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UNITED STATES
SECURITIESAND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-K

CURRENT REPORT

Pur suant to Section 13 OR 15(d) of
The Securities Exchange Act of 1934

Date of Report (Date of earliest event reportédyember 9, 2010

Opexa Therapeutics, Inc.

(Exact name of registrant as specified in its arart

Texas 001-33004 76-0333165
(State or other jurisdiction (Commission File Number) (IRS Employer Identification No.)
of incorporation’

2635 Technology Forest Blvd., The Woodlands, Texas 77381
(Address of principal executive offices) (Zip Code)

Registrant's telephone number, including area cq@81) 272-9331

N/A
(Former name or former address, if changed sirstadg@ort)

Check the appropriate box below if the Form 8-a{lis intended to simultaneously satisfy the §liobligation of the registrant under any of
the following provisions
[ 1 Written communications pursuant to Rule 42fler the Securities Act (17 CFR 230.425)

[ ] Soliciting material pursuant to Rule 14arder the Exchange Act (17 CFR 240.14a-12)
[ ] Pre-commencement communications pursuaRiule 14d-2(b) under the Exchange Act (17 CFR 2402(%))
[ ] Pre-commencement communications pursuaRiuie 13e-4(c) under the Exchange Act (17 CFR 24084(8))

Item 2.02. Results of Operations and Financial Condition.

On November 9, 2010, Opexa Therapeutics, Inc. fite@Quarterly Report on Form 10-Q for the quaeieded September 30, 2010 and
announced its results of operations in a presaseleA copy of the press release announcing thitsés furnished as Exhibit 99.1 to this
Current Report on Form 8-K and is incorporated ineog reference.

[tem 9.01. Financial Statements and Exhibits.



(d) Exhibits

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeutics, Iidowember 9, 201

The information in Item 2.02 of this Current RepomtForm 8-K, including Exhibit 99.1, shall not tbeemed "filed" for the purposes of
Section 18 of the Securities Exchange Act of 193dtleerwise subject to the liabilities under thatton, nor be deemed to be incorporated
by reference into the filings of the registrant enthe Securities Act of 1933.

SIGNATURE

Pursuant to the requirements of the Secuiitiehange Act of 1934, as amended, the Registrantlbig caused this report to be signed on
its behalf by the undersigned hereunto duly auteoki

Opexa Therapeutics, Inc.

(Registrant)
November 9, 2010 /s NEIL K. WARMA
(Date) Neil K. Warma

President & Chief Executive Officer

EXHIBIT INDEX

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeutics, Iidowember 9, 201



EXHIBIT 99.1

Opexa Therapeutics Reports Third Quarter 2010 Financial Results

THE WOODLANDS, Texas, Nov. 9, 2010 (GLOBE NEWSWIREpexa Therapeutics, Inc. (Nasdaq:OPXA), a leqdell therapy
company developing a proprietary autologous Ttbellapy platform for the treatment of autoimmurgedses, including Tovaxin®, its lead
therapy for multiple sclerosis (MS), today reportiadincial results for the quarter ended SepterBBe2010 and provided an update on re
corporate developments.

Recent highlights include:
e Manufacturing/Process Development:
e Implementation of key process improvements anchaipsition of manufacturing process advanced as pldnn
e Documentation to support FDA Regulatory reviewesiting completion;
e Clinical Development:
e Clinical Study Protocols continue to be developed finalized for discussions with FDA,;
e Operations:

e Opexa was awarded $244,000 in a grant under théf¢{ug Therapeutic Discovery Project (QTDP) Progro
advance the development of its lead product, Tow@xfor MS. The QTDP grant program provides supfant
innovative projects that are determined by the Dé&partment of Health and Human Services to haasomable
potential to result in a new therapy, reduce headtle costs, or significantly advance the goaluning diseases.

"During the third quarter of 2010, we remained feed on positioning the Company for further clinistaldies with Tovaxin. There was and
remains a significant amount of work and preparataguired to be able to again treat patients uaddinical trial setting, but | am pleased
with the substantial progress that has been madednyone at Opexa to this end," commented NeWWdrma, President and Chief Executive
Officer of Opexa. "We are actively preparing foratirgs with the FDA which we reasonably expectietplace toward the end of the year
and are finalizing the documents and reports thidsupport these important discussions."

"The optimization of the manufacturing process ttommercial state has been advancing very well and equally as pleased with the
progress we have made on the clinical and regylgtath. Based on strong input from our Scientifatvisory Board, we are now finalizing
the clinical trial protocols that will be presentiecthe FDA. We continue to have active dialoguthwiotential partners regarding the further
clinical development of Tovaxin," added Mr. Warma.

"As of the end of the third quarter, September281,0, our cash and cash equivalents totaled appedgly $4.7 million and our monthly bt
rate for the year through the third quarter wagaymately $380,000. We are maintaining tight cohtiver our cash spend while still being
able to actively advance our varied operationalrfires. Our team remains lean but highly produetwnd focused on timely execution. At the
current burn rate, we believe that while we havé@ent capital to support our operations, at eutrlevels, through 2011, we will need to
raise additional capital to support our operatiboemmented Mr. Warma.

Third Quarter Financial Results
Opexa reported no revenues in the three monthsieédejgtember 30, 2010 or in the comparable prior-gedod.

Research and development expenses were $625,2824dr8,919 for the three and nine months endete8dger 30, 2010, respectively,
compared with $490,273 and $1,653,755 for the tareenine months ended September 30, 2009, regplgctlhe increase in expenses was
primarily related to an increase in personnel,remease in professional service fees and thetioitiaf key experiments, and was partially
offset by a decrease in stock compensation expense.

General and administrative expenses for the thndenane months ended September 30, 2010 were 3268 $1,706,546, respectively,
compared with $665,649 and $1,473,639 for the tareenine months ended September 30, 2009, regplgciThe decrease in expenses for
the three months ended September 30, 2009 to e thonths ended September 30, 2010 is due toreadecin bonus compensation expe
as well as a decrease in professional service ffagsally offset by an increase in executive atottls compensation costs. The increase in
expenses for the nine months ended September 89,t8@he nine months ended September 30, 201@eisadan increase in professional
service fees as well as an increase in executirgeasation costs, and was partially offset by aedse in stock and bonus compensation
expense



Opexa reported a net loss for the three monthsdeSdptember 30, 2010 of $1.29 million, or ($0.0&1) ghare, and a net loss for the nine
months ended September 30, 2010 of $4.53 millio$@.27) per share. For the same three month exedmonth period ending September
30, 2009, Opexa reported net income of $2.22 millar $0.18 basic income per share and $0.14 dilaieome per share, and a net loss of
$0.28 million, or ($0.02) per share, respectivedyating to the gain on technology sale and intégahnology transfer fee milestone recorde
the prior year quarter.

Cash and cash equivalents were $4,733,445 as tfrSker 30, 2010.
Further details can be found in the Company's @ugrReport on Form 10-Q for the quarter ended &aper 30, 2010.
About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewedmt of patient-specific cellular therapies far treatment of autoimmune diseases. The
Company's leading therapy, Tovaxin®a personalized cellular immunotherapy treatntigatis in clinical development for multiple sclsis
(MS). Tovaxin is derived from T-cells isolated frqraripheral blood, expandex vivo , and reintroduced into the patients via subcutaseo
injections. This process triggers a potent imm@sponse against specific subsets of autoreactnad3 known to attack myelin and, there
reduces the risk of relapse over time.

Opexa has completed a Phase 2b clinical studyTattaxin in 150 patients with MS. Data from thisatial study show evidence that
Relapsing Remitting MS (RRMS) patients treated Witivaxin saw overall clinical and disability beriefover the placebo group, including a
clinically relevant decrease in the Annualized Re&Rate (ARR), and improvement in disability sq@BSS), as well as an excellent safety
profile with no serious adverse events relateddeakin treatment.

For more information visit the Opexa Therapeutiebsite at www.opexatherapeutics.com.
The Opexa Therapeutics, Inc. is available at Wniv.globenewswire.com/newsroom/prs/?pkgid=8296

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

This press release contains forward-looking statésnehich are made pursuant to the safe harboiigioms of Section 27A of the Securities
Act of 1933, as amended, and Section 21E of thar8ies Exchange Act of 1934, as amended. The wtaxisects,” "believes,” "anticipate:
"estimates," "may," "could," "intends," and similpressions are intended to identify forward-logkstatements. The forward-looking
statements in this release do not constitute gtegarof future performance. Investors are cautidhadstatements in this press release which
are not strictly historical statements, includingthout limitation, statements regarding currenfudure financial payments, returns, royalties,
performance and position, management's strateggsgnd objectives for future operations, plansaojelctives for product development,
plans and objectives for present and future clirtitals and results of such trials, plans and dtyes for regulatory approval, litigation,
intellectual property, product development, mantufang plans and performance, constitute forwanking statements. Such forward-
looking statements are subject to a number of @skksuncertainties that could cause actual regutiffer materially from those anticipated,
including, without limitation, risks associated limarket conditions, our capital position, theligbof the Company to enter into and benefit
from a partnering arrangement for the Company'duymbcandidate, Tovaxin, on reasonably satisfademys (if at all), and our dependence
(if partnered) on the resources and abilities of gartner for the further development of Tovaxiar ability to compete with larger, better
financed pharmaceutical and biotechnology companigs approaches to the treatment of our targetedses, our expectation of incurring
continued losses, our uncertainty of developingagketable product, our ability to raise additiooapital to continue our treatment
development programs, the success of our clini@dbf our ability to develop and commercializeguots, our ability to obtain required
regulatory approvals, our compliance with all Feodl Drug Administration regulations, our abilitydbtain, maintain and protect intellectual
property rights (including for Tovaxin), the riskldgigation regarding our intellectual propertghits, the success of third party development
and commercialization efforts with respect to praddicovered by intellectual property rights transf@ by the Company, our limited
manufacturing capabilities, our dependence on{péndy manufacturers, our ability to hire and netskilled personnel, our volatile stock
price, and other risks detailed in our filings witie Securities and Exchange Commission. Theseaforlooking statements speak only as of
the date made. We assume no obligation or undagakiupdate any forward-looking statements temtfany changes in expectations with
regard thereto or any change in events, conditiortircumstances on which any such statement scba&u should, however, review
additional disclosures we make in the reports filéith the Securities and Exchange Commission.

Statements of Expenses Data:

Three Months Ended Nine Months Ended
September 30, September 30,
2010 2009 2010 2009
Research and development $ 625,282 $490,273 $2,193,919 $ 1,653,755
General and administrative 626,697 665,649 1,706,546 1,473,639

Depreciation and amortization 37,647 52,055 136,022 163,139



Loss on disposal of assets
Operating loss

Interest income

Other income and expense, net
Gain on extinguishment of debt
Loss on derivative instruments
Gain on sale of technology

Interest expense

Net loss

Basic loss per share
Diluted loss per share

Weighted average shares outstanding - Basic
Weighted average shares outstanding - Diluted

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:
Nei |l K. Warma
281. 775. 0600

Opexa Therapeutics,

- 1,771 - 1,771
(1,289,626)  (1,209,748)  (4,036,487) (3,292,304)
815 131 1,395 1,625

- 500,000 - 500,000

- - -~ (366,774)

- 3,000,000 3,000,000

(2,004) (69,901)  (499,200)  (122,529)
$(1,290,815)  $2,220,482 $ (4,534,292) $ (279,982)
$(0.07) $0.18 $(0.27) $(0.02)
$(0.07) $0.14 $(0.27) $(0.02)
18,421,600 12,354,942 16,601,503 12,282,619
18,421,600 16,723,005 16,601,503 12,282,619

September 30,

September 30,

2010 2009
$ 4,733,445 $ 3,952,224
45,691 647,880
813,888 1,001,621
5,593,024 5,601,725
783,333 1,086,646
- 992,788
4,809,691 3,522,291
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