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UNITED STATES
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FORM 10-Q
(Mark One)

M QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the Quarterly Period Ended June 30, 200¢
or
O TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934

For the Transition Period from to

Commission File Number: 001-33004

Opexa Therapeutics, Inc.

(Exact name of registrant as specified in its @wart

Texas 2635 North Crescent Ridge Drive 76-033316E
(State or other jurisdiction « The Woodlands, Texas 7738 (I.LR.S. Employe!
Incorporation or organizatior (Address of principal executiy Identification No.)

offices and zip code)

(281) 2729331

Registrant’s telephone number, including area code

Indicate by check mark whether the registrant @ filed all reports required to be filed by Secti8 or 15(d) of the Securities Exchange Act of4L88ring the precedir
12 months (or for such shorter period that thesteamt was required to file such reports) and € been subject to such filing requirements forpde 90 days. Y€ No O

Indicate by check mark whether the registrant hidsrstted electronically and posted on its corpoi&feb site, if any, every Interactive Data File riegd to be submitte
and posted pursuant to Rule 405 of Regulatioin(§232.405 of this chapter) during the precedi@grionths (or for such shorter period that the tegi$ was required to subr
and post such files). YeEl NoO

Indicate by check mark whether the registrantlsrge accelerated filer, an accelerated filer, a-mccelerated filer, or a smaller reporting compaB8ge the definitions
“large accelerated filer,” “accelerated filer” atginaller reporting company” in Rule 12b-2 of thecBange Act.
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Iltem 1. Financial Statements

Assets

Current assett
Cash and cash equivalel
Other current assets

Total current asse

Property & equipment, net of accumulated depreamie
of $925,474 and $847,244 respectively

Total assets

PART | - FINANCIAL INFORMATION

OPEXA THERAPEUTICS, INC.
(a development stage company)
BALANCE SHEETS
(unaudited)

Liabilities and Stockholders' Equity

Current liabilities:
Accounts payabl
Accounts payabl- related partie
Accrued expense
Current maturity of loan payable

Total current liabilities

Long term liabilities:
Convertible promissory notes, net of disco
Loan payable
Total liabilities

Commitments and contingenci

Stockholders' equity

Preferred stock, no par value, 10,000,000 sharb®eared,
none issued and outstandi

Common stock, $0.50 par value, 100,000,000 shartb®rzed,
12,245,858 and 12,245,858 shares issued and oditsfe

Additional paid in capita

Deficit accumulated during the development stage
Total stockholders' equity (deficit)

Total liabilities and stockholders' equity

See accompanying notes to consolidated financgdistents

1-

June 30, December 31
2009 2008
827,00 1,243,18
226,98: 86,70¢
1,053,98! 1,329,89:
1,055,44 1,166,53!
2,109,43. 2,496,42;
512,76: 482,83t
57,97¢ 161,71«
220,61¢ 199,27.
64,83! 62,42
856,18¢ 906,24
980,66 -
69,82( 102,77¢
1,906,67! 1,009,02!
6,122,88:i 6,122,88:i
84,389,68 84,929,48
(90,309,81) (89,564,97)
202,76: 1,487,39
2,109,43. 2,496,42;




Research and developme

General and administrati\

Depreciation and amortizatic

Loss on disposal of assets
Operating los:

Interest incom

Other income and expense,

Gain on extinguishment of de
Gain (loss) on derivative instrumet
Interest expense

Net loss

Basic and diluted loss per shi

Weighted average shares outstanc

OPEXA THERAPEUTICS, INC.

(a development stage company)
STATEMENTS OF EXPENSES

Three and six months ended June 30, 2009 and 200&Jahe

Period from January 22, 2003 (Inception) to June 3009

(unaudited)
Inception
Three Months Ended Six Months Ended through
June 30, June 30, June 30,
2009 2008 2009 2008 2009
$ 425,70. $ 2,331,59. $ 1,163,48. 4,705,521 $ 63,309,75
411,67! 1,298,18I 807,99( 2,007,69° 19,797,72
53,70¢ 58,79: 111,08 117,07( 863,61¢
- 11€ - 11€ 498,33:
(891,08 (3,688,68) (2,082,551 (6,830,41) (84,469,42)
38t 31,49¢ 1,49¢ 69,20¢ 1,355,55!
- 26,58¢ - 34,90: 106,90
- - - - 1,612,441
74,20¢ - (366,779 - (587,619
(47,007 (4,694 (52,62%) (11,020 (8,327,67)
$ (863,499 $ (3,635,29) $ (2,500,46) $ (6,737,32) $ (90,309,81)
$ 0.0 $ 0.3) $ 0200 $ (0.79) N/A
12,245,85 10,235,22 12,245,85 9,273,48! N/A

See accompanying notes to consolidated financgdistents




OPEXA THERAPEUTICS, INC.
(a development stage company)
STATEMENTS OF CASH FLOWS
Six months ended June 30, 2009 and 2008 and the
Period from January 22, 2003 (Inception) to June 3009

(unaudited)
Six Months Ended Inception
June 30, through
2009 2008 June 30, 200¢

Cash flows from operating activitit
Net loss $ (2,500,46) $ (6,737,32) $ (90,309,81)
Adjustments to reconcile net loss to net ¢
used in operating activitie

Stock payable for acquired research and develop - - 112,44(
Stock issued for acquired research and develop - - 26,286,58
Stock issued for servict - 68,56! 1,910,36!
Stock issued for debt in excess of princi - - 109,07(
Amortization of discount on notes payable (
to warrants and beneficial conversion fea 28,60¢ - 6,341,81:
Gain on extinguishment of de - - (1,612,441
Depreciatior 111,08« 117,07( 863,61¢
Amortization of debt financing cos 14,29¢ - 380,20:
Option expens 461,65¢ 1,388,81. 12,411,69
Loss on derivative instrumer 366,77 - 587,60¢
Loss on disposition of fixed asst - 11€ 498,33
Changes in
Prepaid and other expens 3,891 (8,267%) (499,48)
Accounts payabl (73,81%) (150,999 121,09¢
Accrued expenses 21,345 (142,546 93,96¢
Net cash used in operating activit (1,566,61) (5,464,57)) (42,704,94)
Cash flows from investing activitie
Purchase of property & equipment - (31,270) (1,339,51)
Net cash used in investing activiti - (31,27() (1,339,51)
Cash flows from financing activitie
Common stock and warrants sold for cash, netfefiofy costs - 6,372,39° 35,765,16
Common stock repurchased and canc - - (325)
Proceeds from del 1,180,98! - 9,283,18!
Repayments on notes payable (30,55() (28,257) (176,57)
Net cash provided by financing activiti 1,150,43( 6,344,14! 44,871,45
Net change in cash and cash equival (416,18)) 848,29¢ 827,00
Cash and cash equivalents at beginning of period 1,243,18 2,645,48: -
Cash and cash equivalents at end of period $ 827,00: $ 3,493,788 $ 827,00¢




Cash paid for
Income tax
Interest

NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho
Issuance of common stock for accrued inte
Conversion of notes payable to common si
Conversion of accrued liabilities to common st
Conversion of accounts payable to note pay
Discount on convertible notes relating
Warrants
Beneficial conversion featul
Stock attached to noti
Fair value of derivative instrume
Derivative reclassified to equi

See accompanying notes to consolidated financagistents

-4-

56,85!

147,73¢
525,51!
6,407,98I
197,17¢
93,36¢

3,309,78!
1,715,97:
1,287,441
4,680,22!

587,60¢




OPEXA THERAPEUTICS, INC.
(a development stage company)
NOTES TO FINANCIAL STATEMENTS
(unaudited)

Note 1. Basis of Presentation

The accompanying unaudited interim financial staets of Opexa Therapeutics, Inc., a developmegestampany, have been prepared in accordance @dtuating
principles generally accepted in the United Stafeédmerica and the rules of the Securities and Brgfe Commission and should be read in conjunctitmtive audited
financial statements and notes thereto contain€piexa’s latest Annual Report filed with the SECFamm 10-K. In the opinion of management, all atijents, consisting of
normal recurring adjustments, necessary for gof@isentation of financial position and the resaoftsperations for the interim periods presentedehasen reflected herein. The
results of operations for interim periods are retessarily indicative of the results to be expebtedhe full year. Notes to the financial statensethat would substantially
duplicate the disclosure contained in the audiitegifcial statements for the most recent fiscal ysareported in Form 10-K, have been omitted.

Accounting for Derivative Instruments

Statement of Financial Accounting Standard (“SFASY) 133, “Accounting for Derivative InstrumentsdaiHedging Activities,” as amended, requires alividgives to be
recorded on the balance sheet at fair value. Opaeaivatives are separately valued and accounteahfour balance sheet. Fair values for secuttiteeted in the open market
and derivatives are based on quoted market pAsere market prices are not readily available,falues are determined using market based pricingefs incorporating
readily observable market data and requiring judgraed estimates.

The pricing model Opexa used for determining failues of its derivatives is the Black-Scholes apfiwicing model. Valuations derived from this mode¢ subject to
ongoing internal and external verification and esvi The model uses market-sourced inputs sucht@r®gt rates, exchange rates and option volasilifelection of these inputs
involves management’s judgment and may impactneme.

Fair Value Measurements

In September 2006, the FASB issued SFAS 157 whifimes fair value, establishes a framework for ragag fair value, and expands disclosures aboutwlue
measurements. The provisions of SFAS 157 wereteféedanuary 1, 2008. The FASB has also issued Beaition (FSP) SFAS 157-2 (FSP No. 157-2), whiehays the
effective date of SFAS 157 for nonfinancial assetd liabilities, except for items that are recogdior disclosed at fair value in the financialestaénts on a recurring basis (at
least annually), until fiscal years beginning aftevember 15, 2008.

As defined in SFAS 157, fair value is the pricettvauld be received to sell an asset or paid tosfier a liability in an orderly transaction betwerarket participants at the
measurement date (exit price). The Company utilimaset data or assumptions that market particgpanuld use in pricing the asset or liability, inting assumptions about
risk and the risks inherent in the inputs to thizaion technique. These inputs can be readily miadde, market corroborated, or generally unobdseva’he Company classifi
fair value balances based on the observabilitho$é inputs. SFAS 157 establishes a fair valuatdby that prioritizes the inputs used to measairevilue. The hierarchy gives
the highest priority to unadjusted quoted priceadtive markets for identical assets or liabilitfeevel 1 measurement) and the lowest priorityriohservable inputs (level 3
measurement).

The three levels of the fair value hierarchy dediby SFAS 157 are as follows:

Level 1 —Quoted prices are available in active marketsdentical assets or liabilities as of the reportilage. Active markets are those in which transastfonthe asset «
liability occur in sufficient frequency and volune provide pricing information on an ongoing basisvel 1 primarily consists of financial instrumerstuch as exchange-traded
derivatives, marketable securities and listed ésguit
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Level 2 — Pricing inputs are other than quotedgwiin active markets included in level 1, which either directly or indirectly observable as of teported date. Level 2
includes those financial instruments that are \@lusing models or other valuation methodologieesEimodels are primarily industry-standard models ¢onsider various
assumptions, including quoted forward prices fanomdities, time value, volatility factors, and @mt market and contractual prices for the undeglymstruments, as well as
other relevant economic measures. Substantiallyfaliese assumptions are observable in the mdaketphroughout the full term of the instrument) && derived from
observable data or are supported by observabléslavevhich transactions are executed in the mpl&eg. Instruments in this category generally idelmon-exchange-traded
derivatives such as commodity swaps, interestswtps, options and collars.

Level 3 — Pricing inputs include significant inpti&t are generally less observable from objectugrces. These inputs may be used with internaleldped
methodologies that result in management’s beshessi of fair value.

There are no financial instruments existing at 3Me2009 that are subject to fair value measurémen
Note 2. Marketable Securities

Opexa considers all highly liquid investments vathoriginal maturity of three months or less, wpenchased, to be cash equivalents. Investmentsmathrities in exces
of three months but less than one year are cladsifs short-term investments and are stated ahtaket value.

At June 30, 2009, Opexa invested approximately $8Din a money market account with an average etaikld of 0.15%. Interest income of $1,494 wasgnized for
the six months ended June 30, 2009 in the statesnoéeixpenses. As of June 30, 2009, the Compadynioeauction rate securities.

Note 3. Commitments and Contingencies
Office Lease

In October 2005, Opexa entered into a ten-yeaeléasts office and research facilities. The fagilncluding the property is leased for a ternter years with two options
for an additional five years each at the then plegamarket rate. Future minimum lease paymentienhe non-cancellable operating lease are $7Xc8D09, $147,540 for
2010, $147,540 for 2011 and $584,343 for years 202D15.

License Agreement

In July 2007, Opexa entered into a second amenuigdestated license agreement with the Univerdittocago that requires Opexa to make milestonengays of up to
$1,350,000 if certain late stage clinical trial &fdA approval milestones are achieved. Opexa h&srdened that these payments are not probablesatime and thus no
liability has been recorded as of June 30, 200eckve August 6, 2009 the University of Chicagiehse agreement was assigned to Novartis as fpartallaboration as furth
described in Note 9 below.

Note 4. Loan Payable

Loan payable consists of an equipment line of 28D with Wells Fargo Bank of which $134,650 wasstariding as of June 30, 2009. This loan has arestteate of
7.61% per annum, matures in May 2011 and is sedwyédpexas furniture and equipment purchased with the loacgeds. Payments are due and payable monthlyeosamt
day of each month until maturity.

Note 5. Convertible Promissory Notes

On April 14, 2009 and May 14, 2009 the Companyeiba private offering consisting of secured conblerinotes for gross proceeds of approximately $dilBon. The
notes mature in two years from the date of issukaaerue interest at a 10% rate, compounded agnddlé interest is payable at maturity in eithestcar common stock at the
Company'’s option. The notes are secured by sutietgrall of the Company’s assets and are conblatinto common stock, at the option of the holdats price of $0.50 per
share. Additionally, subject to the satisfactiorceftain conditions, the notes are mandatorily eotilvle into common stock, at the Company’s optiuring their term also at
$0.50 per share. The required conditions areth@d)Company enters into an agreement that will fufthase Ilb or Phase IlI clinical trial for thether development of the
Company’s product known as Tovaxin (2) the Company’s common stock trades at a grieater than or equal to $1.00 per share for tweotgecutive trading days, and

(3) the Company has an effective registration state on file with the Securities and Exchange Cossinh for the re-sale of the shares of common s&stlable upon
conversion of the notes .




In connection with issuing the convertible promigsootes, warrants to purchase a total of 1,302¢b@0es of common stock were issued to investees Ndte7 for detail
on the warrants. The convertible promissory notegevevaluated for a beneficial conversion featumdeun EITF 98-5 and EITF 00-27 and the Company demba debt discount
of $349,947. Pursuant to ETIF 00-27 Issue 6, tBedlint on the convertible promissory notes is aizextover the period between the grant date andhtterity of the note
under the effective interest method. The amortidiedount for the quarter ending June 30, 2009$28s608.

The Company analyzed the convertible promissorgsiahd the warrants for derivative accounting aeration under SFAS 133 and EITF 00-19. The Company
determined the embedded conversion option in theexible promissory notes and the warrants mettheria for classification in stockholders equigder SFAS 133 and
EITF 00-19. Therefore, derivative accounting wasapplicable for these convertible notes payabltheir associated warrants.

The total of the fees associated with the finan¢brgker commissions and legal fees) was $158,46&se fees will be amortized over the life of lmées using the
effective interest method. The amortized offertogts for the quarter ending June 30, 2009 wa2944,

Note 6. Options
Share-based Compensation:

The June 2004 Compensatory Stock Option Plan a@a#®the issuance of various forms of stock-baseatds, including incentive and non-statutory stopkons, stock
purchase rights, stock appreciation rights, antticésd and unrestricted stock awards. A tota2,800,000 options are authorized to be issued uhéePlan through June
2014. At June 30, 2009, 1,749,234 options wenrgeids

The Company accounts for share-based compensatahnding options and nonvested shares, accorditiget provisions of SFAS No. 123R, "Share Basedrieay'".
During the six month period ended June 30, 20 bmpany recognized share-based compensationsxpéapproximately $462,000. Activity in optionsrithg the six
month period ended June 30, 2009 and related kedamdstanding as of that date are reflected belve weighted average fair value per share obaptgranted for the six
month period ended June 30, 2009 was approxim&teBs/1.

A summary of share-based compensation activityHersix month period ended June 30, 2009 is preddyglow:

Wtd. Avg.
Wtd. Avg. Remaining
Number of Exercise Contract Term Intrinsic
Options Price (# years) Value
Outstanding at January 1, 2C 155334 $ 6.47
Grantec 473,33¢ 0.31
Exercisec - -
Forfeited and canceled (277,457 7.3
Oustanding at June 30, 20 1,749,23. $ 4.4z 7.2 -
Exercisable at June 30, 20 1,363,05. $ 5.37 6.7 -

The aggregate intrinsic value of the exercisabtéaop at June 30, 2009 was -0-.




Stock Option Activity:

Stock option awards issued by the Company have gear life and have various vesting dates thajedrom partial vesting upon date of grant to #@sting on a specifie
date. The Company estimates the fair value okstptions using the Black-Scholes option-pricingd@loand records the compensation expense ratablytbg service period.

The fair values of stock options granted duringgtkxemonths ended June 30, 2009 and 2008 wereastihusing the following assumptions:

Six Months Ended June 30, 200 Six Months Ended June 30, 200
Expected volatility 192%- 194% 115%
Expected tern 5- 5.5 years 5.5- 6 years
Risk free rate 1.47%- 1.97% 3.15%- 3.73%
Expected dividend -0- -0-

Note 7. Warrants

In connection with the closing of our April and M2909 private offering of convertible notes, thedstors were issued foyear warrants to purchase up to an aggrege
1,302,000 shares of our common stock, at an exepeise of $0.75 per share. The estimated fdirevaf the investor warrants was $478,577 and wab=utated using the Black-
Scholes valuation model. The following assumptiaese used: (i) no expected dividends, (i) rislefieterest rate of 0.86% - 0.87%, (iii) expectethtitity range of 195%, -
197% and (iv) expected life of 4 years.

As additional compensation, the Company issuedamésrto the broker to purchase 112,140 sharesnofinom stock also at a price of $0.75 per share. eBtienated fair
value of the broker warrants was $37,453 and wisileged using the Black-Scholes valuation model #hre assumptions stated above. This amount wasled in the
$158,468 noted in Note 5 above.

Note 8. Derivative Instruments

In June 2008, the FASB ratified EITF Issue 07-5et&mining Whether an Instrument (or Embedded Fepta Indexed to an Entity’'s Own Stock” (“EITF &7).
Paragraph 11(a) of Statement of Financial AccognBtandard No 133, “Accounting for Derivatives &hellging Activities” (“SFAS 133") specifies that amdtract that would
otherwise meet the definition of a derivative, uboth (a) indexed to its own stock and (b) clsdiin stockholders’ equity in the statement ofaficial position would not be
considered a derivative financial instrument. EOIF5 provides a new two-step model to be appliedkeiermining whether a financial instrument or evbedded feature is
indexed to an issuer’s own stock, including evagathe instrument’s contingent exercise and settle provisions, and thus able to qualify for theAS 133 paragraph 11(a)
scope exception. It also clarifies the impact oéfgn currency denominated strike prices and maskeed employee stock option valuation instrumentthe evaluation. EITF
07-5 will be effective for the first annual repodi period beginning after December 15, 2008, anl¢f @doption is prohibited. Initially, Opexa evated all of its financial
instruments and determined that the Series F waremsociated with the August 2008 financing qigalifor treatment under EITF 07-5 and adjustefirigncial statements to
reflect the adoption of the EITF 07-5 as of Januar2009. The fair value of these warrants wertassified as of January 1, 2009 in the amount @0$235 from additional paid
in capital to derivative liability and the cumulagieffect of the change in accounting principl¢hi@a amount of $1,755,622 was recognized as antatgus to the opening
balance of retained earnings. The impact of EITH0@r the year to date period ending June 1, 2@80lted in an increase in the derivative liabitfy$366,774 with a
corresponding loss on derivative instruments. Qredly 2009, it was determined that the floor f@eténg the exercise price was met and that aniduadjustments to the
exercise price of the Series F warrants would recaivote by the shareholders of the Company. €fti, the Series F warrants were considered irttiexthe Company' stocl
and qualified for the scope exception under SFAS d&agraph 11 allowing for a transfer from liagiltlassification to equity classification. Congeqtly, the remaining
derivative liability of $587,609 at June 1, 2009swaclassified to additional paid in capital.




The fair values of the warrants on June 1, 2009cW&1, 2009 and January 1, 2009 were estimated tise following assumptions:

June 1, 200¢ March 31, 2009 January 1, 2008
Expected volatility 194% % 236% % 220% %
Expected tern 1.8 years 1.9 years 2.1 years
Risk free rate 0.97% % 0.81% % 0.88% %
Expected dividend - - -
Fair value $ 587,60¢ $ 661,81 $ 220,83!

Note 9. Subsequent Events
Subsequent events through August 12, 2009 werellasvs:

Effective August 6, 2009, the Company entered aricexclusive agreement with Novartis for the furtievelopment of the Comparsyhovel stem cell technology. T
technology, which has generated preliminary datavihg the potential to generate monocyte derivégt ills from peripheral blood mononuclear cellss in early preclinici
development at the Company.

Under the terms of the agreement, Novartis acquiiedstem cell technology from the Company and Kavill have full responsibility for funding andarrying out a
research, development and commercialization aie$vifThe Company will receive an upfront cash paynoé $3 million, plus an additional $1 million astechnology transf
fee to be paid over the course of a six month geribhe Company is eligible to receive royalty payns from the sale of any products resulting frbm tse of the technolo
and the Company retains an option on certain matwiag rights.




Iltem 2. Management's Discussion and Analysis of fancial Condition and Results of Operations.

The following discussion of our financial condition and results of operations should be read in conjunction with the accompanying financial statements and the related
footnotes thereto.

Forward-Looking Statements

Some of the statements contained in this repocudis future expectations, contain projections siilts of operations or financial condition, or stather "“forwardeoking"
information. The words "believe," "intend," "plarigxpect," "anticipate," "estimate," "project," '@t and similar expressions identify such statenveag made. These stateme
are subject to known and unknown risks, uncer@sntnd other factors that could cause the aatsalts to differ materially from those contemplalbgtthe statements. The
forward-looking information is based on varioustéas and is derived using numerous assumptionsofathat might cause or contribute to such a dgamncy include, but are
not limited to the risks discussed in this and atlner SEC filings. We do not promise to update maviooking information to reflect actual resultschanges in assumptions or
other factors that could affect those statementtrE events and actual results could differ mallgrfrom those expressed in, contemplated by natedlying such forward-
looking statements.

The following discussion and analysis of our finahcondition is as of June 30, 2009. Our resnoitsperations and cash flows should be read inuramjon with our
unaudited financial statements and notes theretaded elsewhere in this report and the auditeahitnal statements and the notes thereto includedri-orm 10-K for the year
ended December 31, 2008.

Business Overview

Unless otherwise indicated, we use “Opexa,” “thenPany,” “we,” “our” and “us” in this annual repax refer to the businesses of Opexa Therapeutics, |

We are a biopharmaceutical company developing egdois cellular therapies with the potential tottreajor illnesses, including multiple sclerosis (M$he information
discussed related to our product candidates igwpredry and investigative. Our product candidatesreot approved by the Food and Drug AdministrafieDA).

Our lead product, Tovaxifi, is an individualized Tell therapeutic vaccine licensed from Baylor Cgdle®f Medicine, which is in clinical development fbe treatment fc
MS.

T-Cell Therapy

We have an exclusive worldwide license from Bayotlege of Medicine (or Baylor) to an individualiz&-cell therapeutic vaccine, Tovaxin which is in clinical
development for the treatment of Multiple Sclerdiks).

Multiple sclerosis is the result of a person’s olivnells attacking the myelin sheath that coatsnigiwe cells of the central nervous system (CNSyaXm consists of
attenuated patient-specific myelin reactive T-cMKRTCs) against peptides from one or more of thimary proteins on the surface of the myelin shéatpelin basic protein
(MBP), proteolipid protein (PLP) and myelin oligadkocyte glycoprotein (MOG)). Patient-specific MRS @re expanded in culture with specific peptidesiified by our
proprietary test of the patient’s peripheral blodte cells are then attenuated by gamma irradiaéind returned to the patient as a subcutanecetiof. Although further
testing is necessary, results from our initial hartréals appear to indicate that these attenuatedIl§ cause an immune response directed at tloeemative T-cells in the
patient’s body, resulting in a reduction in thedeof harmful T-cells. In 2008, we completed an FEIAared Phase Ilb clinical trial of Tovaxin whiehrolled 150-patients. The
trial was entitled, A Multicenter, Randomized, D&#Blind, Placebo-Controlled Study of Subcutanedagaxin in Subjects with Clinically Isolated Syndre or Relapsing
Remitting Multiple Sclerosis (Tovaxin for Early Rglsing-remitting MS, “TERMS”).

The TERMS study was a Phase IIb multi-center, ramided, double blind, placebo-controlled trial in0Batients with Relapsing-Remitting Multiple Sclgigoor high risk
Clinically Isolated Syndrome (CIS). The study inwed 2:1 randomization with 100 patients receivirmydxin and 50 receiving placebo. According to thelg protocol, patients
received a total of five subcutaneous injectionsetks 0, 4, 8, 12 and 24. Top-line data from tB&WS trial is as follows:

. Annualized relapse rate (ARR) for Tovaxin-treatedignts was 0.214 as compared to 0.339 for plateladed patients, which represented a 37 percen¢adse in ARR for
Tovaxin as compared to placebo in the general poioul;
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. For patients who had more active disease as iretidat an ARR > 1 in the year prior to the studyadn demonstrated a 55 percent reduction in ARBoaspared to
placebo; and an 87% reduction in relapse rate Wwasrged in Tovaxin patients in this population canepl to placebo during the 24 week period followtime
administration of the full course of treatment (339);

. Patients who had an ARR>1 at entry demonstrateatistically significant improvement in disabiliscore as measured by the Expanded Disability S&dake (EDSS) (p
=0.045) for patients treated with Tovaxin as coragap those receiving placebo. The EDSS scorerisasure of disability ranging from 0-10. In addit8.1% of the
Tovaxin patients showed an improvement in EDSS &dast one point as compared to 5.6% in the plagebup;

. Patients who had an ARR>1 at entry and were treaithdTovaxin experienced an 88% reduction in btiophy and a 59% reduction in absolute T-2 lesmnome as
compared to placeb

. Tovaxin was safe and well tolerated with no seriadigerse events related to Tovaxin treatment. Tb&t tcommon adverse event was injection site iroita

Our proprietary T-cell technology has enabled udeeelop intellectual property and a knowledge/dardatabase that may enable discovery of the netestant peptides
to be used to treat MS patients. We may conduegres to identify the most promising peptide tasdkat could lead to customized off the shelf apphes based on a patient’s
shifting epitope profile.

Stem Cell Therapy

Effective August 6, 2009, the Company entered imoexclusive agreement with Novartis for the furtdevelopment of Opexa’'novel stem cell technology. T
technology, which has generated preliminary datavahg the potential to generate monocyte derivégt ills from peripheral blood mononuclear cellss in early preclinici
development at Opexa. Under the terms of the aggrerovartis acquired the stem cell technologynfthe Company and Novartis will have full respoiigibfor funding anc
carrying out all research, development and comrakzaition activities. The Company will receive apfront cash payment of $3 million, plus an addiéib81 million as
technology transfer fee to be paid over the coafsesix month period. The Company is also elwgital receive royalty payments from the sale of pmgducts resulting from tl
use of the technology and the Company retains &aropn certain manufacturing rights.

Critical Accounting Policies
General

Our discussion and analysis of our financial caadiaind results of operations is based on our dimfaged financial statements, which have been pezbin accordance
with accounting principles generally accepted | thS. The preparation of these consolidated fihstatements requires us to make estimates aijants that affect the
reported amounts of assets, liabilities and expende base our estimates on historical experiendeorn various other assumptions that we beliel®toeasonable under the
circumstances, the results of which form the bfsisnaking judgments about the carrying valuesssiss and liabilities that are not readily appafieamh other sources. Actual
results may differ from these estimates under diffeassumptions or conditions. The Company’s St accounting policies are disclosed in the @any’s Annual Report
on Form 10-K for the year ended December 31, 2008 Company has not materially changed its siggifi accounting policies.

Accounting for Derivative Instruments

In June 2008, the FASB ratified EITF Issue 07-5¢t&mining Whether an Instrument (or Embedded Fepta Indexed to an Entity’s Own Stock” (“EITF &7).
Paragraph 11(a) of Statement of Financial AccognBtandard No 133, “Accounting for Derivatives &hellging Activities” (“SFAS 133") specifies that amtract that would
otherwise meet the definition of a derivative, Isupoth (a) indexed to its own stock and (b) clessdiin stockholders’ equity in the statement ofsficial position would not be
considered a derivative financial instrument. EDIF5 provides a new two-step model to be appliedetermining whether a financial instrument or arbedded feature is
indexed to an issuer’s own stock, including evafigathe instrument’s contingent exercise and setlet provisions, and thus able to qualify for thAS 133 paragraph 11(a)
scope exception. It also clarifies the impact @éfgn-currency-denominated strike prices and malksed employee stock option valuation instrumentthe evaluation. EITF
07-5 will be effective for the first annual repodi period beginning after December 15, 2008, anlg edoption is prohibited. Initially, Opexa evated all of its financial
instruments and determined that the Series F waremsociated with the August 2008 financing qigalifor treatment under EITF 07-5 and adjustefirigncial statements to
reflect the adoption of the EITF 07-5 as of Januarg009. The fair value of these warrants werassified as of January 1, 2009 in the amount @0$235 from additional paid
in capital to derivative liability and the cumulagieffect of the change in accounting principléhi@ amount of $1,755,622 was recognized as antaugus to the opening
balance of retained earnings. The impact of EITf0r the year to date period ending June 1, 2@60lted in an increase in the derivative liabify$366,774 with a
corresponding loss on derivative instruments. Qredy 2009, it was determined that the floor f@eténg the exercise price was met and that arthduadjustments to the
exercise price of the Series F warrants would recaivote by the shareholders of the company. efbi, the Series F warrants were considered intiexéhe company’s stock
and qualified for the scope exception under SFA% d&agraph 11 allowing for a transfer from liaililassification to equity classification. Congeqtly, the remaining
derivative liability of $587,609 at June 1, 2009swaclassified to additional paid in capital.
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Measuring Fair Value

In September 2006, the FASB issued SFAS 157 wha€inek fair value, establishes a framework for ragag fair value, and expands disclosures about/lue
measurements. The provisions of SFAS 157 wereteféedanuary 1, 2008. The FASB has also issued Bteition (FSP) SFAS 157-2 (FSP No. 157-2), whielays the
effective date of SFAS 157 for nonfinancial assetd liabilities, except for items that are recogdior disclosed at fair value in the financialestaénts on a recurring basis (at
least annually), until fiscal years beginning aftevember 15, 2008.

As defined in SFAS 157, fair value is the pricettvauld be received to sell an asset or paid tesfier a liability in an orderly transaction betwerarket participants at the
measurement date (exit price). The Company utilimaset data or assumptions that market particgpanuld use in pricing the asset or liability, inting assumptions about
risk and the risks inherent in the inputs to thii@don technique. These inputs can be readily miagte, market corroborated, or generally unobddevarhe Company classifit
fair value balances based on the observabilitho$¢ inputs. SFAS 157 establishes a fair valuatdby that prioritizes the inputs used to measairevilue. The hierarchy gives
the highest priority to unadjusted quoted priceadtive markets for identical assets or liabilitfe=vel 1 measurement) and the lowest priorityriohservable inputs (level 3
measurement).

The three levels of the fair value hierarchy dediby SFAS 157 are as follows:

Level 1 —Quoted prices are available in active marketsdentical assets or liabilities as of the reportilage. Active markets are those in which transastfonthe asset ¢
liability occur in sufficient frequency and volun@ provide pricing information on an ongoing basievel 1 primarily consists of financial instrumsrstuch as exchange-traded
derivatives, marketable securities and listed éeguit

Level 2 — Pricing inputs are other than quotedqwim active markets included in level 1, which itBer directly or indirectly observable as of teported date. Level 2
includes those financial instruments that are whluging models or other valuation methodologiegsehmodels are primarily industry-standard models ¢onsider various
assumptions, including quoted forward prices fanomdities, time value, volatility factors, and @mt market and contractual prices for the undeglystruments, as well as
other relevant economic measures. Substantiallyfaliese assumptions are observable in the maalcetphroughout the full term of the instrument) t& derived from
observable data or are supported by observabléslavevhich transactions are executed in the mplkeg. Instruments in this category generally idelmon-exchange-traded
derivatives such as commodity swaps, interestsatps, options and collars.

Level 3 — Pricing inputs include significant inptitsit are generally less observable from objecttugces. These inputs may be used with internaleldped
methodologies that result in management’s besnhes#i of fair value.

As required by SFAS 157, financial assets andlit&@s are classified in their entirety based oe litwest level of input that is significant to ttaér value measurement. The
Company'’s assessment of the significance of aquéati input to the fair value measurement reqyitdgment, and may affect the valuation of fair eaaissets and liabilities and
their placement within the fair value hierarchyeéss

There are no financial instruments existing at BMe2009 that are subject to fair value measurémen
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Results of Operations and Financial Condition
Three Months Ended June 30, 2009 Compared with the Three Months Ended June 30, 2008
Net Sales. We recorded no sales for the three months endezl w2009 and 2008.

Research and Development ExpenseResearch and development expense was approxing@telymillion for the three months ended June 3092@ompared to
approximately $2.3 million for the three months estdune 30, 2008. The decrease in expenses waariyidue to the completion of the Phase IIb cléhiial in August 2008,
closing the extension trial, a reduction in staffd a decrease in stock compensation expense. Véerfsde and expect to continue to make substami@stments in research
and development in order to develop and marketeximology. We expense research and developmetsta®incurred. Acquired research and developrhemtias no
alternative future use is expensed when acquinexhePty, plant and equipment for research and dgwveént that has an alternative future use is dag@thand the related
depreciation is expensed.

General and Administrative ExpensesGeneral and administrative expense was approxisn&te# million for the three months ended June2BD9, as compared to
approximately $1.3 million, for the three monthsled June 30, 2008. The decrease in expenses te dugecrease in stock compensation expense,eaggxpenses,
professional service fees, board compensationgeés reduction in staff.

Interest Expense. Interest expense was $47,007 for the three marttied June 30, 2009, compared to $4,694 for tee thonths ended June 30, 2008. The increase in
interest expense was primarily related to the aimedtinterest on the convertible notes and the tiradion of the financing fees over the life of thete with the balance related
to the loan payable consisting of an equipmentdihep to $250,000 with Wells Fargo of which $1&06vas outstanding as of June 30, 2009. Thedstexpense for the thr
months ended June 30, 2008 related solely to e payable on the equipment line.

Gain (loss) on derivative instruments liabilitieshet. We recognized a gain on derivative instruments7df, 306 for the three months ended June 30, 2009.gHn is a
result of the net unrealized (non-cash) changherfdir value of our derivative instrument liabég related to warrants associated with the Aug068 financing which had been
accounted for under EITF 07-5 and which accountiegtment was discontinued on June 1, 2009.

Interest Income. Interest income was $385 for the three montheeéddine 30, 2009 compared to $31,495 for the tharehs ended June 30, 2008. The decrease was
due to the reduction in cash balances that weréasl@for investment in cash equivalent instrunseartd a reduction in interest rates.

Net loss.We had a net loss for the three months ended Jyri2089, of approximately $0.9 million, or $0.0% paare (basic and diluted), compared with a ret &f
approximately $3.6 million or $0.36 per share (basid diluted), for the three months ended Jun@@08. The decrease in net loss is primarily dudéeaeduction of costs
associated with the Phase |lb clinical trial of @gin that was completed in 2008, a reduction iff stad a decrease in stock compensation expense.

Sx Months Ended June 30, 2009 Compared with the Six Months Ended June 30, 2008
Net Sales. We recorded no sales for the six months ended 30n2009 and 2008.

Research and Development ExpenseResearch and development expense was approxin§dtéymillion for the six months ended June 30, 260@pared to
approximately $4.7 million for the six months endeshe 30, 2008. The decrease in expenses was flyichae to the completion of the Phase Ilb clinitél in August 2008,
closing the extension trial, a reduction in staffd a decrease in stock compensation expense. Véerfede and expect to continue to make substami@stments in research
and development in order to develop and marketeximology. We expense research and developmetsta®incurred. Acquired research and developrhentias no
alternative future use is expensed when acquinexhePty, plant and equipment for research and dgwveént that has an alternative future use is dag@thand the related
depreciation is expensed.

General and Administrative ExpensesGeneral and administrative expense was approxisn&teB million for the six months ended June 3@M2G&s compared to
approximately $2.0 million, for the six months eddrine 30, 2008. The decrease in expenses i®@uddcrease in stock compensation expense, oveelxpanses,
professional service fees, board compensationdieés reduction in staff.




Interest Expense. Interest expense was $52,628 for the six montbsa@ June 30, 2009, compared to $11,020 for thmeixhs ended June 30, 2008. The increase in
interest expense was primarily related to the amextinterest on the convertible notes and the timadion of the financing fees over the life of thete with the balance related
to the loan payable consisting of an equipmentdihep to $250,000 with Wells Fargo of which $1306vas outstanding as of June 30, 2009. Thedstexpense for the six
months ended June 30, 2008 related solely to e payable on the equipment line.

Interest expense for 2008 and 2007 was relatedaarepayable consisting of an equipment line ofai$250,000 with Wells Fargo of which $134,650 wasstanding as
of June 30, 2009.

Gain (loss) on derivative instruments liabilitiesnet. We recognized a loss on derivative instruments & 774 for the six months ended June 30, 2008.1dks is a
result of the net unrealized (non-cash) changhkerfdir value of our derivative instrument liabég related to warrants associated with the Aug068 financing which had been
accounted for under EITF 07-5 and which accountiegtment was discontinued on June 1, 2009.

Interest Income. Interest income was $1,494, for the six monttaeenJune 30, 2009 compared to $69,204 for the eixins ended June 30, 2008. The decrease was due
to the reduction in cash balances that were aveifa investment in cash equivalent instruments ameduction in interest rates.

Net loss.We had a net loss for the six months ended Jun2(8®, of approximately $2.5 million, or $0.20 peare (basic and diluted), compared with a netdbss
approximately $6.7 million or $0.73 per share (basid diluted), for the six months ended June 8082The decrease in net loss is primarily duééoréduction of costs
associated with the Phase IIb clinical trial of @win that was completed in 2008, a reduction iff stad a decrease in stock compensation expense.

Liquidity and Capital Resources

Historically, we have financed our operations pritlgerom the sale of debt and equity securities.@ June 30, 2009 we had cash and cash equivaikapproximately
$827,000. The Company’s current burn rate is apprately $250,000 per month. Subsequent to Jun2@0, the Company completed an asset sale ofdhg@nys stem cel
technology for initial proceeds of $3 million anxpects to receive additional near term proceed&lahillion, which it is believed will support theoBpany’s operations, at
current levels, through December 2010. The Compla@g not maintain any external lines of credithare commitments for equity funds, and shoulé@dany additional
capital in the future, management will be reliapb “best efforts” debt or equity financings.

Off-Balance Sheet Arrangements
None.
Recent Accounting Pronouncements

For the period ended June 30, 2009, there werdh®y ohanges to our critical accounting policiegastified in our annual report on Form 10-K fhetyear ended
December 31, 2008.

Item 3. Quantitative and Qualitative Disclosures Albut Market Risk.
Not Applicable.

Item 4. Controls and Procedures.
Disclosure Controls and Procedures.

We maintain disclosure controls and proceduresatetiesigned to ensure that information requindaetdisclosed by us in the reports that we filsudrmit to the
Securities and Exchange Commission under the SesuExchange Act of 1934, as amended, is recoptedessed, summarized, and reported within the gieriods specified
by the Securities and Exchange Commission’s rutesfarms, and that information is accumulated amdmunicated to our management, including our ppalogxecutive and
principal financial officer (whom we refer to inishperiodic report as our Certifying Officer), ggpaopriate to allow timely decisions regarding regd disclosure. Our
management evaluated, with the participation of@ertifying Officer, the effectiveness of our disslire controls and procedures as of June 30, 2008yant to Rule 13a-15(b)
under the Securities Exchange Act. Based uporetfatiation, our Certifying Officer concluded thas, of June 30, 2009, our disclosure controls andeutures were effective.
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Changes in Internal Control Over Financial Reporting.

There were no changes in our internal control éwancial reporting that occurred during our mastantly completed fiscal quarter that have matgraifected, or are
reasonably likely to materially affect, our intekeantrol over financial reporting. We will contie to evaluate the effectiveness of internal cdstad procedures on an on-
going basis.

PART II
OTHER INFORMATION
Iltem 1. Legal Proceedings.
None.
Item 1A. Risk Factors.
This Item 1A should be read in conjunction witreftt 1A. Risk Factors” in our Annual Report on FortaKL for the fiscal year ended December 31, 2008.
Our ability to raise additional funding is uncertain.

We anticipate that we will need to raise additiomarking capital in 2010. As we have no exterralrses of debt or equity capital committed for funggl we must rely
upon best efforts third-party debt or equity furgdand we can provide no assurance that we willlbeessful in any funding effort. The timing and degof any future capital
requirements will depend on many factors, including

. our ability to establish, enforce and maintaintsigéc arrangements for research, developmentgelitésting, manufacturing and marketi
. the accuracy of the assumptions underlying oumesés for capital needs in 2010 and bey«

. scientific progress in our research and developmpegrams

. the magnitude and scope of our research and dewelupprograms

. our progress with preclinical development and chihtrials;

. the time and costs involved in obtaining regulatapyprovals

. the costs involved in preparing, filing, prosecgtimaintaining, defending and enforcing patentotgianc

. the number and type of product candidates thatwrsue.

Additional equity financings could result in sigo#nt dilution to our stockholders. Further, if &dthal funds are obtained through arrangements watlaborative
partners, these arrangements may require us tmuésh rights to some of our technologies, prodacitdidates or products that we would otherwise seelevelop and
commercialize ourselves. If sufficient capital & mvailable we may not be able to continue openatas proposed requiring us to modify our busip&ss, curtail various
aspects of our operations or cease operations.

Item 2. Unregistered Sales of Equity Securities and Use Bfoceeds.

On April 14, 2009 and May 14, 2009 the Companyetia private offering consisting of secured conbkrinotes and warrants to purchase up to an agtged
1,302,000 shares of Opexa’s common stock for grosseeds of approximately $1.3 million. The notegture in two years from the date of issue and &cicrierest at a 10%
rate, compounded annually.




The interest is payable at maturity in either casbommon stock at the Company’s option. The natesecured by substantially all of the Compaag%ets and are
convertible into common stock, at the option of iiméders, at a price of $0.50 per share. Additipnalbject to the satisfaction of certain condispthe notes are mandatorily
convertible into common stock, at the Comparmyption, during their term also at $0.50 per shdtiee required conditions are: (1) the Compangmsninto an agreement that v
fund a Phase Ilb or Phase lll clinical trial foetfurther development of the Company’s product kmas Tovaxirf, (2) the Company’s common stock trades at a miieater
than or equal to $1.00 per share for twenty corsectrading days, and (3) the Company has an &ffecegistration statement on file with the Setiesiand Exchange
Commission for the reale of the shares of common stock issuable upowvetsion of the notes . The warrants have a foar term and are exercisable for 50% of the numb
shares that the note is convertible into at anaseprice of $ 0.75 per share.

The issuance of these securities were consummatsdgnt to Section 4(2) of the Securities Act drerules and regulations promulgated thereundénebasis that such
transactions did not involve a public offering @hd offerees were sophisticated, accredited investah access to the type of information that s&gition would provide. The
recipient of these securities represented its fiderio acquire the securities for investment cagl not with a view to or for sale in connectiothaany distribution thereof and
appropriate legends were affixed to the sharefities and other instruments issued in such tioses. In connection with the offering, the Camnp paid Cambria Capital,
LLC (Cambria) $56,900 in sales commissions aneitmburse for costs associated with the placemetiteotnits. Additionally, Cambria was issued fowar broker warrants
acquire 112,140 shares of common stock exercigdl$6.75 per share.

Item 3. Defaults Upon Senior Securities.
None.

Item 4. Submission of Matters to a Vote of SecuntHolders.
None.

Item 5. Other Information.

None.

Iltem 6. Exhibits.

Exhibit 31.1* Certification of Chief Executive Officer and Chi€inancial Officer pursuant to Section 302 of theb@ae-Oxley Act of 2002

Exhibit 32.1* Certification of Chief Executive Officer and Chi€inancial Officer pursuant to Section 906 of theb@ae-Oxley Act of 2002

* Filed herewitr

SIGNATURES
In accordance with Section 13 or 15(d) of the ExcjeaAct, the registrant has caused this reporétsigned on its behalf by the undersigned, theceduly authorized.

OPEXA THERAPEUTICS, INC.

Date: August 12, 2009 By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Officer

(Principal Executive Officer)
Acting Chief Financial Officer
(Principal Financial and Accounting Officer)
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EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Neil K. Warma, certify that:
1. | have reviewed this Quarterly Report on Forr-Q of Opexa Therapeutics, Ini

2. Based on my knowledge, this report does not cormjnuntrue statement of a material fact or om#itéde a material fact necessary to make the statisnrmade, in ligt
of the circumstances under which such statements made, not misleading with respect to the pecmgered by this repor

3. Based on my knowledge, the financial statements,atiner financial information included in this repdairly present in all material respects theaficial condition,
results of operations and cash flows of the regidtas of, and for, the periods presented in gpsnt;

4. The registrant’s other certifying officer(s) andrk responsible for establishing and maintainisgldsure controls and procedures (as defined il&hge Act Rules
13&15(e) and 15-15(e)) and internal control over financial repagtifas defined in Exchange Act Rules -15(f) and 15-15(f)) for the registrant and hav

a. Designed such disclosure controls and proceduresused such disclosure controls and procedures tesigned under our supervision, to ensurenthégrial
information relating to the registrant, includinig consolidated subsidiaries, is made known toyusthers within those entities, particularly durithg period in

which this report is being prepare

b. Designed such internal control over financial réjpgr, or caused such internal control over finahegorting to be designed under our supervisiomrovide
reasonable assurance regarding the reliabilitynainicial reporting and the preparation of finanstatements for external purposes in accordandegeierally

accepted accounting principle

C. Evaluated the effectiveness of the registrant’sldg&ire controls and procedures and presentedsimeport our conclusions about the effectivendshe
disclosure controls and procedures, as of the étitegeriod covered by this report based on sweluation; anc

d. Disclosed in this report any change in the registsainternal control over financial reporting thatcurred during the registrant’s fourth fiscal qeathat has
materially affected, or is reasonably likely to evally affect, the registra’s internal control over financial reporting; &

5. The registrant’s other certifying officer(s) antdve disclosed, based on our most recent evaluatimternal control over financial reporting, teetregistrant’s auditors
and the audit committee of the regist’s board of directors (or persons performing thewedent functions)

a. All significant deficiencies and material weaknessethe design or operation of internal contradiofinancial reporting which are reasonably likedyadversely
affect the registra’s ability to record, process, summarize and refprahcial information; an

b. Any fraud, whether or not material, that involveamagement or other employees who have a significéain the registrant’s internal control overdirial
reporting.
Date: August 12, 2009 By: /s/ Neil K. Warma
Neil K. Warma

President and Chief Executive Officer
(Principal Executive Officer)

Acting Chief Financial Officer

(Principal Financial and Accounting Officer)



EXHIBIT 32.1

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 906
OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Opexafépeutics, Inc. (the “Company”) on Form 10-Q fog period ending June 30, 2009, (the “Report”fjled with the
Securities and Exchange Commission on the dat®hérdleil K. Warma, President and Chief Execut®#icer of the Company, certify, pursuant to 18LLC. §1350, as
adopted pursuant to §906 of the Sarbanes-OxleypA2002, to the best of my knowledge, that:

1. The Report fully complies with the requirementseétion 13(a) or 15(d) of the Securities Exchangeof 1934; anc
2. The information contained in the Report fairly pmets, in all material respects, the financial ctodiand results of operations of the Compz
Date: August 12, 2009 By: /s/ Neil K. Warma

Neil K. Warma

President and Chief Executive Officer
(Principal Executive Officer)

Acting Chief Financial Officer

(Principal Financial and Accounting Officer)



