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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): €bruary 7, 2011

OPEXA THERAPEUTICS, INC.

(Exact name of registrant as specified in its chaetr)

Texas 001-33004 76-033316¢&
(State or other jurisdiction (Commission (IRS Employer
of incorporation) File Number) Identification No.)
2635 Technology Forest Blvd., The Woodlands, Texi 77381
(Address of principal executive offices (Zip Code)

Registrant’s telephone number, including area code(281) 775-0600
N/A

(Former name or former address, if changed since & report)

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:

O  Written communications pursuant to Rule 425 untlerSecurities Act (17 CFR 230.4z
Soliciting material pursuant to Rule -12 under the Exchange Act (17 CFR 240-12)
Pre-commencement communications pursuant to Rul-2(b) under the Exchange Act (17 CFR 240-2(b))
Pre-commencement communications pursuant to Rul-4(c) under the Exchange Act (17 CFR 240-4(c))
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ltem 2.02. Results of Operations and Financial Condition

On February 7, 2011, Opexa Therapeutics, Inc.“(tBempany”) filed a preliminary prospectus supplement witle Securities and
Exchange Commission (thePreliminary Prospectus”) with respect to a proposed underwritten pubfferng of units consisting of shares of
its common stock and common stock purchase wareantiescribed below under Item 8.01 under the hgd@roposed Public Offering.” In
the Preliminary Prospectus, the Company disclaseddllowing information with respect to the Comganfinancial results for the fiscal year

ended December 31, 2010:

“As of December 31, 2010, we had cash and cashaqote of $3,812,535. During January 2011, we aoldggregate of 384,759 she
of our common stock for gross proceeds of $1,077rider an “at the market” continuous offering peag pursuant to a prospectus
supplement dated May 17, 2010. Our current buen mghich is in the absence of any clinical trialadl as significant activities in preparation
for such a trial, is approximately $380,000 per thoif we do not commence a clinical trial using own resources, or undertake substantial
activities in preparation for such a trial, we be# we have sufficient liquidity before receivingygroceeds from this offering to support our
operations through 2011.”

Iltem 8.01. Other Events.

Proposed Public Offering

On February 7, 2011, the Company announced tigbftering to sell, subject to market conditionsjts consisting of shares of its
common stock and common stock purchase warrarmts imderwritten public offering. A copy of the pgeslease is attached as Exhibit 99.1
this report and is incorporated by reference herein

The Company is offering to sell these shares puitsisea shelf registration statement on Form Ss3raended (Registration No. 333-
163108), declared effective by the Securities axthBnge Commission on November 23, 2009.

Updated Company Disclosure

The Company is filing information for the purpodaupdating the description of its business fromt ttescribed under the heading and
subheadings, “ltem 1. Business—Overview,” “—T-Citlerapy,” “—Other Opportunities” and “—Stem Celldfapy” in the Company’s
Annual Report on Form 10-K for the year ended Ddmam31, 2009 filed with the SEC on March 5, 2010e Tipdated Company disclosure is
attached as Exhibit 9918 this report and is incorporated herein by refeee
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Item 9.01. Financial Statements and Exhibits
(d) Exhibits:

Exhibit No.  Description

99.1 Press Release issued by Opexa Therapeutics, Ifetomary 7, 2011
99.2 Updated Company disclosul



SIGNATURES

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

Dated: February 7, 201 OPEXA THERAPEUTICS, INC

By: /s/ Neil K. Warma
Neil K. Warma
President & Chief Executive Offic




EXHIBIT INDEX

Exhibit No.  Description

99.1 Press Release issued by Opexa Therapeutics, Ifketomary 7, 2011
99.2 Updated Company disclosul



EXHIBIT 99.1

Company Contact:

Opexa Therapeutics, Inc.

Neil K. Warma

281.719.3437
nwarma@opexatherapeutics.com

Opexa Therapeutics, Inc. Announces
Proposed Public Offering of Common Stock and Warrats

THE WOODLANDS, Texas (February 7, 2011) — Opexa Thapeutics, Inc. (NASDAQ: OPXA), a company developing a novel T-
cell therapy for multiple sclerosis (MS), today annced that is offering to sell shares of its commstwck and common stock purchase
warrants in an underwritten public offering. Alltbfe shares in the offering are to be sold by Op€&ka offering is subject to market
conditions, and there can be no assurance as tiherher when the offering may be completed, ooabeé actual size or terms of the
offering.

Lazard Capital Markets LLC is acting as sole bookrAing manager in the offering.

Opexa intends to use the proceeds from this offefidn general corporate purposes (including worldagital and operational purposes) and to
prepare for and proceed toward the initiation phatal Phase Il clinical study in the United ®tsbf Tovaxin in relapsing remitting MS.

The offering is made pursuant to the shelf regi&irastatement on Form S-3 that was filed by Opeitla the Securities and Exchange
Commission (SEC) and declared effective by the @ERovember 23, 2009. A preliminary prospectus kupent relating to and describing
the terms of the offering will be filed with theGEnd will be available on the SEC’s web site b:iivww.sec.gov. Copies of the preliminary
prospectus supplement relating to these securitiag also be obtained from the offices of LazarditahMarkets LLC at 30 Rockefeller Pla:
60th Floor, New York, NY, 10020 or via telephong8a0) 542-0970. This press release does not datestain offer to sell or the solicitation of
an offer to buy these securities, nor will therealpg sale of these securities in any state or ojivésdiction in which such offer, solicitation or
sale is not permitted.

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, Tovaxin®, is a persaealicellular immunotherapy treatment that is inicll development for MS. Tovaxin is
derived from T-cells isolated from peripheral blpesdpanded ex vivo, and reintroduced into the p#digia subcutaneous injections. This
process triggers a potent immune response agaiesifis subsets of autoreactive T-cells known tact myelin and, thereby, reduces the risk
of relapse over time.



Opexa has completed a Phase llb clinical study Watvaxin in 150 patients with MS. Data from thigh@al study show evidence that relaps
remitting MS patients treated with Tovaxin saw @leclinical and disability benefits over the placegroup, including a clinically relevant
decrease in the Annualized Relapse Rate (ARR)jraptbvement in disability score (EDSS), as welhasxcellent safety profile with no
serious adverse events related to Tovaxin treatment

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

Cautionary Statement Relating to Forward - LookingInformation for the Purpose of “Safe Harbor” Provisions of the Private Securities
Litigation Reform Act of 1995

This press release contains forward-looking stateievhich are made pursuant to the safe harborigions of Section 27A of the Securities
Act of 1933, as amended, and Section 21E of theriBes Exchange Act of 1934, as amended. The fa-looking statements in this release
do not constitute guarantees of future performatoeestors are cautioned that statements in théspirelease which are not strictly historical
statements, including, without limitation, statetseregarding the Company’s expectations regardimgdompletion, timing and size of the
proposed public offering, constitute forw+looking statements. Such forward-looking statesarg subject to a number of risks and
uncertainties that could cause actual results féedimaterially from those anticipated, includingithout limitation, risks associated with
market conditions and the satisfaction of custon@oging conditions related to the proposed pubffering, the Company’s capital position,
the ability of the Company to enter into and berfedim a partnering arrangement for the Company'sduct candidate, Tovaxin, on
reasonably satisfactory terms (if at all), and @l@pendence (if partnered) on the resources andtiakibf any partner for the further
development of Tovaxin, our ability to compete \ldther, better financed pharmaceutical and bioteglogy companies, new approaches to
the treatment of our targeted diseases, our expieataf incurring continued losses, our uncertainfydeveloping a marketable product, our
ability to raise additional capital to continue otreatment development program and to undertakecamdplete the pivotal Phase Il study in
the United States for Tovaxin in RRMS, the suaaksasr clinical trials, our ability to develop armbmmercialize products, our ability to obt:
required regulatory approvals, our compliance wéthFood and Drug Administration regulations, oubility to obtain, maintain and protect
intellectual property rights (including for Tovayirthe risk of litigation regarding our intellectuproperty rights, the success of third party
development and commercialization efforts with eespo products covered by intellectual properghts transferred by the Company, our
limited manufacturing capabilities, our dependepcoethird-party manufacturers, our ability to hir@a retain skilled personnel, our volatile
stock price, and other risks detailed in our filingith the Securities and Exchange Commission.eTtueward-looking statements speak only
as of the date of this prospectus supplement. \Wenas no obligation or undertaking to update or sevany forward-looking statements
contained herein to reflect any changes in our etqt@ns with regard thereto or any change in esgnbnditions or circumstances on which
any such statement is based. You should, howesxgéew additional disclosures we make in our AnriRgort on Form 10-K, Quarterly
Reports on Form 1-Q, and Current Reports on Form 8-K filed with BEC, and in the preliminary prospectus supplemelated to the
proposed offering to be filed with the SE
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EXHIBIT 99.2

Our Business

We are a biopharmaceutical company developing pafized cellular therapies with the potential atrmajor illnesses, including
multiple sclerosis (MS). These therapies are baseaur proprietary T-cell technology. Informatigiated to our product candidates is
preliminary and investigative. Our product candidatre not approved by the Food and Drug AdmiristrgFDA).

Our lead product candidate, Tovaxin®, is a perdpedIT-cell therapeutic vaccine licensed from Bayollege of Medicine, which is in
clinical development for the treatment of MS.

Opexa was incorporated in Texas in March 1991. @imcipal executive offices are located at 2635Hhedogy Forest Blvd., The
Woodlands, Texas 77381, and our telephone numi§28iy 775-0600.

T-Cell Therapy and Tovaxin®

Tovaxin® is a novel T-cell immunotherapy positiortednter Phase Ill clinical development for theatreent of relapsing remitting MS
(RR-MS). It is a personalized therapy that is sfeally tailored to each patient’s disease profilevaxin is manufactured using our proprietary
method for the production of a patient-specificéltanmunotherapy, which encompasses the colleaifdsiood from the MS patient, isolation
of peripheral blood mononuclear cells, generatibamautologous pool of myelin-reactive T-cellsseal against selected peptides from myelin
basic protein, myelin oligodendrocyte glycoprotaird proteolipid protein, and the return of thesgagexied, irradiated T-cells back to the
patient. These attenuated T-cells are reintrodirdgedhe patient via subcutaneous injection togeiga therapeutic immune system response.

Summary of TERMS Phase Ilb Clinical Trial Data

Tovaxin for Early Relapsing Multiple Sclero§iEERMS) was a Phase IIb clinical study of TovaxirRR-MS patients. Although the stu
did not show statistical significance in its primandpoint (the cumulative number of gadolinium-smted brain lesions using MRI scans
summed at various points in the study), the stimbyved compelling evidence of efficacy in variousiclkl and other MRI endpoints.

The TERMS study was a multi-center, randomized ptbblind, placebo-controlled trial in 150 patientith RR-MS or high risk
Clinically Isolated Syndrome. Patients receivedtaltof five subcutaneous injections at weeks &,4,2 and 24. Key results from the TERMS
trial include:

. In the modified intent to treat patient populatios142), the annualized relapse rate (ARR) for kawvdreated patients was 0.214
as compared to 0.339 for placebo-treated patiartish represented a 37% decrease in ARR for Tovasicompared to placebo in
the general populatiol



. In a prospective group of patients with more actlissase (ARR>1, n=50), Tovaxin demonstrated a &5%ction in ARR as
compared to placebo, and a 73% reduction in relegisevas observed in Tovaxin patients in this petmn compared to placebo
during the 24 week period following the administvatof the full course of treatmer

. In a retrospective analysis in patients naive &vipus disease modifying treatmeri.e., patients who had not previously used
drugs other than steroids to treat their disede)results showed that patients, when treated Tdttaxin, had a 64% reduction in
ARR versus placebo (p=0.046, n=7

Tovaxin has demonstrated a favorable side effaftl@rthroughout the clinical development progrdmfour clinical trials to date,
including the Phase IIb TERMS trial, there haverbee serious adverse events associated with Towaedtment. The most common side
effect is mild to moderate irritation at the sifa@rgection, which is typically resolved in 24 haulWe believe the favorable safety profile of
Tovaxin is a key differentiator when compared takesed or other developmental MS drugs.

T-Cell Therapy Regulatory Status

In late 2010, we completed face-to-face discussidgtisthe U.S. Food and Drug Administration (FDA&parding our planned
development program for Tovaxin. Based on posi@ezlback from the FDA, we believe that we are nogitipned from a regulatory
perspective to advance with a pivotal Phase IHicdl study of Tovaxin in MS, subject to securihg ppropriate financing to conduct such a
study. We are in the process of completing necggsaparations to be able to initiate such a study.

Our recent discussions with the FDA consisted af $&parate meetings to review both the completafiovmanufacturing process as
well as the prospective clinical trial plan for Boin. The first meeting focused on the improvemamnis modifications we have incorporated
into Tovaxin’s manufacturing and CMC (chemistry,magacturing and control) process in an effort tpiove efficiency, reduce overall costs
and implement commercial stage requirements. Asgbdhis meeting, we presented data and detagpating an optimized manufacturing
process, including a transition to fewer procespstcomparability plans and complete reagentlpsfifhe FDA agreed that the optimized
Tovaxin manufacturing process would meet the remouénts for a pivotal Phase Il clinical trial, alttgh additional supporting data is expec
to be submitted to the FDA prior to initiating suzistudy.

The second meeting was an “end of Phase II” climezeting in which we presented our rationale aiad design for a Phase Il pivotal
study with Tovaxin in RRMS patients. The FDA concurred in general with praposed clinical trial protocol, including the jeait population
end points, patient numbers and overall trial desidne FDA also offered several recommendatioriarther enhance such a Phase Il trial.
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Other Opportunities

Our proprietary T-cell technology has enabled udeeelop intellectual property and a comprehensamaple database that may enable
discovery of novel biomarkers and other relevaiptides to be used to treat MS patients.

Stem Cell Therapy

In 2009, Novartis Pharmaceuticals acquired our stelirtechnology platform, which had been in egnigclinical development, and took
over all future responsibilities and opportunitiesthis technology, although we retain an optioncertain manufacturing rights. As part of the
transaction, we were paid an upfront fee of $3iamnland a milestone payment of $500,000 for cetithnology transfer activities. We rem
eligible to receive a second technology transféestone fee in addition to potential clinical arenercial milestones and royalty payments
from the sale of any products resulting from the ofthe technology. However, there can be no asserthat we will receive any future
payments in respect of the stem cell technology.



