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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 reported): September 12, 2012

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

Texas 001-33004 76-0333165
(State or other jurisdiction of incorporation) (Commission File Number) (IRS Employer IdentificatiNo.)
2635 Technology Forest Blvd., The Woodlands, Texas 77381
(Address of principal executive offices) (Zip Code)

Registrant’s telephone number, including area c(fs) 272-9331
N/A
(Former name or former address, if changed sirstedport)

Check the appropriate box below if the Form 8-kflis intended to simultaneously satisfy the §liobligation of the registrant under any of
the following provisions:

[ 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 240.13€e-4(c)




Item 7.01. Regulation FD Disclosure.

On September 12, 2012, Opexa Therapeutics, Inedsa press release announcing the initiationRifase 11b clinical trial of Tcelna™
in patients with secondary progressive multipleszdis.

A copy of the press release is attached heretxlaibilE99.1 and incorporated herein by reference.

Item 9.01. Financial Statements and Exhibits.
(d) Exhibits

Exhibit No. Description

5.1 Opinion of Pillsbury Winthrop Shaw Pittman LLP
23.1 Consent of Pillsbury Winthrop Shaw PittmarPL{included in Exhibit 5.1).
99.1 Press Release issued by Opexa Therapeuticgn September 12, 2012.

The information in Item 7.01 of this Current RepantForm 8-K, including Exhibit 99.1, shall not deemed “filed”for the purposes of Secti
18 of the Securities Exchange Act of 1934 or otleevgubject to the liabilities under that Sectioor, be deemed to be incorporated by
reference into the filings of the registrant untter Securities Act of 1933.




SIGNATURES

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

Dated: September 12, 2012 OPEXA THERAPEUTICS, INC.
By: /s/ Neil K. Warma

Neil K. Warma
President & Chief Executive Officer




EXHIBIT INDEX

Exhibit No. Description

5.1 Opinion of Pillsbury Winthrop Shaw Pittman LLP
23.1 Consent of Pillsbury Winthrop Shaw PittmarPL{included in Exhibit 5.1).
99.1

Press Release issued by Opexa Therapeuticgn September 12, 2012.



Exhibit 5.1
September 12, 2012

Opexa Therapeutics, Inc.
2635 Technology Forest Blvd.
The Woodlands, Texas 77381

Ladies and Gentlemen:

We are acting as counsel for Opexa Therapeutics, dnTexas corporation (theCompany "), in connection with the issuance and sale of |
4,000,000 shares (theShares ) of common stock, $0.01 par value (th€bmmon Stock ”), of the Company, all of which are authorized
heretofore unissued shares to be offered and sotidoCompany pursuant to the Registration StatémerForm S-3 (Registration No. 333-
163108) (the ‘Registration Statement ) filed by the Company with the Securities and BExage Commission (theCommission ") under th:
Securities Act of 1933 (the Act ") and related prospectus dated November 23, 2008ug@emented by the prospectus supplement
September 12, 2012 relating to the offer and skileoShares (as so supplemented, tRedspectus ™).

We have reviewed and are familiar with such docus)erorporate proceedings and other matters asame ¢onsidered relevant or neces
as a basis for the opinions in this letter. Basedhe foregoing, we are of the opinion that ther8&dave been duly authorized and, v
issued and sold by the Company in the manner degtin the Registration Statement and the Prospectd in accordance with the resolut
adopted by the Board of Directors of the Comparilf,be validly issued, fully paid and nonassessable

The opinions set forth in this letter are limitedthe Business Organizations Code of the Stateréd, as in effect on the date hereof.

We hereby consent to the filing of this opiniortdetas Exhibit 5.1 to the Company’s Current Report-orm 8K filed by the Company wit
the Commission on the date hereof and the incotiporahereof in the Registration Statement andh® use of our name under the cag
“Legal Matters”in the Prospectus. In giving this consent, we dbthereby admit that we are within the categorp@fsons whose consen
required under Section 7 of the Act or the rules eagulations of the Commission promulgated thedeun

Very truly yours,

/s/ Pillsbury Winthrop Shaw Pittman LLP



Exhibit 99.1

Opexa I nitiates L ate Stage Clinical Study of Tcelna in Patientswith Secondary Progressive Multiple Scler osis
(SPMYS)

First Ever Personalized | mmunotherapy for MS Being Studied in Phase I1b Abili-T Trial; Tcelna Has Fast Track
Designation in Significantly Underserved SPMS Patient Population

THE WOODLANDS, Texas--(BUSINESS WIRE)--September 2@12--Opexa Therapeutics, Inc. (NASDAQ:OPXA)panpany developing
Tcelna™ , a novel Teell therapy for multiple sclerosis (MS), today annced the initiation of a Phase Ilb clinical tidiTcelna in patients wi
Secondary Progressive Multiple Sclerosis (SPMS)e&# patients have already been enrolled in theysand enrollment is expected to
increase rapidly as additional sites begin screggaird enrolling patients in the coming weeks. Taeédnthe first ever personalized T-cell
therapy for MS patients and has received Fast Tasgignation from the United States Food and Drdgiistration (FDA) for the treatment
of SPMS. The therapy is specifically tailored talepatient’s individual disease profile and has destrated superior safety and encouraging
indications of efficacy in previous clinical studign MS that included the treatment of SPMS pagiehhere is currently only one FDA-
approved treatment for SPMS but safety warninge lsgverely restricted its use.

The newly initiated trial, named Abili-T, is a ramdized, double-blind, placebo-controlled clinicaldy in SPMS patients who demonstrate
evidence of disease progression without associatadses. The trial is expected to enroll 180 pédiat approximately 30 leading clinical sites
in the U.S. and Canada with each patient receitvimgannual courses of Tcelna treatment consistirfiy® subcutaneous injections per year.
The study will assess a number of clinical endpoiatevaluate the efficacy and safety of Tcelnaatients with SPMS. The primary efficacy
outcome of the trial is the percentage of brairuwgd change (atrophy) at 24 months. Study investigatill also measure several important
secondary outcomes commonly associated with M$idiroy disease progression as measured by the Exgdbidability Status Scale (EDSS),
annualized relapse rate (ARR) and changes in dityads measured by EDSS and the Multiple Sclerbsisctional Composite (MSFC).

In multiple previously conducted clinical trialsrfine treatment of patients with MS, Tcelna has alestrated one of the safest side effect
profiles of any marketed or development-stage MBahy, as well as encouraging efficacy signalscititig Opexa’s therapy may have the
potential to be both safe and effective for thatimeent of both SPMS and RRMS patients. In Phakstltlies involving SPMS patients treated
with Tcelna (n=36), 80 percent of the patientstedavith Tcelna showed no evidence of disease pssgn at 24 months (a 50% improven
with respect to patients showing evidence of disgaiegression, over historical controls). Followtng years of treatment, a subset of these
patients (n=10) reported no worsening of their ptaior psychological condition. Additionally, irl3/ears of cumulative follow up in the sa
SPMS patients treated with Tcelna, the annualigtapse rate for this same subset of patients vasee significantly compared to baseline
and only one patient experienced a relapse duhisgitne.

“To witness the initiation of this clinical studglfowing the extensive preparations that were neggliis a tremendous testament to the
dedication and talent of the entire Opexa teamb@lieve this is a critical milestone for not jusir&ompany, but for all of those SPMS
patients who desperately need and deserve a txtfer,and more effective treatment option,” saéd K. Warma, President and Chief
Executive Officer of Opexa. “We return to the dtinvith an enhanced manufacturing process, an apgitnglinical development strategy, Fast
Track designation from the FDA and the belief theglna is the most promising MS treatment in degelent today.”

The initiation of this trial follows a number of kenhancements to the Tcelna clinical developmesdgram. First, Opexa has optimized its
Chemistry, Manufacturing and Control (CMC) proctssthe therapy in order to improve efficiency, ued overall costs and bring it further in
line with commercial stage requirements. Followiognpletion of these manufacturing and logisticdlacements, the Company submitted an
updated CMC application which has been fully re\aevby the FDA. In addition, the Company has modifts clinical development strategy
for Tcelna to focus current efforts on the SPMSegpeitpopulation in order to address the severe ¢dickeatment options currently available or
in development for these patients. Finally, toeeflits work in optimizing the overall manufactigiprocess and clinical development strategy
for the program, Opexa’s lead product candidatenésly known as Tovaxin, has been rebranded asacel

“It is very gratifying to see Opexa’s novel T-ctikerapy return to the clinic and | am excited tqbet of the ongoing investigation of a
potential MS treatment that possesses such an ésipesearly safety profile. This is an exceedirigiportant study for the entire MS
community as it will go a long way toward demonstrig how effective the therapy may be for the mosteed and underserved progressive
MS patient population,” stated Mark Freedman, Mdixector of the Multiple Sclerosis Research Unithe Ottawa Hospital, member of
Opexa's Scientific Advisory Board, and an invegtigéor the Abili-T trial. “While a positive triabutcome will certainly be good news for
SPMS patients, it is also not difficult to envisithrat it could position Tcelna as a promising tneexit for the larger RRMS patient populatior
well.”

“The initiation of this clinical trial is a very iportant milestone in the area of MS research, @datly in light of the significant need for new
and effective treatments for these patients,” cometHans-Peter Hartung, M.D., chairman of the depant of neurology at Heinrich-Heine
University, Dusseldorf and member of Opexa's Sifiemidvisory Board. “As a personalized immunothgyaTcelna’s unique mechanism
strongly differentiates it from other developmetfatge MS treatments. This combined with a safetilprthat is unmatched by other MS
therapies currently available or in developmenitimss Tcelna as a potentially very interestingéipy for a large, underserved patient
population. Currently, there is no satisfactoratneent available for SPMS patients.”

While its current clinical trial targets SPMS pati® Opexa also intends to continue the developwiehtelna as a treatment for RRMS
patients. Opexa has successfully completed Endhas®1l meetings with the FDA and believes it isifioned to initiate Phase 11l pivotal trie



in RRMS patients. Importantly, the results of tingoing Abili-T trial should further enhance the Qmany’s future efforts in the RRMS
indication. The primary focus at present, howeigethe ongoing Phase llb SPMS Abflitrial and on securing the necessary capital reguot
the completion of that trial.




About SPMS

SPMS is a progressive phase of MS which is chaliaetéby a steady progression of clinical neuratagdamage with or without relapses.
After ten years of disease characterized by relapsats and remitting disability (RRMS), approxigtgt50 percent of patients will have
progressed to SPMS. In SPMS, relapses dissipatdioveand subjects experience general progressidrincreasing disability. It is believed
that the resulting neurological damage cannot bersed.

About Tcelna

Tcelna is a personalized therapy that is speciitallored to each patient's disease profile. iaés manufactured using ImmPath Opexa's
proprietary method for the production of a patispécific T-cell immunotherapy, which encompassesctiilection of blood from the MS
patient, isolation of peripheral blood mononucleglis, generation of an autologous pool of myeéiaetive T-cells (MRTCs) raised against
selected peptides from myelin basic protein (MB®yelin oligodendrocyte glycoprotein (MOG) and pwdigid protein (PLP), and the return
of these expanded, irradiated T-cells back to #ieept. These attenuated T-cells are reintroduckdthe patient via subcutaneous injection to
trigger a therapeutic immune system response. Opelieves the potential combination of efficacypatior safety, excellent tolerability and
administration may position Tcelna as the MS treathof choice as compared to existing therapeutics.

About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewedmt of patient-specific cellular therapies fa threatment of autoimmune diseases such as
MS. The Company’s leading therapy, Tcelhais a personalized cellular immunotherapy treatrtieat is in late stage clinical development for
MS. Tcelna is derived from T-cells isolated fronripkberal blood, expanded ex vivo, and reintroduogal the patients via subcutaneous
injections. This process triggers a potent immwasponse against specific subsets of autoreactoa|3 known to attack myelin and, thereby,
reduces the risk of relapse over time.

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

Cautionary Statement Relating to Forward-L ooking Information for the Pur pose 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 w‘expects,” “believes,” “hopes,”
“anticipates,” “estimates,” “may,” “could,” “intend s,” “exploring,” “evaluating,” “progressing,” “proc eeding” and similar expressions are
intended to identify forward-looking statementse Torward-looking statements in this release doauotstitute guarantees of future
performance. Investors are cautioned that statemignthis press release which are not strictly dvistal statements, including, witho
limitation, statements regarding the developmernhefCompany’s product candidate, Tcelna, congtifatward-looking statements. Such
forward-looking statements are subject to a number obréakd uncertainties that could cause actual redoltdiffer materially from those
anticipated, including, without limitation, riskssociated with: our capital position, the rightsdapreferences provided to the Series A
Convertible Preferred Stock and investors in thevestible secured notes issued by the Companylyn2Di2 (including a secured interest in
all of our assets), the ability of the Company titee into and benefit from a partnering arrangemfartthe Company's product candidate,
Tcelna, on reasonably satisfactory terms (if a}t,alr dependence (if partnered) on the resourcesabilities of any partner for the further
development of Tcelna, our ability to compete Veéther, better financed pharmaceutical and bioteglogy companies, new approaches to the
treatment of our targeted diseases, our expectaifdncurring continued losses, our uncertaintydef/eloping a marketable product, our
ability to raise additional capital to continue odevelopment programs (including to undertake amtmlete any ongoing or further clinical
studies for Tcelna), the success of our clinicall$; the efficacy of Tcelna for any particular iodtion, such as for relapsing remitting MS or
secondary progressive MS, our ability to develop eammercialize products, our ability to obtain végd regulatory approvals, our
compliance with all Food and Drug Administratiorgtdations, our ability to obtain, maintain and peat intellectual property rights
(including for Tcelna), the risk of litigation regding our intellectual property rights or the righof third parties, the success of third party
development and commercialization efforts with eespo products covered by intellectual properghts that the Company may license or
transfer, our limited manufacturing capabilitiegyradependence on third-party manufacturers, ouligbio hire and retain skilled personnel,
our volatile stock price, and other risks detailacbur filings with the Securities and Exchange @assion. These forward-looking statements
speak only as of the date made. We assume no tidtiga undertaking to update any forward-lookirtgtements to reflect any changes in
expectations with regard thereto or any changevients, conditions or circumstances on which any stiatement is based. You should,
however, review additional disclosures we makeuinreports filed with the Securities and Exchangernission, including our Annual Rep
on Form 10-K for the year ended December 31, 2011.

CONTACT:

Opexa Therapeutics, Inc.

Neil K. Warma, 281.775.06C
nwarma@opexatherapeutics.com
or

Vida Communication

Tim Brons, 415-675-7400
tbrons@vidacommunication.co




