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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 report&tjvember 4, 2009

i 5l

i) !

LA .I
"y

Opexa Therapeutics, I nc.

(Exact Name of Registrant as Specified in Its Girart

Texas
(State or Other Jurisdiction of Incorporation)

001-33004 76-0333165
(Commission File Number) (I.LR.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(g) 272-9331

Check the appropriate box below if the Form 8-klis 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 urtderSecurities Act (17 CFR 230.425)
1 Soliciting material pursuant to Rule 14a-12 urtther Exchange Act (17 CFR 240.14a-12)
[ Pre-commencement communications pursuant to Ride2{b) under the Exchange Act (17 CFR 240.14d}2(b)

01 Pre-commencement communications pursuant to Rdet{c) under the Exchange Act (17 CFR 240.13€r4(c)




[tem 2.02 Resultsof Operations and Financial Condition

On November 4, 2009 Registrant filed its Quart&gport on Form 10-Q for the quarter ended Septe@®e2009. On November 4,
2009, Registrant announced its results of operstiio@ press release. A copy of the press releassuacing the results is filed as Exhibit 99.1
to this Form 8-K and is incorporated herein by refiee.

Item 9.01. Financial Statements and Exhibits

(c) Exhibits

The following exhibit is to be filed as part of $t8-K:

Exhibit No. Description
99.1 Press release issued November 4, 2009

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:November 3, 200




EXHIBIT INDEX
Exhibit No. Description

99.1 Press release issued November 4, 2009



Exhibit 99.1
Opexa Therapeutics Reports Third Quarter 2009 Financial Resultsand Corporate Update

THE WOODLANDS, Texas--(BUSINESS WIRE)--November2d09--Opexa Therapeutics, Inc. (NASDAQ: OPXA), a company developi
a novel T-cell therapy for multiple sclerosis (M&)day reported financial results for the quartettexl September 30, 2009, and provided
details on further developments.

Recent highlights include:

e 3" quarter netincome of $2.2 million as a consequeftee gain on the sale of the Company’s stemteetinology;
e Closing of sale of early stage adult stem cell t@bbgy to Novartis and achievement of first teclogyl transfer milestone; and

e Receipt of approximately $1.2 million in additiorzgsh from warrant exercises before and after guartd.

“As we move forward during the fourth quarter amaklahead to 2010, we are quite pleased with ourathatuation, especially in comparis
to our circumstances last year at this time,” stieil K. Warma, president and chief executiveasffiof Opexa. “The Novartis stem cell
transaction bolstered our financial resources amdequently leaves us with $4.1 million in caslbfahe end of October. The terms of the
agreement allow Opexa to benefit considerably fpoagress in the stem cell technology’s clinical@lepment and potential commercial
success in Novartis’ capable hands. We have anargl, late stage clinical asset in Tovaxin®, outodogous cellular immunotherapy
treatment for MS — a current $9 billion market watlstill significant unmet medical need and cuilsesérved by several approved drug
therapies. Our enthusiasm for Tovaxin comes not fso its attractive clinical efficacy but alsam its very compelling risk/benefit
relationship, an aspect of the regulatory apprpasthway that is gaining increasing importance.”

“In the weeks ahead, our primary focus will conérta be on advancing our ongoing partnership dgons around Tovaxin. At the same time,
our strengthened financial position has provideditis the opportunity to become more aggressiveianelst back into Tovaxin’s clinical
development as we prepare for the next clinical.tBupporting this is the on-going analysis fréva TERMS trial which has recently focused
on the vast array of immunological data which isviding valuable insight into and support of Tovdgipotential mechanism of action,”
continued Mr. Warma.

“2010 promises to be an exciting year for Opexavemtbok forward to sharing developments with oulaas stakeholders as the year unfc
We will continue our undeterred focus on what whelve to be one of the most promising therapiedamelopment for MS. At our current bt
rate, today’s cash resources are sufficient to theccompany’s operations through the 2010 caleyelar,” added Mr. Warma.




Third Quarter Financial Results
Opexa recorded no sales for the three months edeptémber 30, 2009 or in the comparable prior-ge&nd.

Research and development expense was approxingt&ymillion for the three months ended SeptemBe2809, compared to approximat
$2.4 million for the three months ended SeptemBe£808. The decrease in expenses was primarilyaliree completion of the Phase Ilb
clinical trial in August 2008, closing the extensiial, a reduction in staff and a decrease in-cash stock compensation expense.

General and administrative expense was approxign@686,000 for the three months ended Septembe&(®®, as compared to approximal
$661,000, for the three months ended Septembe&0B®. The increase in expenses was due to a seaimagement bonus accrual and
increased legal fees which were largely offset lgerease in non-cash stock compensation expevsdiead expenses, board compensation
fees and a reduction in staff.

Opexa recognized a gain on the sale of assets wiilidn for the three months ended September B092The gain is attributable to the sal
the Company'’s stem cell technology program to Niiw&or an upfront payment of $3 million.

Opexa recognized other income of $0.5 million fug three months ended September 30, 2009 attrieutathe completion of the initial $0.5
million technology transfer fee milestone and parguo the terms of the stem cell technology adtipisagreement with Novartis. Payment
was received subsequent to quarter end.

Opexa reported net income for the three monthsceBeéptember 30, 2009, of approximately $2.2 millan$0.18 per basic share and $0.14
per diluted share, compared with a net loss of@pprately $3.1 million or $0.28 per share (basid diluted), for the three months ended
September 30, 2008. The income in 2009 is attrildete the sale of the Company’s stem cell techgylarogram to Novartis for an upfront
payment of $3 million and a reduction of costs agged with the Phase IIb clinical trial of Tovaxhmt was completed in 2008, a reduction in
staff and a decrease in non-cash stock compengatfgense.

The Company had cash and cash equivalents of appately $4 million as of September 30, 2009, coregdarith approximately $1.2 million
as of December 31, 2008. The September 30, 200®%mend cash balance includes initial proceedg3ahillion for the sale of the Compaisy’
stem cell technology program to Novartis but doatsimclude a $0.5 million payment from Novartiseaed subsequent to the end of the
guarter for completing the first of two technoldaggnsfer milestones.

Y ear -to-Date Financial Results
Opexa recorded no sales in the nine months endatér8ber 30, 2009 or in the comparable prior-yeaiode

Research and development expense was approxingt&lymillion for the nine months ended Septembe2809, compared to approximately
$7.1 million for the nine months ended Septembe2808. The decrease in expenses was primarilyaltie completion of the Phase IIb
clinical trial in August 2008, closing the extensiial, a reduction in staff and a decrease in-cash stock compensation expense.

General and administrative expense was approxigndfeb million for the nine months ended Septen8®r2009, as compared to
approximately $2.7 million, for the nine months eddeptember 30, 2008. The decrease in expendes e a decrease in non-cash stock
compensation expense, overhead expenses, profalssémice fees, board compensation fees and atiedun staff.




Opexa recognized a gain on the sale of assets wiil§idn for the nine months ended September 30920 he gain is attributable to the sale of
the Company’s stem cell technology program to Niwdor an upfront payment of $3 million.

Opexa recognized other income of $0.5 million fegr hine months ended September 30, 2009 attrileutalthe completion of the initial $0.5
million technology transfer fee milestone pursuarthe terms of the stem cell technology acquisiigreement with Novartis. Payment of 4
million was received subsequent to quarter end.

Opexa recognized a non-cash loss on derivativeuiments of $366,774 for the nine months ended &epte 30, 2009. This loss is a result of
the net unrealized (non-cash) change in the fairevaf our derivative instrument liabilities reldtt warrants associated with the August 2008
financing which had been accounted for under FASA15 and which accounting treatment was discoetion June 1, 2009.

Opexa reported a net loss for the nine months eBéptember 30, 2009, of approximately $0.3 millimn$0.02 per share (basic and diluted),
compared with a net loss of approximately $9.9ianillor $0.99 per share (basic and diluted), forrtime months ended September 30, 2008.
The decrease in net loss is primarily due to thenfiBon gain on sale of technology, a reductiorcoéts associated with the Phase Ilb clinical
trial of Tovaxin that was completed in 2008, a redhn in staff and a decrease in non-cash stockpemsation expense.

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, Tovaxin, is an individzead cellular immunotherapy treatment in Phaseclibical development for MS. Tovaxin
is derived from T-cells isolated from peripheraddd, expandedx vivo, and reintroduced into the patients via subcutaséaections. This
process triggers a potent immune response aggiesifis subsets of autoreactive T-cells known taakt myelin, believed to be a primary
cause of MS attacks and nervous system damage.

For more information visit the Opexa Therapeutiebsite 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 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 fak-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 current or future financial paymentsturns, 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 peréorce, constitute forwa-looking statements. Such forward-looking stateshang
subject to a number of risks and uncertainties tmatld cause actual results to differ materiallgrfr those anticipated, including, without
limitation, risks associated with: the successhiridt party development and commercialization effarith respect to products covered by
intellectual property rights transferred by the Guamy, the success of third party patent prosecutiforts with respect to such products, the
ability of the Company to enter into and benefittra partnering arrangement for the Company's pobdandidate, Tovaxin, on reasonably
satisfactory terms (if at all), and our depende(i€partnered) on the resources and abilities of gartner 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 incurgogtinued losses, our uncertainty of developimgaaketable product, our ability to raise
additional capital to continue our treatment deysteent 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 ragling our intellectual property rights, our
limited manufacturing capabilities, our dependencoethirdparty 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 informatigontained in this press release or with resped¢he announcements described herein.




OPEXA THERAPEUTICS, INC.
(a development stage company)

Statements of Expenses Data:

Three Months Ended Nine Months Ended
September 30, September 30,
2009 2008 2009 2008

Research and development $ 490,27: $ 2,429,25: $ 1,653,75! 7,134,78
General and administrative 665,64¢ 660,81 1,473,63! 2,668,51.
Depreciation and amortization 52,05t 58,82¢ 163,13¢ 175,89t
Loss on disposal of assets 1,771 - 1,771 11€

Operating loss (1,209,74) (3,148,89) (3,292,30) (9,979,309
Interest income 131 23,68: 1,62 92,88¢
Other income and expense, net 500,00 - 500,00( 34,90:
Gain on extinguishment of debt - - - -
Gain (loss) on derivative instruments - - (366,779 -
Gain on sale of technology 3,000,001 - 3,000,001 -
Interest expense (69,90) (4,557 (122,529 (15,579

Net gain/(loss) $ 2,220,48: $ (3,129,771 $ (279,98)) $ (9,867,09))
Net income (loss) per sha

Basic $ 0.1¢ $ (0.2¢) $ (0.02) $ (0.99)

Diluted $ 0.14 $ (0.2¢) $ (0.02) $ (0.99)
Weighted average shares outstanding

Basic 12,354,94 11,370,52 12,282,61 9,977,83:

Diluted 16,723,00 11,370,52 12,282,61 9,977,83:
Selected Balance Sheet Data:

September 30, December 31,
2009 2008

Cash and cash equivalents $ 3,952,22. $ 1,243,18
Accounts receivable 500,00( -
Other current assets 147,88( 86,70¢
Fixed assets, net 1,001,62: 1,166,53!
Total assets 5,601,72! 2,496,42.
Total current liabilities 1,086,64t 906,24
Total long term liabilities 992,78t 102,77¢
Total stockholders' equity 3,522,29: 1,487,39

CONTACT:

Opexa Therapeutics, Inc.

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




