliance with all Food and Drudministration regulations, our ability t
obtain, maintain and protect intellectual properights for our products, the risk of litigation ragding our intellectual property rights, our
limited manufacturing capabilities, our dependepcoethirdparty manufacturers and value added resellers,ahility to hire and retain skille
personnel, our volatile stock price, and other sisletailed in our filings with the Securities amxtBange Commission. We assum
obligation to update any forward-looking informaticontained in this press release or with respet¢he announcements described herein.

CONTACT:

Opexa Therapeutics, Inc.

Neil K. Warma, 28-719-3437
President & CEO
nwarma@opexatherapeutics.com




Exhibit 99.2

Opexa to Present at the Rodman & Renshaw 1 Annual Healthcare Conference September 11, 2009

THE WOODLANDS, Texas--(BUSINESS WIRE)--SeptembeR809--Opexa Therapeutics, INc(NASDAQ: OPXA), a company developi
Tovaxin®, a personalized T-cell immunotherapy for multiptéerosis (MS), today announced that Neil K. War@pexas president and chi

executive officer, will deliver a corporate presaitn at Rodman & Renshaw’s Annual Healthcare Conference. The conference will b
held September 9-11, 2009, at the Palace Hotekim Xork City.

Opexa’s presentation will take placelt50 a.m. (EST) on Friday, September 11, 2009 ihe Henry Salon (5" floor) of the NY Palace

Hotel . The presentation will include an overview of ttempany’s ongoing development program for Tovatklie,company’s lead therapy for
MS and an overview of the recently announced steliragreement with Novartis. The presentation b@lwebcasted and the link to access the
audio webcast and presentation will be availablevav.opexatherapeutics.com

About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewvedmt of patient-specific cellular therapies fag theatment of autoimmune diseases. The
Company’s leading therapy, Tovaxi is an individualized cellular immunotherapy traant in Phase IIb clinical development for multiple
sclerosis (MS). Tovaxin is derived from T-cellsl&ged from peripheral blood, expandexivivo, and reintroduced into the patients via
subcutaneous injections. This process triggergenp@nmune response against specific subsetstofeactive T-cells known to attack myelin
and, thereby, reduces the risk of relapse over. tidaga from the first Phase IIb clinical study slealxcompelling evidence that Relapsing
Remitting MS patients treated with Tovaxin saw @lleclinical, MRI, and immunological benefits ouvie placebo group, including statistical
significance for decrease in the Annualized Reldpse (ARR), improvement in disability score (EDS8)d improvement in quality of life
measures (MSQLI), as well as an excellent safatfilprwith no serious adverse events related toakovtreatment.

For more information visit the Opexa Therapeutiebsite at www.opexatherapeutics.com

CONTACT:

Opexa Therapeutics, Inc.

Neil K. Warma, 28-719-3437
President & CEO
nwarma@opexatherapeutics.c




