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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): February 27, 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 2.02 Results of Operations and Financial Condition

On February 27, 2012, Opexa Therapeutics, Ind fte Annual Report on Form 10-K for the fiscal yeaded December 31, 2011 and
announced its results of operations in a presaseleA copy of the press release announcing thétsds furnished as Exhibit 99.1 to this
Current Report on Form 8-K and is incorporated ingog reference.

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

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeuticeniebruary 27, 2012.

The information in Item 2.02 of this Current RepointForm 8-K, including Exhibit 99.1, shall not deemed “filed"for the purposes of Secti
18 of the Securities Exchange Act of 1934 or oth&swsubject to the liabilities under that Sectionr be deemed to be incorporatec
reference into the filings of the registrant untter Securities Act of 1933.
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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: February 27, 2012 OPEXA THERAPEUTICS, INC.
By: /s/ Neil K. Warma

Neil K. Warma
President & Chief Executive Officer




EXHIBIT INDEX

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeuticen February 27, 2012.



Exhibit 99.1
Opexa Therapeutics Reports Year End 2011 Financial Results and Provides Cor porate Update

THE WOODLANDS, Texas--(BUSINESS WIRE)--February 2D12-Opexa Therapeutics, Inc. (NASDAQ:OPXA), a biotedbgg compan:

developing a novel T-cell therapy for multiple so&s (MS), today reported financial results fag ffear ended December 31, 2011 and
provided an overview of corporate developmentsrdutihe last year.

2011 highlights include:

e Clinical and Regulatory

o Granted Fast Track designation by the U.S. Foodzand Administration (FDA) for Tovaxin®or the treatment of patients wi
Secondary Progressive Multiple Sclerosis (SPMS);

o Published the results of the Company’s prior Phls€@ERMS clinical trial of Tovaxin in a leading pereviewed publication,
Multiple Sclerosis Journgl

o Executed strategic agreements with the American@eds and the Blood Group Alliance, Inc. to striéaenblood procurement
for future clinical trials; and

o Met with Health Canada’s Biologics and Geneticsrapes Directorate as part of the process to seappeoval for Opexa to
conduct a portion of future clinical developmentianada.

e Operational
o Optimized the manufacturing process through thdempntation of a functionally closed system andleircycle cGMP proces

o Advanced overall clinical plans for Tovaxin andarlg defined the study protocol for the plannedgehidb clinical trial in
SPMS;

o Increased employee headcount thereby strengtheningverall cell therapy expertise in preparationthe planned clinical trial
in SPMS; and

o Designed and implemented a proprietary Web-basst@syto manage patient and product flow throughdute clinical
studies.

e Financial
o Closed a financing of $8.5 million in gross procg#ttough an underwritten public offering in Febyu2011.

“2011 was a very productive year for Opexa as weaiged clearly focused on the preparations fomaut clinical trial with Tovaxin,”
commented Neil K. Warma, President and Chief Exeeudfficer of Opexa. “We made a firm decision, &&®n numerous conversations with
key MS opinion leaders, clinicians, pharmaceuticahpanies, and the FDA to target Secondary PrageebtS. We remain on track to initiate
the Phase Ilb clinical trial in SPMS within a petiof several months subject to securing the necgsssources. We are most pleased with our
recruiting efforts as we have been able to hireenaus experts in cell therapy in the areas of matufing, quality assurance, quality control
and R&D. It is our belief that Tovaxin could be tierapy of choice for many MS patients; and ifave able to demonstrate success, espe

in SPMS patients, we will change the course of Mfvis treated and will have built significant valmethe company.”




“We ended the year with approximately $7.1 milliarcash and cash equivalents. Our monthly cash during 2011 was approximately
$470,000. As we prepare for and proceed towardhitiation of a Phase Ilb clinical study in Northn#erica, we expect substantial increases in
our monthly cash burn. Moving forward, in ordeiiigiate the trial we will need to secure additibfiaancing either through a potential
partnership or additional capital raise, and thislve an important focus for us over the comingmtihs,” commented Mr. Warma.

Year Ended December 31, 2011 Financial Results
Opexa reported no commercial revenues in the yadedkDecember 31, 2011 or in the comparable pear-period.

Research and development expenses were $3,34@023811, compared with $2,584,734 for 2010. Theaase in expenses was primarily
to an increase in personnel, an increase in dewedapfees, an increase in facilities costs andnitiation of key experiments in preparation
our next clinical trial, and was partially offset b decrease in the engagement of consultants dadraase in stock compensation expense
increase in expenses compared to the prior yeaaisasiue in part to a one-time $244,479 credeixed from the Internal Revenue Service
during 2010 for the Qualifying Therapeutic Discov&@rant for qualifying 2009 research and developnespenses.

General and administrative expenses for 2011 w2r0$,269 compared with $2,216,043 for 2010. Tleciase in expense is due to an
increase in business development costs, an incire@seestor relations outreach, an increase inkstmmpensation expense and an increase in
facilities costs, and was partially offset by auetibn in professional service fees.

Depreciation and amortization expenses for 201 W240,252 compared with $168,843 for 2010. Theesse in expense is due to an
increase in depreciation for facility build out tocurred during 2011, an increase in depregidto laboratory and manufacturing equipm
acquired during 2011 and an increase in depreaiftioinformation technology equipment acquiredingr2011.

Interest expense was $3,135 for 2011, compared$si@l0,648 for 2010. The decrease in interest experas primarily related to the non-cash
amortization of the remaining discount and defefieaincing fees in connection with the June 23,®26dnversion to common stock of
$1,250,000 in principal amount of convertible presury notes.

Opexa reported a net loss for the year ended Desre®ih 2011 of $5,968,448, or $0.26 per share, epetpwith a net loss for the year ended
December 31, 2010 of $5,469,067, or $0.32 per sfi&aeincrease in net loss is primarily due toitteeeases in research and development,
general and administrative, and depreciation exggerand was partially offset by a decrease inasteexpense.

Cash and cash equivalents were $7,109,215 as @il 31, 2011 compared to $3,812,535 as of Deaedih2010.

For additional information please see Opexa’s AhRgport on Form 10-K filed today with the SEC.




About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewvedmt of patient-specific cellular therapies fag theatment of autoimmune diseases such as
multiple sclerosis (MS). The Company'’s leading Tl-tteerapy is a personalized cellular immunothertipptment that is in late stage clinical
development targeting both Secondary Progressiddratapsing Remitting MS. The T-cell therapy isided from T-cells isolated from
peripheral blood, expanded ex vivo, and reintrodunto the patients via subcutaneous injectionss Pltocess triggers a potent immune
response against specific subsets of autoreactnad|3 known to attack myelin and, thereby, redubesrisk 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 wexpects,” “believes,” “anticipates,”
“estimates,” “may,” “could,” “intends,” “exploring, ” “evaluating” and similar expressions are intended identify forward-looking
statements. The forward-looking statements inrfiesase do not constitute guarantees of futuregueréince. Investors are cautioned that
statements in this press release which are natthtriistorical statements, including, without ltation, statements regarding the development
of the Company’s product candidate, Tovaxin, ctutgtiforward-looking statements. Such forward-logkstatements are subject to a number
of risks and uncertainties that could cause acteallts to differ materially from those anticipatéutcluding, without limitation, risks
associated with: our capital position, the abildfthe Company to enter into and benefit from ampening arrangement for the Company's
product candidate, Tovaxin, on reasonably satisfgcterms (if at all), our dependence (if partnered the resources and abilities of €
partner for the further development of Tovaxin, ahility to compete with larger, better financedapimaceutical and biotechnolog
companies, new approaches to the treatment ofargeted diseases, our expectation of incurring icwretd losses, our uncertainty of
developing a marketable product, our ability tosaiadditional capital to continue our treatment elepment programs and to undertake and
complete any further clinical studies for Tovastine success of our clinical trials, the efficacylofvaxin for any particular indication, such as
for relapsing remitting MS or secondary progresdid®, our ability to develop and commercialize praduour ability to obtain require
regulatory approvals, our compliance with all Foadd Drug Administration regulations, our ability édtain, maintain and protect intellecti
property rights (including for Tovaxin), the risklgigation regarding our intellectual propertyghts, the success of third party developn
and commercialization efforts with respect to pratdicovered by intellectual property rights thag thiompany may license or transfer, 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 filgngith the Securities and Exchange Commission.eTtoeward-looking statements speak only
as of the date made. We assume no obligation aerntaldng to update any forward-looking statemeateeflect any changes in expectations
with regard thereto or any change in events, caod# or circumstances on which any such statensdmased. You should, however, review
additional disclosures we make in our reports fileith the Securities and Exchange Commission, @ietuour Annual Report on Form 10-K
for the year ended December 31, 2C




Statements of Expenses Data:

Research and development

General and administrative

Depreciation and amortization

Loss on disposal of assets
Operating loss

Interest income
Interest expense
Net loss

Basic and diluted loss per share

Weighted average shares outstanding

Selected Balance Sheet Data:

Cash and cash equivalents
Other current assets

Fixed assets, net

Total assets

Total current liabilities
Total long term liabilities
Total stockholders' equity

CONTACT:

Opexa Therapeutics, Inc.
Neil K. Warma

President & CEO
281-775-0600
nwarma@opexatherapeutics.com
or

Investors:

Carney Noensie

Burns McClellan
212-213-0006
cnoensie@burnsmc.co

OPEXA THERAPEUTICS, INC.
(a development stage company)

Twelve Months Ended
December 31,
2011 2010

$ 3,340,083 $ 2,584,73.
2,406,26' 2,216,04.

210,25: 168,84

9,68¢ 45¢
(5,966,24)) (4,970,07)

932 1,66(
(3,135 (500,64¢)
$ (5,968,44) $ (5,469,06)
$ (0.2¢) $ (0.39)
22,532,49 17,071,69
2011 2010

$ 7,109,21! $ 3,812,53!
124,77 85,52¢

1,029,23 815,95¢

8,263,22. 4,714,01

1,067,86! 745,30!

7,195,36: 3,968,71.



