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PART | - FINANCIAL INFORMATION
Iltem 1. Financial Statements

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

Assets

Current asset:
Cash and cash equivalel
Accounts receivabl
Other current assets

Total current asse

Property & equipment, net of accumulated depreamie
of $977,529 and $847,244, respectively

Total assets

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 discount 3%Z98
Loan payable
Total liabilities

Commitments and contingenci

Stockholders' equity

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

Common stock, $0.50 par value, 100,000,000 shartb®azed,
12,737,926 and 12,245,858 shares issued and oditste

Additional paid in capita

Deficit accumulated during the development stage
Total stockholders' equity

Total liabilities and stockholders' equ

See accompanying notes to consolidated financgdistents

September 30 December 31
2009 2008
$ 3,952,22. % 1,243,18
500,00( -
147,88( 86,70¢
4,600,10: 1,329,89:
1,001,62: 1,166,53!
$ 5,601,72! $ 2,496,42.
$ 541,27 % 482,83t
65,702 161,71
413,60° 199,27:
66,067 62,42
1,086,641 906,24
939,89¢ -
52,89( 102,77¢
2,079,43. 1,009,02!
6,368,92: 6,122,88:i
85,242,70 84,929,48
(88,089,33) (89,564,97)
3,522,29: 1,487,39
$ 5,601,72! $ 2,496,42;




Research and developme
General and administrati\
Depreciation and amortizatic
Loss on disposal of assets

Operating los:

Interest incomt

Other income and expense,

Gain on extinguishment of de
Gain (loss) on derivative instrumet
Gain on sale of technolog

Interest expense

Net income/(loss)

Net income (loss) per sha
Basic
Diluted

Weighted average shares outstanc
Basic

Diluted

OPEXA THERAPEUTICS, INC.

(a development stage company)
STATEMENTS OF EXPENSES

Three and nine months ended September 30, 2009 a@d08 and the
Period from January 22, 2003 (Inception) to Septendr 30, 2009

(unaudited)
Inception
Three Months Ended Nine Months Ended through
September 30 September 30 September 30
2009 2008 2009 2008 2009
$ 490,27 $ 2,429,25i 1,653,75! 7,134,780 $ 63,800,02
665,64¢ 660,81- 1,473,63! 2,668,51. 20,463,36'
52,05t 58,82¢ 163,13¢ 175,89¢ 915,67-
1,771 - 1,771 11€ 500,10:
(2,209,74) (3,148,89) (3,292,30) (9,979,30) (85,679,17)
131 23,68 1,62t 92,88t 1,355,68!
500,00( - 500,00( 34,90: 606,90¢
- - = - 1,612,441
- - (366,779 - (587,609
3,000,001 - 3,000,00t - 3,000,00t
(69,907) (4,559) (122,529 (15,579 (8,397,58)
$ 2,220,48. $ (3,129,77() (279,98) $ (9,867,09) $  (88,089,33)
$ 0.1& $ (0.2¢) 0.0 $ (0.99)
$ 014 $ (0.2¢) (0.09 $ (0.99)
12,354,94 11,370,52 12,282,61 9,977,83:
16,723,00 11,370,52 12,282,61 9,977,83:

See accompanying notes to consolidated financgdistents




Nine months ended September 30, 2009 and 2008 ahe t

OPEXA THERAPEUTICS, INC.
(a development stage company)
STATEMENTS OF CASH FLOWS

Period from January 22, 2003 (Inception) to Septendr 30, 2009

Cash flows from operating activitit
Net loss

Adjustments to reconcile net loss to net ¢

used in operating activitie
Stock payable for acquired research and develop
Stock issued for acquired research and develop
Stock issued for servict
Stock issued for debt in excess of princi
Amortization of discount on notes payable (

to warrants and beneficial conversion fea

Gain on extinguishment of de
Depreciatior
Amortization of debt financing cos
Option expens
Loss on derivative instrumer
Loss on disposition of fixed ass¢

Changes in
Accounts receivabl
Prepaid and other expens
Accounts payabl
Accrued expenses

Net cash provided by (used in) operating activi

Cash flows from investing activitie
Purchase of property & equipment

Net cash provided by (used in) investing activi

Cash flows from financing activitie
Common stock and warrants sold for cash, netfefiofy costs
Common stock repurchased and canc
Proceeds from exercise of warrants and opt
Proceeds from del
Repayments on notes payable

Net cash provided by financing activiti

Net change in cash and cash equival
Cash and cash equivalents at beginning of period

Cash and cash equivalents at end of period

(unaudited)

Inception
Nine Months Ended through
September 30 September 30
2009 2008 2009

(279,98) $ (9,867,09) $ (88,089,33)
- - 112,44(
- - 26,286,58'
- 68,56 1,910,36!
- - 109,07(
77,39 - 6,390,59!
- - (1,612,441
163,13¢ 175,89¢ 915,67
31,89! - 397,80:
607,56¢ 1,675,89: 12,557,60
366,77 - 587,60¢
1,771 11€ 500,10:
(500,00() - (500,00()
65,40: 175,02¢ (437,97)
(45,309 (38,219 149,60!
214,33¢ 28,01¢ 286,95:
702,97¢ (7,781,800 (40,435,34)
- (31,270 (1,339,51)
- (31,270 (1,339,51)
- 9,254,44. 35,765,16
- - (325)
871,31t - 871,31t
1,180,98! - 9,283,18!
(46,244) (42,777 (192,26))
2,006,05! 9,211,67! 45,727,07
2,709,03 1,398,60! 3,952,22.
1,243,18 2,645,48; -
3,952,22. $ 4,044,08. $ 3,952,22.




Cash paid for
Income tax
Interest

NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho
Issuance of common stock for accrued inte
Issuance of warrants to placement a¢
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 not
Fair value of derivative instrume

Derivative reclassified to equi

13,24¢

349,94’
89,54¢

(1,976,45)
587,61

See accompanying notes to consolidated financsients

60,37

147,73¢
525,51
37,45
6,407,98I
197,17¢
93,36¢

3,622,28:
1,455,57.
1,287,441
4,680,22!

587,61:




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

In accordance with FASB ASC 815, all derivatives tar be recorded on the balance sheet at fair v@lpexa’'s derivatives are separately valued anduaxted for on our
balance sheet. Fair values for securities tradeleiropen market and derivatives are based on djnoseket prices. Where market prices are not rpadiilable, fair values are
determined using market based pricing models iraratpng readily observable market data and reqgijicigment and estimates.

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

Fair Value Measurements

As defined in FASB ASC 820, fair value is the pribhat would be received to sell an asset or patdatusfer a liability in an orderly transactionween market participants
at the measurement date (exit price). The Compéilizes market data or assumptions that markeigpants would use in pricing the asset or liapjlincluding assumptions
about risk and the risks inherent in the inputthtvaluation technique. These inputs can be ngabtiservable, market corroborated, or generallypbseo/able. The Company
classifies fair value balances based on the obb#ityaof those inputs. FASB ASC 820 establishdaiavalue hierarchy that prioritizes the input@dgo measure fair value. The
hierarchy gives the highest priority to unadjustedted prices in active markets for identical assetiabilities (level 1 measurement) and the Isty@iority to unobservable
inputs (level 3 measurement).

The three levels of the fair value hierarchy dediby FASB ASC 820 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 ézgiit

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 methodologie®sEimodels 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 maaletphroughout the full term of the instrument) t& 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 inptitsit are generally less observable from objectugces. These inputs may be used with internaleldped
methodologies that result in management’s besnhes#i of fair value.

There are no financial instruments existing at Seyer 30, 2009 that are subject to fair value measurement
Note 2. Marketable Securities

Opexa considers all highly liquid investments vathoriginal maturity of three months or less, wpernchased, 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 September 30, 2009, Opexa invested approximately $3.9 millioa money market account with an average marikedd pf 0.03%. Interest income of $1,625 was
recognized for the nine months ended Septem®@r2009 in the statements of expenses. As ofeSedmr 30, 2009, the Company held no auction rate seesriti

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 ternteri years with two options
for an additional five years each at the then pleamarket rate. Future minimum lease paymentieuthe non-cancellable operating lease are $3688%09, $147,540 for
2010, $147,540 for 2011 and $584,343 for years 202015.

License Agreement

In July 2007, Opexa entered into a second amenugdestated license agreement with the Univerdigtocago that requires Opexa to make milestonengays of up to
$1,350,000 if certain late stage clinical trial &f0A approval milestones are achieved. Opexa h@srded that these payments are not probablesatitihe and thus no
liability has been recorded as of Septeml84), 2009. Effective August 6, 2009, the UniversifyChicago license agreement was assigned to e part of an agreement as
further described below.

Stem Cell Technology Agreement

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 datavahg the potential to generate monocyte derivéat ills from peripheral blood mononuclear cellss in early preclinici
development at the Company. Under the terms ofatireement, Novartis acquired the stem cell teclgyofoom the Company and Novartis will have full pessibility for
funding and carrying out all research, developnagrt commercialization activities. The Company reegian upfront cash payment of $3 million, and vétteive an addition
$1 million as a technology transfer fee to be paidr the course of a six month period. The $3iomlhas been recorded as a gain of sale of tecgpdtr the three and nil
months ended September 30, 2009. The first teolggpdransfer fee milestone was completed in Sepéerabd recorded as other income and an accourdivabte at Septemk
30, 2009. Payment of $0.5 million was receivedssgjient to quarter end.

The Company is eligible to receive certain cliniaatl commercial milestone payments as well as tpypalyments from the sale of any products resultiom the use of
the technology and the Company retains an optioceotain manufacturing rights.

Note 4. Loan Payable

Loan payable consists of an equipment line of ¥ABDwith Wells Fargo Bank of which $118,957 wasstariding as of Septembe30, 2009. This loan has an interest rate
of 7.61% per annum, matures in May 2011 and isreelcoy furniture and equipment purchased with tfa@ Iproceeds. Payments are due and payable mamtillynaturity.




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 issueamerue interest at a 10% rate, compounded and#leé interest is payable at maturity in eithestcar common stock at the
Company'’s option. The notes are secured by sutiltgrall of the Company’s assets and are conbkrtinto 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@Company enters into an agreement that will fuihase I1b or Phase Ill clinical trial for thether development of the
Company'’s product known as Tovafin (2) the Company’s common stock trades at a mrieater than or equal to $1.00 per share for tweamgecutive 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 the issuance of convertible piggory notes, warrants to purchase a total of 108@Pshares of common stock were issued to thesioke See Note7 f
details on the warrants. The convertible promissutgs were evaluated for a beneficial conversgature under FASB ASC 470 and determined to hdbenaeficial conversion
feature totaling $89,546. The Company recordeedtd discount of $349,947 related to the warrardasitgd to the investors. Pursuant to FASB ASC 4¥discount on the
convertible promissory notes is amortized overtéeod between the issuance date and the matdribeaote under the effective interest methode @mortized discount for
the nine month period ending Septemb&®, 2009 was $77,391.

The Company analyzed the convertible promissorgsahd the warrants for derivative accounting amsration under FASB ASC 470. The Company determihed
embedded conversion option in the convertible pssory notes and the warrants met the criterial&ssdfication in stockholders equity under FASB A&ID. Therefore,
derivative accounting was not applicable for thesevertible notes payable or their associated wisra

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 lées using the
effective interest method. The amortized offeriogts for the nine month period ending SeptemB8r 2009 was $31,891.

Note 6. Options
Share-based Compensation:

The June 2004 Compensatory Stock Option &lahorizes the issuance of various forms of sttaded awards, including incentive and non-stayuttixck options, 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. As of SeptembeBO0, 2009, 1,735,634 options were issued and oulistgn

The Company accounts for share-based compensatadnding options and nonvested shares, accorditiget provisions of FASB ASC 718, "Share Based Ratin
During the nine month period ended Septeml!3€, 2009, the Company recognized share-based caatpem expense of approximately $607,566. Actiiitpptions during the
nine month period ended Septemb20, 2009 and related balances outstanding as bél#te are reflected below. The weighted averagecese price per share of options
granted for the nine month period ended Septem&®@r2009 was approximately $0.42.

A summary of share-based compensationitctir the nine month period ended Septemi®24, 2009 is presented below:




Witd. Avg.

Remaining
Number of Wtd. Avg. Contract Term Intrinsic
Shares Exercise Price (# years) Value
Outstanding at January 1, 2C 155334 $ 6.47
Grantec 519,33¢ 0.4z
Exercisec (19,100 1.14
Forfeited and canceled (317,95)) 10.0C
Oustanding at September 30, 2( 1,735,63. $ 4.07 69 $ 2,768,501
Exercisable at September 30, 2( 1,308,05. $ 4.74 66 $ 1,701,78!

Stock Option Activity:

Stock option awards issued by the Company have gdar life and have various vesting dates thagedrom partial vesting upon date of grant to #déting on a specifie
date. The Company estimates the fair value oksdptions using the Black-Scholes option-pricingdeloand records the compensation expense ratablytbe service period.

The fair values of stock options granted duringriiie months ended Septemb@&6, 2009 and 2008 were estimated using the follgwissumptions:

Expected volatility

Nine Months Ended
September 30, 2009

Nine Months Ended
September 30, 2008

192%- 202%

115%- 117%

Expected tern 5-5.5 year: 5- 6 years
Risk free rate 1.47%- 2.46% 3.07%- 3.44%
Expected dividend -0- -0-

Note 7. Warrants

In connection with the closing of the April and M2§09 private offering of convertible notes, thedstors were issued four-year warrants to purchpge an aggregate of
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) riskefieterest rate of 0.86% - 0.87%, (iii) expectethtibity range of 195%, -
197% and (iv) an expected life of 4 years. Thatret fair value of these investor warrants inaheount of $349,947 was recognized as a discoutisesssed in Note 5 above.

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

Note 8. Derivative Instruments

FASB ASC 815, “Accounting for Derivatives and HemigiActivities” (‘FASB ASC 815") specifies that ammact that would otherwise meet the definitioraaferivative,
but is both (a) indexed to its own stock and (lgsified in stockholders’ equity in the statemétftrmncial position would not be considered a dative financial instrument.
FASB ASC 815 provides a new two-step model to lieg in determining whether a financial instrumentin embedded feature is indexed to an issuessstock, including
evaluating the instrument’s contingent exercise setlement provisions, and thus able to qualifytfie FASB ASC 815-10 scope exception. It alsoifidsrthe impact of
foreign-currency-denominated strike prices and mabased employee stock option valuation instrusientthe evaluation. FASB ASC 815 will be effectisethe first annual
reporting period beginning after December 15, 2@0B&| early adoption is prohibited. Initially, Opexealuated all of its financial instruments andetietined that the Series F
warrants associated with the August 2008 finangunglified for treatment under FASB ASC 815 and atdjd its financial statements to reflect the adwptif the FASB ASC
815 as of January 1, 2009. The fair value of theseants were reclassified as of January 1, 20@8daramount of $220,835 from additional paid initzdo derivative liability
and the cumulative effect of the change in accagnprrinciple in the amount of $1,755,622 was recgghas an adjustment to the opening balance aihed earnings. The
impact of FASB ASC 815 for the year to date peeoding June 1, 2009 resulted in an increase idénigative liability of $366,774 with a correspondiloss on derivative
instruments. On June 1, 2009, it was determineittiieefloor for resetting the exercise price wag arel that any further adjustments to the exengig® of the Series F warrar
would require a vote by the shareholders of thegammg. Therefore, the Series F warrants were ceresitindexed to the company’s stock and qualifeedtfe scope exception
under FASB ASC 815-10 allowing for a transfer frbability classification to equity classificationConsequently, the remaining derivative liabilify$%87,609 at June 1, 2009
was reclassified 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 $ 587,609 $ 661,815 $ 220,835

Note 9. Subsequent Events

In October 2009 Opexa received a $500,000 payment Novartis for completing the first of two techogy transfer milestones pursuant to the termshefdstem ce
technology acquisition agreement with Novartisiertdescribed in Note 3 above.

In October 2009, Opexa received an aggregate df, 386 from the exercise of stock options and variowestor and underwriter warrants and issued0BBshares of i
common stock.

Opexa evaluated all subsequent events throughatteeod this filing.




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 Septembe80, 2009. Our results of operations and cash fleivegild be read in conjunction with
our unaudited financial statements and notes thémetuded elsewhere in this report and the auditexhcial statements and the notes thereto indudl®ur Form 10-K for the
year ended December 31, 20

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$his therapy is
based on our proprietary T-cell technology. Theiinfation discussed related to our product candidatpreliminary and investigative. Our productdidates are not approved
by the Food and Drug Administration (FDA).

Our lead product, Tovaxif, an individualized T-cell therapeutic vaccine esively licensed from Baylor College of Medicing,im clinical development for the treatment
for MS.

T-Cell Therapy

Multiple sclerosis is the result of a person’s olvoells attacking the myelin sheath that coatse cells of the central nervous system -. Tavarnsists of attenuated
patient-specific myelin reactive T-cells (MRTCs)xaust peptides from one or more of the primary girat on the surface of the myelin sheath (myelsidgrotein (MBP),
proteolipid protein (PLP) and myelin oligodendraegtiycoprotein (MOG)). Patient-specific MRTCs arpa@nded in culture with specific peptides identfley our proprietary
test of the patient’s peripheral blood. The celistaen attenuated by gamma irradiation, and retlita the patient as a subcutaneous injectiono@fih further testing is
necessary, results from our initial human trialpesgr to indicate that these attenuated T-cellssccansmmune response directed at the autoreactoad|F in the patient’s body,
resulting in a reduction in the level of harmfut&Hs. In 2008, we completed an FDA cleared Phlselinical trial of Tovaxin which enrolled 150-pants. The trial was
entitled, A Multicenter, Randomized, Double-BliRlacebo-Controlled Study of Subcutaneous TovaxiBuhjects with Clinically Isolated Syndrome or Relismg Remitting
Multiple Sclerosis (Tovaxin for Early Relapsing-rgting MS, “TERMS”).

The TERMS study was a Phase Ilb multi-center, ramided, double blind, placebo-controlled trial in0l@atients with Relapsing-Remitting Multiple Sclgior high risk
Clinically Isolated Syndrome (CIS). The study inved 2:1 randomization with 100 patients receivimyadxin 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 tERWS trial is as follows:

. Annualized relapse rate (ARR) for Tovaxin-treapatients was 0.214 as compared to 0.339 for ptatreated patients, which represented a 37% deeiedARR for
Tovaxin as compared to placebo in the general dioul,;

10




. For patients who had more active disease asatefi by an ARR > 1 in the year prior to the stuithyaxin demonstrated a 55% reduction in ARR aspamed to placebo;
and an 87% reduction in relapse rate was obsenv&@dvaxin patients in this population comparedlexebo during the 24 week period following the anistration of the
full course of treatment (p=0.03¢

. Patients who had an ARR>1 at entry demonstratgtdtistically significant improvement in disatyilscore as measured by the Expanded DisabilitySt@cale (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 werdddeaith Tovaxin experienced an 88% reduction @ibatrophy and a 59% reduction in absolute T-Biegolume as
compared to placeb

. Tovaxin was safe and well tolerated with no seriadigerse events related to Tovaxin treatment. Tost common adverse event was injection site ioita

Further analysis of the TERMS clinical study of I&0ients with RRMS evaluated those patients witlanualized relapse rate of greater than or équate at study
entry (ARR=1). More than 83% of the Tovaxin-treated group G@mained relapse free at one year and the dredaklapse rate after treatment decreased to 8.20%
reduction compared to placebo. The results ofdkpanded analysis confirm those found in the presty-reported per-protocol analysis of patientthen TERMS study with
ARR>1. This post-hoc analysis which represents 8b%e total patient population in the TERMS stweys conducted to evaluate Tovaxin treatment ambrtty patients with
the same baseline disease activity that is beiggtad for inclusion in the forthcoming Phase Hildy. Along with a marked reduction in relapse$67& the Tovaxin-treated
patients with ARR1 showed stabilization or improvement in MS disi#giincluding 16.5% with a sustained improvementtie Expanded Disability Status Scale (EDSS) of at
least one full point. On MR, the Tovaxin-treatadgp also demonstrated a reduction in brain atrapid/fewer inflammatory brain lesions that progees® “black holes,” as
compared to the placebo-treated group. TreatmehtTadvaxin was well tolerated, with no serious adeeevents reported in any Tovaxin-treated patient.

Tovaxin is a personalized T-cell vaccine based patents individual immunologic profile. Detailed immunaglp data analysis from the TERMS trial indicate thavaxin
can successfully induce changes in T-cell reagtiaitall three targeted myelin antigens implicatethe autoimmune attacks causing neurologic darmaytS. These changes
appear epitope-specific, are sustained for 6 mamtinsore, and match each patient's Tovaxin formaiafTovaxin is not broadly immunosuppressive,rapartant feature of its
favorable safety profile.

Other Opportunities

Our proprietary T-cell technology has enabled udeeelop intellectual property and a comprehensamaple database that may enable discovery of miwelarkers and
other relevant peptides to be used to treat M®psti

Stem Cell Therapy

Effective August 6, 2009, the Company entered am@xclusive agreement with Novartis for the furtthevelopment of Opexa’s novel stem cell technolddys
technology, which has generated preliminary dataviihg the potential to generate monocyte derivéd ells from peripheral blood mononuclear cedlas in early preclinical
development at Opexa. Under the terms of the aggreovartis acquired the stem cell technologynftbe Company and Novartis will have full respoiigibfor funding and
carrying out all research, development and comrabzation activities. To date the Company has rexi$3.5 million from Novartis of which $3 milliomas attributable to an
upfront cash payment and $0.5 million resulted ftbecompletion of the first of two technology tséer milestones. The Company will receive an aold#l $0.5 million
technology transfer fee upon the completion ofsheond technology transfer milestone which is gted to occur within the next six months . Ther@any is also eligible to
receive certain clinical and commercial milestoagments as well as royalty payments from the sy products resulting from the use of the tedbgy and the Company
retains an option on certain manufacturing rights.
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Critical Accounting Policies
General

Our discussion and analysis of our financial cdadifind results of operations is based on our difaed financial statements, which have been peghm accordance
with accounting principles generally accepted mthS. The preparation of these consolidated filgdstatements requires us to make estimates algjents that affect the
reported amounts of assets, liabilities and expen&e base our estimates on historical experiendea various other assumptions that we believ®eteeasonable under the
circumstances, the results of which form the bfasisnaking judgments about the carrying valuesssiets and liabilities that are not readily appafiemh other sources. Actual
results may differ from these estimates under difieassumptions or conditions. The Company'’s figant 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

FASB ASC 815, “Accounting for Derivatives and HeulgiActivities” (“FASB ASC 815") specifies that ammact that would otherwise meet the definitioraaferivative,
but is both (a) indexed to its own stock and (bkslfied in stockholders’ equity in the stateméiftrmncial position would not be considered a dative financial instrument.
FASB ASC 815 provides a new two-step model to h#@ieg in determining whether a financial instrumentain embedded feature is indexed to an issuesssbock, including
evaluating the instrument’s contingent exercise sgtlement provisions, and thus able to qualifytfie FASB ASC 815-10 scope exception. It alsoifiéarthe impact of
foreign-currency-denominated strike prices and miabased employee stock option valuation instrumentthe evaluation. FASB ASC 815 will be effectisethe first annual
reporting period beginning after December 15, 2@l early adoption is prohibited. Initially, Opexaaluated all of its financial instruments andedetined that the Series F
warrants associated with the August 2008 finanguaglified for treatment under FASB ASC 815 andiatd its financial statements to reflect the aidopbf the FASB ASC
815 as of January 1, 2009. The fair value of thresmeants were reclassified as of January 1, 20@8daramount of $220,835 from additional paid initz o derivative liability
and the cumulative effect of the change in accagnpirinciple in the amount of $1,755,622 was reigghas an adjustment to the opening balance aifed earnings. The
impact of FASB ASC 815 for the year to date peeoding June 1, 2009 resulted in an increase id¢higative liability of $366,774 with a correspondiloss on derivative
instruments. On June 1, 2009, it was determinettiieafloor for resetting the exercise price wag arel that any further adjustments to the exemige of the Series F warrar
would require a vote by the shareholders of thepaomg. Therefore, the Series F warrants were censitindexed to the company’s stock and qualifiedte scope exception
under FASB ASC 815-10 allowing for a transfer frbability classification to equity classificationConsequently, the remaining derivative liabilify$587,609 at June 1, 2009
was reclassified to additional paid in capital.

Measuring Fair Value

As defined in FASB ASC 820, fair value is the pribat would be received to sell an asset or patcatwsfer a liability in an orderly transactionween market participants
at the measurement date (exit price). The Compéilizas market data or assumptions that markeigpants would use in pricing the asset or liapjlincluding assumptions
about risk and the risks inherent in the inputth®valuation technique. These inputs can be neatiservable, market corroborated, or generallypbseosable. The Company
classifies fair value balances based on the obb#ityaof those inputs. FASB ASC 820 establishdaiavalue hierarchy that prioritizes the input@dg4o measure fair value. The
hierarchy gives the highest priority to unadjusgedted prices in active markets for identical assetiabilities (level 1 measurement) and the Istygiority to unobservable
inputs (level 3 measurement).

The three levels of the fair value hierarchy dedibhy FASB ASC 820 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 ésguit

Level 2 — Pricing inputs are other than quotedqwim active markets included in level 1, which eiteer 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 undeglymstruments, as well as
other relevant economic measures. Substantiallyfaliese assumptions are observable in the maaletphroughout 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, interestaatps, options and collars.
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Level 3 — Pricing inputs include significant inptitsit are generally less observable from objectugces. These inputs may be used with internaleldped
methodologies that result in management’s besnhes#i of fair value.

As required by FASB ASC 820, financial assets dadilities are classified in their entirety basedtbe lowest level of input that is significanttte fair value
measurement. The Compasyssessment of the significance of a particufautito the fair value measurement requires judgn@erd may affect the valuation of fair value as
and liabilities and their placement within the faalue hierarchy levels.

There are no financial instruments existing at Sepier 30, 2009 that are subject to fair value measurement
Results of Operations and Financial Condition

Three Months Ended September 30, 2009 Compared with the Three Months Ended September 30, 2008

Net Sales. We recorded no sales for the three months endei®@bpr 30, 2009 and 2008.

Research and Development ExpenseResearch and development expense was approxingt&ymillion for the three months ended SeptemiBé; 2009, compared to
approximately $2.4 million for the threenonths ended Septembe30, 2008. The decrease in expenses was primardytalthe completion of the Phase IIb clinical tital
August 2008, closing the extension trial, a redirctn staff, and a decrease in stock compensatiparese. We have made and expect to continue to madgtantial investments
in research and development in order to develomaendket our technology. We expense research anel@@went costs as incurred..

General and Administrative ExpensesGeneral and administrative expense was approxign&&g6,000 for the three months ended Septent®r2009, as compared to
approximately $661,000, for the three months erfaigatember 30, 2008. Expenses increased due to a seniorgearent bonus accrual and increased legal fees wiréoh
largely offset by a decrease in stock compensakpense, overhead expenses, board compensatican@esreduction in staff.

Gain on sale of technology. Gain on sale of assets for the three months endpte@ber 30, 2009 was $3 million compared to $0ttfe three months ended September
30, 2008. The gain is attributable to the salthefCompany’s stem cell technology program to Ntiwdor an upfront payment of $3 million. As thewas no cost basis
associated with the stem cell assets on the Con'péingncial statements, the entire upfront paynveas recognized as a gain on sale.

Other income and expense, net.Other income for the three months ended Septenthe20®9 was $0.5 million compared to $-0- for theeeé months ended September
30, 2008. The increase in other income is attaibigt to the completion of the initial $0.5 millieechnology transfer fee milestone pursuant to ¢hes of the stem cell
technology acquisition agreement with Novartis whizas recorded as an accounts receivable at Septe&38h2009 and received subsequent to quarter end.

Interest Expense. Interest expense was $69,901 for the three marttied SeptembeB0, 2009, compared to $4,553 for the three monide@ September30, 2008.
The increase in interest expense was primarilyedlto the amortized interest on the convertiblesand the amortization of the financing fees dlerife of the note with the
balance related to interest on the equipment bae payable. Interest expense for the three rsaritled SeptembeB0, 2008 related solely to the loan payable on the
equipment line.

Interest Income. Interest income was $131 for the three montheer®@eptember30, 2009 compared to $23,681 for the three monitde@ September30, 2008. The
decrease was due to the reduction in available lealsinces and a reduction in interest rates.
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Net income (loss)We had net income for the three months ended Sémter0, 2009, of approximately $2.2 million, or $0.1& ghare basic and $0.14 per share diluted,
compared with a net loss of approximately $3.1iotillor $0.28 per share (basic and diluted), forttiiee months ended Septemb&, 2008. The income in 2009 is attributable
to the sale of the Company’s stem cell technolaggmm to Novartis for an upfront payment of $3limil and a reduction of costs associated with thase I1b clinical trial of
Tovaxin that was completed in 2008, a reductiostaif and a decrease in stock compensation expense.

Nine Months Ended September 30, 2009 Compared with the Nine Months Ended September 30, 2008
Net Sales. We recorded no sales for the nine months ended®déetr 30, 2009 and 2008.

Research and Development ExpenseResearch and development expense was approxingdtélymillion for the nine months ended Septem!8£, 2009 compared to
approximately $7.1 million for the nine months eti@eptember30, 2008. The decrease in expenses was primamdytalthe completion of the Phase IIb clinical tmaAugust
2008, closing the extension trial, a reductiontaffsand a decrease in stock compensation exp#vsdave made and expect to continue to make sutastmvestments in
research and development in order to develop amldanhaur technology. We expense research and dewelot costs as incurred..

General and Administrative ExpensesGeneral and administrative expense was approxisn&eb million for the nine months ended Septem!3€, 2009, as compared
to approximately $2.7 million, for the nine mon#rsded SeptembeB0, 2008. The decrease in expenses is due taatied in staff and a decrease in stock compensatio
expense, overhead expenses, professional sereisafel board compensation fees.

Gain on sale of technology. Gain on sale of assets for the nine months endpte®éer 30, 2009 was $3 million compared to $-0itie nine months ended September
30, 2008. The gain is attributable to the salthefCompany’s stem cell technology program to Ntiwdor an upfront payment of $3 million. As thewas no cost basis
associated with the stem cell assets on the Con'péingncial statements, the entire upfront paynvess recognized as a gain on sale.

Other income and expense, net.Other income for the nine months ended Septemhe2® was $0.5 million compared to $-0- for theenmonths ended September 30,
2008. The increase in other income is attributabllne completion of the initial $0.5 million tewtiogy transfer fee milestone pursuant to the tesfriee stem cell technology
acquisition agreement with Novartis and recordedraaccounts receivable at September 30, 2009mé&ryof $0.5 million was received subsequent tatgu@nd.

Interest Expense. Interest expense was $122,529 for the nine manited SeptembeB0, 2009, compared to $15,573 for the nine montidee September30, 2008.
The increase in interest expense was primarilytedio the amortized interest on the convertiblesand the amortization of the financing fees tedife of the notes with the
balance related to interest on the equipment tae payable. The interest expense for the ningimended Septembe30, 2008 related solely to the loan payable on the
equipment line.

Gain (loss) on derivative instruments liabilitiesnet. We recognized a loss on derivative instruments3é6$774 for the nine months ended SeptemB8r 2009. This
loss is a result of the net unrealized (non-cakbjge in the fair value of our derivative instrumiebilities related to warrants associated with August 2008 financing which
had been accounted for under FASB ASC 815 and wddcbunting treatment was discontinued on Jun€d9.2

Interest Income. Interest income was $1,625, for the nine montited September30, 2009 compared to $92,885 for the nine montde@iseptember30, 2008. The
decrease was due to the reduction in available loalsimces and a reduction in interest rates.

Net loss.We had a net loss for the nine months ended Septerib, 2009, of approximately $0.3 million, or $0.0& ghare (basic and diluted), compared with aosst o
approximately $9.9 million or $0.99 per share (basid diluted), for the nine months ended Septem®@r2008. The decrease in net loss is primarilytdube $3 million gain
on sale of technology, a reduction of costs assegtiaith the Phase IIb clinical trial of Tovaxirathwas completed in 2008, a reduction in staff aniécrease in stock
compensation expense.
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Liquidity and Capital Resources

Historically, we have financed our operations priflgdrom the sale of debt and equity securities.& September30, 2009 we had cash and cash equivalents of
approximately $4 million. The Company’s currentibtate is approximately $250,000 per month. EfecAugust 6, 2009, the Company completed an asdetof the
Company'’s stem cell technology and has receivethte proceeds of $3.5 million The Company beligheasit has sufficient liquidity to support its opéons, at current levels,
through December 2010. The Company does not niaiatgy external lines of credit, or have commitnsefor equity funds, and should it need any add#ia@apital in the
future, management will be reliant upon “best @ffodebt or equity financings.

Off-Balance Sheet Arrangements
None.
Recent Accounting Pronouncements

For the period ended September 30, 2009, there meeagher changes to our critical accounting pefias identified in our annual report on Form 1fdkthe year ended
December 31, 2008.

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

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

We maintain disclosure controls and proceduresatetiesigned to ensure that information requibdaketdisclosed by us in the reports that we filsumit to the
Securities and Exchange Commission under the SesuExchange Act of 1934, as amended, is recoptedessed, summarized, and reported within the ieriods specified
by the Securities and Exchange Commission’s ruiesfarms, and that information is accumulated ammmunicated to our management, including our ppaloéxecutive and
principal financial officer (whom we refer to inishperiodic report as our Certifying Officer), ggaopriate to allow timely decisions regarding riegd disclosure. Our
management evaluated, with the participation of@etifying Officer, the effectiveness of our disslire controls and procedures as of Septembel080, pursuant to Rule 13a-
15(b) under the Securities Exchange Act. Based tipainevaluation, our Certifying Officer concludist, as of September 30, 2009, our disclosureralsrand procedures we
effective.

Changes in Internal Control Over Financial Reporting.

There were no changes in our internal control dvancial reporting that occurred during our mastently completed fiscal quarter that have matgréadfected, or are
reasonably likely to materially affect, our interantrol over financial reporting. We will contie to evaluate the effectiveness of internal cdsitrad procedures on an on-
going basis.
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PART Il
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 additiomalking 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 beyt

. 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.

Iltem 2. Unregistered Sales of Equity Securities and Use Bfoceeds.
None.

Item 3. Defaults Upon Senior Securities.
None.

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

Item 5. Other Information.

None.
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Item 6. Exhibits.

Exhibit 31.1* Certification of Chief Executive Officer and Chigfhancial Officer pursuant to Section 302 of theb&ae-Oxley Act of 2002

Exhibit 32.1* Certification of Chief Executive Officer and Chigfhancial Officer pursuant to Section 906 of theb&ae-Oxley Act of 2002

* Filed herewith

SIGNATURES

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

OPEXA THERAPEUTICS, INC.

Date: November 3, 2009 By: /s/ Neil K. Warma

Neil K. Warma

President and Chief Executive Offic
(Principal Executive Officer)

Acting Chief Financial Office

(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.

2.

a.

a.

| have reviewed this Quarterly Report on Forr-Q of Opexa Therapeutics, Ini

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

Based on my knowledge, the financial statememig other financial information included in théport, fairly present in all material respects fihancial condition,
results of operations and cash flows of the regiigtas of, and for, the periods presented in #psnt;

The registrant’s other certifying officer(s)danare responsible for establishing and maintgimisclosure controls and procedures (as definék@hange Act Rules
13&-15(e) and 15-15(e)) and internal control over financial repogtifas defined in Exchange Act Rules -15(f) and 15-15(f)) for the registrant and hav

Designed such disclosure controls and proesdor caused such disclosure controls and puoesdo be designed under our supervision, to erthat material
information relating to the registrant, including consolidated subsidiaries, is made known toyusthers within those entities, particularly durithg period in which
this report is being prepare

Designed such internal control over finah@orting, or caused such internal control ovwearicial reporting to be designed under our sug@mi to provide
reasonable assurance regarding the reliabilitynainicial reporting and the preparation of finanstatements for external purposes in accordandegeiterally
accepted accounting principle

Evaluated the effectiveness of the regissatisclosure controls and procedures and predentthis report our conclusions about the effestiess of the disclosure
controls and procedures, as of the end of the peowered by this report based on such evaluasiod

Disclosed in this report any change in ggistrant’s internal control over financial repogithat occurred during the registrant’s fourtledisquarter that has
materially affected, or is reasonably likely to evally affect, the registra’s internal control over financial reporting; &

The registrant’s other certifying officer(s)dahhave disclosed, based on our most recent el@tuaf internal control over financial reportintg, the registrant’s auditors
and the audit committee of the regist’s board of directors (or persons performing thewedent functions)

All significant deficiencies and materialake@esses in the design or operation of internatrobaver financial reporting which are reasonadlitgly to adversely affect
the registrar’'s ability to record, process, summarize and refpmahcial information; ani

Any fraud, whether or not material, that involveamagement or other employees who have a significéain the registra’s internal control over financial reportir

Date: November 3, 2009 By: /s/ Neil K. Warma

Neil K. Warma

President and Chief Executive Offic
(Principal Executive Officer)

Acting Chief Financial Office

(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 Opexaipeutics, Inc. (the “Company”) on Form 10-Q fog period ending September 30, 2009, (the “Repas’filed
with the Securities and Exchange Commission ordétie hereof, |, Neil K. Warma, President and Chieécutive Officer of the Company, certify, pursuami8 U.S.C. §1350,
as adopted pursuant to 8906 of the Sarbanes-OxiegfA2002, 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 ctadiand results of operations of the Compz

Date: November 3, 2009 By: /s/ Neil K. Warma

Neil K. Warma

President and Chief Executive Offic
(Principal Executive Officer)

Acting Chief Financial Office

(Principal Financial and Accounting Officer)




