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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 reportéd)gust 13, 2009
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Opexa Therapeutics, Inc.

(Exact Name of Registrant as Specified in Its Girart

Texas
(State or Other Jurisdiction of Incorporation)

001-33004 76-0333165
(Commission File Number) (I.R.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(#8s)) 272-9331

Check the appropriate box below if the Form 8-kflis intended to simultaneously satisfy the §liobligations of the registrant under any of
the following provisions (see General Instructior2 Aelow) :

0 Written communications pursuant to Rule 425 urniderSecurities 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 240.13e-4(c)




I[tem 2.02 Results of Operations and Financial Condition

On August 13, 2009 Registrant filed its QuartergpBrt on Form 10-Q for the quarter ended June @09 20n August 13, 2009,
Registrant announced its results of operationsgreas release. A copy of the press release anmgutie results is filed as Exhibit 99.1 to this
Form 8-K and is incorporated herein by reference.

Item 9.01. Financial Statementsand Exhibits
(c) Exhibits

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

Exhibit No. Description
99.1 Press release issued August 13, 2009

SIGNATURES

Pursuant to the requirements of the Securities &xgé Act of 1934, the registrant has duly causisdréport 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:August 12, 2009




EXHIBIT INDEX
Exhibit No. Description

99.1 Press release issued August 13, 2009



Exhibit 99.1

Opexa Therapeutics Reports Second Quarter 2009 Financial Results
and Corporate Update

THE WOODLANDS, Texas--(BUSINESS WIRE)--August 130--Opexa Therapeutics, Inc. (NASDAQ:OPXA), a company developing a
novel T-cell therapy for multiple sclerosis (MS)day reported financial results for the quartereghdune 30, 2009, and provided details on
further developments.

Recent highlights include:

e Closing a Stem Cell agreement with Novartis forrapf and near term payments of $4 million (totalgpdial deal valued at over $50
million);

e Regaining compliance and continued listing on tASRAQ Capital Market;

e Closing a private placement of $1.3 million.

“Opexa continued to make steady progress duringeéicend quarter and into the third, even in whatinaes to be a challenging economic
environment,” stated Neil K. Warma, president ahigicexecutive officer of Opexalrf the first half of the quarter, we closed a privaffering

of convertible notes which generated approxima$dlyd million in gross proceeds and, as announctdMaek, we completed an agreement
with Novartis related to our stem cell technologyieh generated an additional $4 million in upfrpaiyments and expected near term revenue.
The total potential transaction value from the stethdeal is over $50 million when consideringegrdtal clinical and commercial milestone
payments. Additionally, Opexa is eligible to reeeivyalty payments on net sales of any productdtieg from the use of the technology and
retains certain manufacturing rights.”

“We are very pleased with this outcome as the posctem these transactions have enabled us toefuctincentrate our efforts to advance
lead clinical therapy, Tovaxin®, through clinicahelopment. We remain encouraged by the contina&a ahalysis from the TERMS Phase
IIb clinical study which demonstrates that, to ddievaxin appears to be one of the safest and effesitive treatments for multiple sclerosis of
any drug currently on the market or in developma@rtordingly, our discussions with strategic partnare progressing and continue in pari
with our ongoing clinical development efforts willovaxin,” continued Mr. Warma.

“As we reported on August 10, Opexa received notice from NASDAQ listing sergi@anfirming that the Company had regained compéian
with the continued listing requirements and wilivan listed on The NASDAQ Capital Market. This veapositive outcome for us
demonstrating confidence in the underlying stremjtthe Company. In another sign of improved firiahkealth, the going concern
qualification has been removed from our quartedyni 10Q report as proceeds from the stem cell agreemnmehtre private offering should,
current levels, provide sufficient cash resourtesugh December 2010. Overall, we continue to npakgress and remain committed to
advancing Tovaxin through clinical development,tilad Mr. Warma.




Second Quarter Financial Results
Opexa recorded no revenues for the three monttedehahe 30, 2009 or in the comparable prior-yeaoge

Research and development expense was approxingielymillion for the three months ended June 3092@ompared to approximately $2.3
million for the three months ended June 30, 200& decrease in expenses was primarily due to timpledion of the Phase IIb clinical trial in
August 2008, closing the extension trial, a redurctn staff and a decrease in non-cash stock cosagien expense.

General and administrative expense was approxign&@# million for the three months ended June2B09, as compared to approximately
$1.3 million, for the three months ended June B082 The decrease in expenses is due to a deénease-cash stock compensation expense,
overhead expenses, professional service fees, boargensation fees and a reduction in staff.

Opexa recognized a non-cash gain on derivativeumsnts of $74,206 for the three months ended 30n2009. This gain is a result of the net
unrealized change in the fair value of our derixatnstrument liabilities related to warrants assted with the August 2008 financing which
qualified for treatment under EITF 07-5 and whick@unting treatment was discontinued on June 19.200nsequently, we will not incur
further non-cash fair value gains or losses orvdévies associated with the August 2008 warrandisthe remaining June 1, 2009 derivative
liability was reclassified as additional paid irpdal.

Opexa reported a net loss for the three monthscedgiee 30, 2009, of approximately $0.9 million$0r07 per share (basic and diluted),
compared with a net loss of approximately $3.6ianillor $0.36 per share (basic and diluted), fortthee months ended June 30, 2008. The
decrease in net loss is primarily due to the rédnaif costs associated with the Phase IIb clinigal of Tovaxin that was completed in 2008 a
reduction in staff and a decrease in non-cash storkpensation expense.

The Company had cash and cash equivalents of appately $0.8 million as of June 30, 2009, compawmé@t approximately $1.2 million as
December 31, 2008. The June 30, 2009 quarter-esidizdance does not include initial proceeds ahiBon for the transaction related to the
Company’s stem cell technology completed subsedoeht end of the quarter.

Y ear -to-Date Financial Results
Opexa recorded no revenues in the six months ehdse 30, 2009 or in the comparable prior-year perio

Research and development expense was approxingdt@ymillion for the six months ended June 30, 2@@®npared to approximately $4.7
million for the six months ended June 30, 2008. Téerease in expenses was primarily due to the letioip of the Phase Ilb clinical trial in
August 2008, closing the extension trial, a reductn staff and a decrease in non-cash stock cosagien expense.

General and administrative expense was approxign&@8 million for the six months ended June 3MP&s compared to approximately $2.0
million, for the six months ended June 30, 200& tibcrease in expenses is due to a decrease itashrstock compensation expense,
overhead expenses, professional service fees, boardensation fees and a reduction in staff.

Opexa recognized a non-cash loss on derivativeuiments of $366,774 for the six months ended JOn2@09. This loss is a result of the net
unrealized change in the fair value of our derixatnstrument liabilities related to warrants assted with the August 2008 financing which
qualified for treatment under EITF 07-5 and whiclke@unting treatment was discontinued on June 19.200

Opexa reported a net loss for the six months eddad 30, 2009, of approximately $2.5 million, orZB0per share (basic and diluted),
compared with a net loss of approximately $6.7ianillor $0.73 per share (basic and diluted), forsilkenonths ended June 30, 2008. The
decrease in net loss is primarily due to the rédoaif costs associated with the Phase IIb cliniGal of Tovaxin that was completed in 200¢
reduction in staff and a decrease in non-cash stookpensation expense.




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 an indidtized cellular immunotherapy treatment in Phabeclinical development for Multiple
Sclerosis (MS). Tovaxin is derived from T-cellslaed from peripheral blood, expanded ex vivo, eidtroduced into the patients via
subcutaneous injections. This process triggergenp@nmune response against specific subsetstofeactive T-cells known to attack myelin
and, thereby, reduces the risk of relapse over. tiba¢a from the first Phase Ilb clinical study sleolwcompelling evidence that Relapsing
Remitting MS (RRMS) patients treated with Tovaxawsoverall clinical, MRI, and immunological bensfitver the placebo group, including
statistical significance for decrease in the Aningal Relapse Rate (ARR), improvement in disabditgre (EDSS), and improvement in quality
of life measures (MSQLI), as well as an excelletiety profile with no serious adverse events relabeTovaxin treatment.

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 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 performaiceestors are cautioned that statements in thesprrelease 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 tratld 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 benefinfra 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 incurdngtinued 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 regulatoapprovals, our compliance with all Food and Drudministration regulations, our ability t
obtain, maintain and protect intellectual properights for our products, the risk of litigation ragding our intellectual property rights, our
limited manufacturing capabilities, our dependencethirdparty manufacturers and value added resellers,ahility to hire and retain skille
personnel, our volatile stock price, and other sigletailed in our filings with the Securities anxtBange Commission. We assumi
obligation to update any forward-looking informatigontained in this press release or with resped¢he announcements described herein.




Statements of Expenses Data:

Research and development

General and administrative

Depreciation and amortization

Loss on disposal of assets
Operating loss

Interest income
Other income and expense, net
Gain on extinguishment of debt
Gain (loss) on derivative instruments
Interest expense

Net loss

Basic and diluted loss per share

Weighted average shares outstanding

OPEXA THERAPEUTICS, INC.
(a development stage company)

Three Months Ended Six Months Ended
June 30, June 30,
2009 2008 2009 2008
$ 425,70: $ 2,331,59: 1,163,48: 4,705,52i
411,67! 1,298,18! 807,99( 2,007,69
53,70¢ 58,79: 111,08 117,07(
- 11€ - 11€
(891,087 (3,688,68) (2,082,55) (6,830,41)
38t 31,49t 1,49¢ 69,20«
- 26,58¢ - 34,90:
74,20¢ - (366,779 -
(47,007 (4,699 (52,62%) (11,020
$ (863,49)) $ (3,635,29i) (2,500,46.) $ (6,737,32))
$ (0.07) $ (0.3¢) (0.20) $ (0.79)
12,245,85 10,235,22 12,245,85 9,273,48!




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, 28-719-3437
nwarma@opexatherapeutics.c

June 30,
2009

December 31,
2008

827,00«
226,98:
1,055,44
2,109,43:
856,18¢
1,050,48:
202,76:

1,243,18
86,70¢
1,166,531
2,496,42:
906,24
102,77¢
1,487,39



