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PART | - FINANCIAL INFORMATION
Item 1. Financial Statements.
OPEXA THERAPEUTICS, INC.

(a development stage company)
BALANCE SHEETS

(unaudited)
September 3C December 31
2010 2009
Assets
Current asset:
Cash and cash equivalel $ 4,733,44' $ 8,181,58
Accounts receivabl 19,267 -
Other current assets 26,42« 187,30¢
Total current asse 4,779,13 8,368,88!
Property & equipment, net of accumulated depremrie
of $1,165,263 and $1,029,241, respectively 813,88t 949,91(
Total assets $ 5,593,02.$ 9,318,79
Liabilities and Stockholders' Equity
Current liabilities:
Accounts payabl $ 470,32: $ 593,01:
Accounts payabl- related partie 15,00( 32,59
Accrued expense 245,09( 141,06!
Current maturity of loan payable 52,921 67,30
Total current liabilities 783,33 833,97-
Long term liabilities:
Convertible promissory notes, net of discount o

and $314,749 respective - 987,251
Loan payable, net of current porti - 35,62¢
Accrued interest - 86,80(

Total liabilities 783,33 1,943,65!

Commitments and contingenci - -
Stockholders' equity
Preferred stock, no par value, 10,000,000 shartb®razed,

none issued and outstandi - -
Common stock, $0.01 par value, 100,000,000 shath®@zed,

18,466,924 and 12,245,858 shares issued and oditsie 184,67( 154,76.
Additional paid in capita 98,402,58 96,463,65
Deficit accumulated during the development stage (93,777,56) (89,243,27)

Total stockholders' equity 4,809,69: 7,375,14:

Total liabilities and stockholders' equity $ 5,593,02-$% 9,318,79

See accompanying notes to financial statements
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Research and developmt

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
Gain on sale of technolog
Interest expense

Net loss

Basic loss per sha
Diluted loss per shali

Weighted average shares outstanc- Basic
Weighted average shares outstanc- Diluted

OPEXA THERAPEUTICS, INC.
(a development stage company)
STATEMENTS OF EXPENSES
Nine months ended September 30, 2010 and 2009 ahé t
Period from January 22, 2003 (Inception) to Septendr 30, 2010

(unaudited)

Three Months Three Months Nine Months Nine Months Inception
Ended Ended Ended Ended through
September 3C September 3C September 3C September 3C September 3C
2010 2009 2010 2009 2010
$ 625,28 490,27 $ 2,193,91 1,653,75 $ 66,448,02

626,69’ 665,64! 1,706,541 1,473,63! 24,693,30
37,64 52,05t 136,02: 163,13¢ 1,103,40:i

- 1,771 - 1,771 500,10:

(1,289,62)) (1,209,74) (4,036,48) (3,292,300 (92,744,84)
81t 131 1,39¢ 1,62¢ 1,357,22

- 500,00( - 500,00( 661,14t

- - - - 1,612,441

- - - (366,774 1,388,84!

- 3,000,001 - 3,000,001 3,000,001

(2,009 (69,909 (499,200 (122,529 (9,052,37)

$ (1,290,81)$ 2,220,48' $ (4,534,29) $ (279,98) $ (93,777,56)
$ 0.0m) $ 0.1¢ $ 0.27) $ (0.02) N/A
$ 0.0 % 014 $ 0.29) % (0.02) N/A
18,421,60 12,354,94 16,601,50 12,282,61 N/A
18,421,60 16,723,00 16,601,50 12,282,61 N/A

See accompanying notes to financial statements
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OPEXA THERAPEUTICS, INC.
(a development stage company)
STATEMENTS OF CASH FLOWS
Nine months ended September 30, 2010 and 2009 ahé t

Period from January 22, 2003 (Inception) to Septendr 30, 2010

(unaudited)

Cash flows from operating activitir
Net loss

Adjustments to reconcile net loss to net cash plexiby

(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 1

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 asst

Changes in
Accounts receivabl
Prepaid and other expens
Accounts payabl
Accounts payabl- related party
Accrued expenses

Net cash provided by (used in) operating activi

Cash flows from investing activitie
Purchase of property & equipment
Cash used in investing activities

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

Nine Months Ended
September 30,

Inception
through

September 3C

2010 2009 2010
$(4,534,29) $ (279,98) $ (93,777,56)
- - 112,44(
- - 26,286,58
64,35( - 1,974,71!
- - 109,07(
314,74¢  77,39: 6,752,69
- - (1,612,44)
136,02:  163,13¢ 1,103,40:
108,11  31,89: 524,37
414,75, 607,56(  14,991,49
- 366,77¢  (1,388,84)
- 1,771 500,10:
(19,267 (500,000 (19,26
52,761  65,40: (443,09)
(122,689 (45,309 52,86
(17,59) - (17,59
95,31¢  214,33! 196,52
(3,507,76) _ 702,97¢ _ (44,654,52)
- - (1,339,51)
- - (1,339,51)
- - 40,454,33
- - (325)
109,64: 871,31 1,248,58;
- 1,180,98 9,283,18.
(50,01) (46,249 (258,302)
59,63 2,006,05 _ 50,727,47
(3,448,13) 2,709,03 4,733,44!
8,181,58, 1,243,18 -
$4,733,44' $3,952,22. $  4,733,44!




Cash paid for

Income tax $ - % -$ =
Interest 85,04: 13,24¢ 148,401
NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho - - 147,73:
Issuance of common stock for accrued inte 78,09: - 603,60:
Issuance of warrants to placement a¢ - 37,45 37,45
Conversion of notes payable to common si 1,302,00! - 7,709,98
Conversion of accrued liabilities to common st - - 197,17¢
Conversion of accounts payable to note pay - - 93,36«
Discount on convertible notes relating
Warrants - 349,94 3,659,73
Beneficial conversion featu - 89,54¢ 1,805,51!
Stock attached to not - - 1,287,44
Fair value of derivative instrume - (1,976,45) 4,680,22
Derivative reclassified to equi - 587,61: 587,60¢

See accompanying notes to financial statements
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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 with accounting principles generatlgepted in the United States of America and ttesrof the Securities and Exchange
Commission and should be read in conjunction withdudited financial statements and notes themttamed in Opexa’s latest Annual
Report filed with the SEC on Form 2Q-In the opinion of management, all adjustmentsisisting of normal recurring adjustments, necex
for a fair presentation of financial position ahe results of operations for the interim periodsspnted have been reflected herein. The re
of operations for interim periods are not necefsardicative of the results to be expected forfiiéyear. Notes to the financial statements
that would substantially duplicate the disclosuratained in the audited financial statements ferrtiost recent fiscal year as reported in F
10-K, have been omitted.

Note 2. Cash and cash equivalents
Opexa considers all highly liquid investments vathoriginal maturity of three months or less, wharchased, to be cash equivalents.

At September 30, 2010, Opexa invested approxim&l§ million in a money market account with anrage market yield of 0.03%.
Interest income of $1,395 was recognized for tine mnonths ended September 30, 2010 in the staterokexpenses. As of September 30,
2010, the Company held no auction rate securities.

Note 3. Commitments and Contingencies
Office Lease

In October 2005, Opexa entered into a ten-yeael&asts office and research facilities. The fagilncluding the property is leased for a
term of ten years with two options for an additicinge years each at the then prevailing market.retture minimum lease payments under
the non-cancellable operating lease are $36,8830f00, $147,540 for 2011, $150,129 for 2012 armtal bf $434,221 for years 2013 to
2015.

Stem Cell Technology Agreement

In August 2009, Opexa entered into an exclusive@gent with Novartis for the further developmenit®hovel stem cell technology.
This technology, which has generated preliminata daowing the potential to generate monocyte ddrislet cells from peripheral blood
mononuclear cells, was in early preclinical deveiept at Opexa. Pursuant to this agreement, Noaatjgired Opexa’s stem cell technology
and Novartis will have full responsibility for fuimdy and carrying out all research, development@rdmercial activities. Novartis has to
date paid Opexa $3,500,000 ($3,000,000 as an upgfeyment and $500,000 upon the completion of itlsedf two technology transfer
milestones). Opexa remains eligible to receivedditnal $500,000 technology transfer fee upondatmpletion of a second technology
transfer milestone. As part of ongoing technologysfer activities, Opexa provided additional sappo Novartis during Q3 2010. Opexa is
also eligible to receive certain clinical and comaie milestone payments as well as royalty paysé&m the sale of any products resulting
from the use of the technology and Opexa retaingpdion on certain manufacturing rights. Notwitireding the forgoing, there can be no
assurance that Opexa will receive any future paysnerrespect of the stem cell technology.

Note 4. Loan Payable

Loan payable consists of an equipment line of $BDwith Wells Fargo Bank of which $52,921 was tariding as of September 30,
2010. This loan has an interest rate of 7.61% peum, matures in May 2011 and is secured by fumiguind equipment purchased with the
loan proceeds. Payments are due and payable mamitill maturity.
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Note 5. Stock-Based Compensation
Restricted Shares

Pursuant to an agreement with a consultant foregeddnal services, Opexa issued 55,000 restribes of common stock on
August 18, 2010. These shares vested immediatelyrave a fair value of $64,350 based on the girége at issuance date which was
recognized as share-based compensation expertse fioine months ended September 30, 2010.

Stock Options

The June 2004 Compensatory Stock Option &ldhorizes the issuance of various forms of stimded awards, including incentive and
non-statutory stock options, stock purchase righitssk appreciation rights, and restricted and stnided stock awards. A total of 2,300,000
shares of common stock are authorized to be isswenivards made under the Plan through June 201dddition, shares subject to options
granted under the plan that terminate or expirbauit being exercised will become available for grarder the plan. For the nine months
ended September 30, 2010, a total of 141,146 shamesissued in connection with the exercise oot As of September 30, 2010, opti
to purchase an aggregate of 1,744,198 shares sgred and outstanding.

Opexa accounts for share-based compensationdingleptions, according to the provisions of FASB@\718, "Share Based Payment.”
During the nine months ended September 30, 2018x®mecognized share-based compensation expefgd 4753 related to stock
options. Unamortized stock compensation expensé 8sptember 30, 2010 amounted to $508,223.

Stock Option Activity

A summary of stock option activity for thsne month period ended September 30, 204 @presented below:

Witd. Avg.
Remaining
Number of Wtd. Avg. Contract Term Intrinsic
Shares Exercise Price (# years) Value
Outstanding at January 1, 20 1,923,371 $ 3.7C
Granted 152,55¢ 2.0¢
Exercisec (141,146 0.77
Forfeited and expired (190,58 13.4:
Outstanding at September 30, 2( 1,744,19! $ 2.4¢ 7.4 $635,73t
Exercisable at September 30, 2( 1,456,09: $ 2.6C 7.1 $607,25

The plan permits the granting of stock optionsrplyees, officers, consultants and directors oéXap Option awards are generally
granted with an exercise price equal to the mgskee of Opexa’s stock at the date of issuanceckSoption awards issued by Opexa have a
ten year life and have various vesting dates trage from partial vesting upon date of grant tbvfakting on a specified date. Opexa
estimates the fair value of stock options usingBleek-Scholes option-pricing model and recordsatwpensation expense ratably over the
service period.

Employee Options :

During the nine months ended September 30, 20Xnspto purchase an aggregate of 131,556 shanmesgr@nted to directors and
employees at an exercise price range of $1.53.26$2These options have terms of 10 years and &&esting schedule of one to three
years. Fair value of $270,982 was recorded usiadtacl-Scholes option-pricing model. Variables usechim Black-Scholes option-pricing
model for the options issued during the nine mgrathod ended September 30, 2010 include (1) digamties ranging from 1.93% to 2.78%,
(2) expected term ranging from 5.2 to 6 yearse@ected volatility ranging from 205.97% to 212.1af@d (4) zero expected dividends.
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Non-Employee Options :

During the nine months ended September 30, 20kmnspto purchase 21,000 shares were granted sultants at an exercise price
ranging from $1.53 to $2.25. These options hategra ranging from two to ten years and vest imntetlia Fair value of $41,541 was
recorded using the Black-Scholes option-pricing etodariables used in the Black-Scholes optiwiting model for options issued during
nine month period ended September 30, 2010 ingli)déiscount rate ranging from 0.97% to 1.57%.g@)ected term of two to five years,
(3) expected volatility ranging from 205.97% to 2% and (4) zero expected dividends.

Warrant Activity

A summary of warrant activity for the nine monthipd ended September 30, 2016 presented below:

Wtd. Avg.
Remaining
Number of  Wtd. Avg.  Contract Term Intrinsic
Warrants E xercise Price (# years) Value
Outstanding at January 1, 20 12,676,76 $ 6.9¢
Granted 7,861 2.0C
Exercisec (68,417 2.1C
Expired (1,156,63) 29.4(
Outstanding at September 30, 2( 11,459,58 $ 2.7¢ 2.1 $1,429,49;
Exercisable at September 30, 2( 11,459,58 $ 2.7¢ 2.1 $1,429,49;

Note 6. Convertible Promissory Notes

Upon notice of Opexa’s intent to prepay the $1.2%an aggregate principal balance of the 10% Catilike Promissory Notes in full on
June 23, 2010, the noteholders elected to convemutstanding principal balance of the Notes gfiares of Opexa common stock at the
conversion price of $0.50 pursuant to the termth@MNotes. The Notes were originally issued Ap4il 2009 and May 14, 2009 and were
scheduled to mature on April 24, 2011 and May D4,12 The conversion of all Notes was effected 28)e2010, with the exception of one
Note that was converted in May 2010 by the holterdof into 100,000 shares of Opexa common stockujpnt to the terms there

In settlement of accrued and unpaid interest omibites in the approximate amount of $156,000, titeholders accepted Opexa’s offer
to pay 50% of the accrued interest to June 23, 20t8sh and 50% of the accrued interest to Jup2@) in shares of common stock
calculated at the same $0.50 conversion pricea gandition to accepting Opexsabdffer, each noteholder agreed to immediately iteate anc
release the security interest associated with titesNas well as Opexa’s obligations under the Baithase Agreement, Registration Rights
Agreement and Security Agreement that were exedntednnection with the original issuance of thedéo

The conversion of the Notes and payment of accintedest resulted in the issuance of an aggredaét¢/60,181 shares of common st
and an aggregate cash payment in the amount of 3.8 As debt was extinguished in exchange fortgquirsuant to a preexisting
contractual obligation recognized in the finansi@tements, management has concluded that no glissoshould be recognized upon the
conversion. As of the date of the conversionuh@mortized discount related to the beneficial ession feature and the warrants issued
the notes amounting to $211,590 as well as the artared deferred financing costs of $70,191 werarghd to interest expense in the quarter
ended June 30, 2010.

Note 7. Subsequent Events

On September 2, 2010, Opexa’s Board approved tlex@p010 Stock Incentive Plan subject to sharehalgeroval, and the Plan was
subsequently approved by shareholders at the anmgting on October 19, 2010. The 2010 Plan isticeessor to and continuation of the
2004 Compensatory Stock Option Plan. The totalbemof shares of common stock reserved for issuander the 2010 Plan consists of
2,500,000 shares plus the number of shares subjstdck options outstanding under the 2004 Plahate forfeited or terminate prior to
exercise and would otherwise be returned to theesteserved under the 2004 Plan and any resenaedsshot issued or subject to outstan
grants, up to a maximum of 2,066,800 additionateha
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Item 2. Management'’s Discussion and Analysis of Rancial Condition and Results of Operations.

The following discussion and analysis of our financial condition is as of September 30, 2010. Our results of operations and cash flows
should be read in conjunction with our unaudited financial statements and notes thereto included elsewhere in this report and the audited
financial statements and the notes thereto included in our Form 10-K for the year ended December 31, 2009.

Forward-Looking Statements

This Quarterly Report on Form 10-Q contains “ford#ooking statements” which are made pursuantecstife harbor provisions of
Section 27A of the Securities Act of 1933, as aneendnd Section 21E of the Securities ExchangefAt®34, as amended. Many
statements, other than statements of historicés fawluded or incorporated into this report amenard-looking statements. In particular,
these statements may be found under the “Managé&nigistussion and Analysis of Financial ConditiomaResults of Operations” an&isk
Factors” sections, among other places. The waegpécts,” “believes,” “anticipates,” “estimatesihay,” “could,” “intends,” and similar
expressions are intended to identify forward-logkstatements. The forward-looking statementsismregport do not constitute guarantees of
future performance. Investors are cautioned tlaeents in this report which are not strictijtdiigal statements, including, without
limitation, statements regarding current or futiimancial payments, returns, royalties, performaguce position, management's strategy,
and objectives for future operations, plans anéahbjes for product development, plans and objestfor present and future clinical trials
results of such trials, plans and objectives fgutatory approval, litigation, intellectual propgrproduct development, manufacturing plans
and performance, constitute forward-looking statetsie Such forward-looking statements are subgeattumber of risks and uncertainties
that could cause actual results to differ materifrthm those anticipated, including, without limita, risks associated with: market
conditions, our capital position, our ability toteninto and benefit from a partnering arrangenfienbur product candidate, Tovaxin, on
reasonably satisfactory terms (if at all), and dependence (if partnered) on the resources anitlebdf any partner for the further
development of Tovaxin, our ability to compete wahger, better financed pharmaceutical and bigteldgy companies, new approaches to
the treatment of our targeted diseases, our exjpatiaf incurring continued losses, our uncertaiotyleveloping a marketable product, our
ability to raise additional capital to continue drgatment development programs, the success dflioigal trials, our ability to develop and
commercialize products, our ability to obtain reqdiregulatory approvals, our compliance with alb& and Drug Administration
regulations, our ability to obtain, maintain andtect intellectual property rights (including foovaxin), the risk of litigation regarding our
intellectual property rights, the success of tipiadty development and commercialization effortdhweéspect to products covered by
intellectual property rights transferred by the Qxamy, our limited manufacturing capabilities, oepdndence on third-party manufacturers,
our ability to hire and retain skilled personnelr oolatile stock price, and other risks describetbw under “Risk Factorsind detailed in ot
filings with the Securities and Exchange Commissi@hese forward-looking statements speak onlyf diseodate made. We assume no
obligation or undertaking to update any forwardking statements to reflect any changes in expectativith regard thereto or any change in
events, conditions or circumstances on which aeh statement is based. You should, however, reaiitional disclosures we make in the
reports we file with the Securities and Exchangen@®dssion.

Business Overview

Unless otherwise indicated, we use “Opexa,” “thenfany,” “we,
Opexa Therapeutics, Inc.

our” and “us” in this quarterly repioto refer to the businesses of

We are a biopharmaceutical company developing patied cellular therapies with the potential tatrmajor illnesses, including
multiple sclerosis (MS). These therapies are bageolur proprietary T-cell technology. The infornoatidiscussed related to our product
candidates is preliminary and investigative. Owdoict candidates are not approved by the Food ang Rdministration (FDA).

Our lead product candidate, Tova®inis a personalized T-cell therapeutic vaccinenisesl from Baylor College of Medicine, which is in
clinical development for the treatment of MS.

T-Cell Therapy

MS is the result of a person’s own T-cells attagkime myelin sheath that coats the nerve celle@tentral nervous system (CNS).
Tovaxin consists of attenuated patient-specific Inyeactive T-cells (MRTCs) against peptides frone or more of the primary proteins on
the surface of the myelin sheath (myelin basicggnofMBP), proteolipid protein (PLP) and myelingiidendrocyte glycoprotein (MOG)).
Patient-specific MRTCs are expanded in culture wsjbcific peptides identified by our proprietargas of the patiens’ peripheral blood. Tt
cells are then attenuated, or weakened, by ganradiation, and returned to the patient as a suheotas injection.
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Although further testing is necessary, results fammhuman trials to date appear to indicate thete attenuated T-cells cause an immune
response directed at the autoreactive T-cellsarpttient’s body, resulting in a reduction in thedl of harmful T-cells. In 2008, we
completed an FDA cleared Phase llb clinical trfalovaxin which enrolled 150-patients. The trialsaentitled, A Multicenter, Randomized,
Double-Blind, Placebo-Controlled Study of SubcutareTovaxin in Subjects with Clinically IsolatedriByome or Relapsing Remitting
Multiple Sclerosis (Tovaxin for Early Relapsing-Riggimg MS, “TERMS”).

The TERMS study was a Phase IIb multi-center, ranided, double blind, placebo-controlled trial in0lBatients with Relapsing-
Remitting Multiple Sclerosis (RRMS) or high riskidtally Isolated Syndrome (CIS). The study invalv&1 randomization with 100 patiel
receiving Tovaxin and 50 receiving placebo. Accogdio the study protocol, patients received a twitéive subcutaneous injections at weeks
0, 4, 8, 12 and 24. Top-line data from the TERM& ts as follows:

* Annualized relapse rate (ARR) for Tovaxin-treatatignts was 0.214 as compared to 0.339 for platelabed patients, which
represented a 37% decrease in ARR for Tovaxin agpaced to placebo in the general population.

 For patients who had more active disease asatetl by a prospective subgroup of patients witlARR>1 in the year prior to the study,
Tovaxin demonstrated a 55% reduction in ARR as @mstbto placebo (p=0.071); and an 73% reductiogelapse rate was observed in
Tovaxin patients in this population compared tapl@o during the 24 week period following the adstiation of the full course of
treatment.

» Patients who had an ARR>1 at study entry desirated a statistically significant improvementlisability score as measured by the
Expanded Disability Status Scale (EDSS) (p =0.@dbpatients treated with Tovaxin as compared tséhreceiving placebo. The EDSS
score is a measure of disability ranging from 0ihGaddition, 28.1% of the Tovaxin patients showedmprovement in EDSS of at
least one point as compared to 5.6% in the plagetap.

 Patients who had an ARR>1 at study entry and weeddd with Tovaxin experienced an 88% reductidor&in atrophy and a 59%
reduction in absolute T-2 lesion volume as compéogalacebo.

» Tovaxin was safe and well tolerated with no seriatgerse events related to Tovaxin treatment. Tost common adverse event was
injection site irritation which was generally méahd transient.

Further analysis of the TERMS clinical study of J&#ients with RRMS evaluated those patients witlw@nualized relapse rate of
greater than or equal to one at study entry (ARB. 79% of the Tovaxin-treated group (n=85) remdirelapse free at one year and the
annualized relapse rate after treatment decreas@@®, a 42% reduction compared to placebo. Thdtseof this expanded analysis confirm
those found in the previously-reported per-prot@lysis of patients in the TERMS study with ARR¥his post-hoc analysis, which
represents 86% of the total patient populatiom&éTERMS study, was conducted to evaluate Tovagatinent among study patients with
the same baseline disease activity that is bemygtad for inclusion in future clinical studies.ofdg with a marked reduction in relapses, 89%
of the Tovaxin-treated patients with ARRL>showed stabilization or improvement in MS disjil

Treatment with Tovaxin was well tolerated, withtneatment-related serious adverse events repartaayi Tovaxin-treated patient.

Tovaxin is a personalized T-cell vaccine based patgent's individual immunologic profile. Detailéhmunology data analysis from the
TERMS trial indicate that Tovaxin can successfuliguce changes in T-cell reactivity to all thresgeted myelin antigens implicated in the
autoimmune attacks causing neurologic damage inTW8se changes appear epitgpecific, are sustained for six months or more, rmattt
each patient’s Tovaxin formulation. Tovaxin is hobadly immunosuppressive, an important featuriesdivorable safety profile.

Other Opportunities

Our proprietary T-cell technology has enabled udeeelop intellectual property and a comprehensarmaple database that may enable
discovery of novel biomarkers and other relevamptipes to be used to treat MS patients.

Stem Cell Therapy

In August 2009, we entered into an exclusive agegmwith Novartis for the further development of movel stem cell technology. This
technology, which has generated preliminary dataveing the potential to generate monocyte derived clls from peripheral blood
mononuclear cells, was in early preclinical devaiept at Opexa. Pursuant to this agreement, Nowaatjgired our stem cell technology and
Novartis will have full responsibility for fundingnd carrying out all research, development and cercial activities. Novartis has to d:
paid us $3,500,000 ($3,000,000 as an upfront payereh$500,000 upon the completion of the firstwad technology transfer milestones).
We remain eligible to receive an additional $500,88chnology transfer fee upon the completion sée@ond technology transfer milestone.
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As part of ongoing technology transfer activitie®, provided additional support to Novartis during 2010. We are also eligible to receive
certain clinical and commercial milestone paymeastsvell as royalty payments from the sale of amgpcts resulting from the use of the
technology and we retain an option on certain maetufing rights. Notwithstanding the forgoing,riaean be no assurance that we will
receive any future payments in respect of the stelitechnology.

Critical Accounting Policies

General. Our discussion and analysis of our financial caadiand results of operations is based on our @igdustatements, which have
been prepared in accordance with accounting plieigenerally accepted in the U.S. The preparatidhese financial statements requires us
to make estimates and judgments that affect therteg) amounts of assets, liabilities and expensesbase our estimates on historical
experience and on various other assumptions théelieve to be reasonable under the circumstativesesults of which form the basis for
making judgments about the carrying values of asmed liabilities that are not readily apparentrfrather sources. Actual results may differ
from these estimates under different assumptiom®woditions. We believe the following critical aceding policies affect our most signific:
judgments and estimates used in preparation dfimamcial statement:

Stock-Based CompensatioriWe adopted the provisions of FASB ASC 718 whiclalglithes accounting for equity instruments
exchanged for employee service. We utilize the Blacholes option pricing model to estimate the ¥alue of employee stock based
compensation at the date of grant, which requlresriput of highly subjective assumptions, inclgd@xpected volatility and expected life.
Changes in these inputs and assumptions can niigtaffect the measure of estimated fair value af share-based compensation. These
assumptions are subjective and generally requirgfgiant analysis and judgment to develop. Whemreging fair value, some of the
assumptions will be based on, or determined frottereal data and other assumptions may be deriroea dur historical experience with
stock-based payment arrangements. The appropréghiro place on historical experience is a mattgudgment, based on relevant facts
and circumstances.

We estimated volatility by considering historicedak volatility. We have opted to use the simptifimethod for estimating expected term
equal to the midpoint between the vesting periatithe contractual term.

Research and DevelopmeniThe costs of materials and equipment or facilitiesg are acquired or constructed for research and
development activities and that have alternativerfuuses are capitalized as tangible assets wdwgrirad or constructed. The cost of such
materials consumed in research and developmenitesiand the depreciation of such equipment oilifees used in those activities are
research and development costs. However, the gbstaterials, equipment, or facilities acquirectonstructed for research and development
activities that have no alternative future usescaresidered research and development costs arkpeased at the time the costs are incu

Results of Operations and Financial Condition
Comparison of the Three Months Ended September 30, 2010 with the Three Months Ended September 30, 2009
Net Sales. We recorded no commercial revenues for the thregtmscended September 30, 2010 and 2009.

Research and Development ExpenselResearch and development expenses were $625,28&fthiree months ended September 30,
2010, compared with $490,273 for the three montitee September 30, 2009. The increase in experasepnmarily related to an increase
in personnel, an increase in professional sendes &ind the initiation of key experiments, and paatially offset by a decrease in stock
compensation expense.

General and Administrative ExpensesGeneral and administrative expenses for the thim®hns ended September 30, 2010 were
$626,697, compared with $665,649 for the three hwahded September 30, 2009. The decrease in®xj®due to a decrease in bonus
compensation expense as well as a decrease irspia@ial service fees, partially offset by an inseeimm executive and stock compensation
costs.

Gain on sale of technology. Gain on sale of assets for the three months endpte@ber 30, 2010 was $-0- compared to $3,000@00 f
the three months ended September 30, 2009. Thegaignized for the three months ended Septenth@0B9 is attributable to the sale of
the Companys stem cell technology program to Novartis for pfrant payment of $3,000,000. As there was no basis associated with t
stem cell assets on the Company’s financial statésnéhe entire upfront payment was recognizedgaraon sale.

Other income and expense, net.Other income for the three months ended Septenthe2(®.0 was $-0- compared to $500,000 for the
three months ended September 30, 2009.
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The other income for the three months ended SepteBt) 2009 is attributable to the completion @ ihitial $500,000 technology transfer
fee milestone pursuant to the terms of the steime@inology acquisition agreement with Novartis.

Interest Expense. Interest expense was $2,004 for the three manttied September 30, 2010, compared to $69,90hddhtee
months ended September 30, 2009. The decreaseiashexpense was primarily related to the Jun@@B0 conversion of the 10%
Convertible Promissory Notes and the absence otadsd interest expense in the quarter ended Bépte30, 2010.

Interest Income. Interest income was $815 for the three monthge®kptember 30, 2010, compared to $131 for tlee tmonths
ended September 30, 2009.

Net loss.We had a net loss for the three months ended Septe®0, 2010 of $1,290,815, or $0.07 per sharedlzasl diluted), compar:
with a net gain of approximately $2,220,482, orl80per share-basic and $0.14 per share-dilutedhéothree months ended September 30,
2009. The increase in net loss is primarily duth&ogain on technology sale and initial technolbvgysfer fee milestone recorded in the prior
year quarter which were not present in the quaneed September 30, 20:

Comparison of the Nine Months Ended September 30, 2010 with the Nine Months Ended September 30, 2009
Net Sales. We recorded no commercial revenues for the ninetihsoended September 30, 2010 and 2009.

Research and Development Expensdlesearch and development expenses were $2,1930tt# fnine months ended September 30,
2010, compared with $1,653,755 for the nine moetided September 30, 2009. The increase in expemsegrimarily related to an increase
in personnel, an increase in professional sendes &ind the initiation of key experiments, and paatially offset by a decrease in stock
compensation expense.

General and Administrative ExpensesGeneral and administrative expenses for the ninetinscended September 30, 2010 were
$1,706,546, compared with $1,473,639 for the nioatims ended September 30, 2009. The increasganeg is due to an increase in
professional service fees as well as an increasgdoutive compensation costs, and was partialgebby a decrease in stock and bonus
compensation expense.

Gain on sale of technology. Gain on sale of assets for the nine months endpté@®er 30, 2010 was $-0- compared to $3,000,000 fo
the nine months ended September 30, 2009. Thegeadgnized for the nine months ended Septembe2@ is attributable to the sale of
the Companys stem cell technology program to Novartis for pfrant payment of $3,000,000. As there was no basis associated with t
stem cell assets on the Company’s financial statésnéhe entire upfront payment was recognizedgaraon sale.

Other income and expense, net.Other income for the nine months ended Septemhe2@M was $-0- compared to $500,000 for the
nine months ended September 30, 2009. The otbemia for the nine months ended September 30, 208@ributable to the completion of
the initial $500,000 technology transfer fee mib@st pursuant to the terms of the stem cell teclyyodequisition agreement with Novartis.

Interest Expense. Interest expense was $499,200 for the nine mamted September 30, 2010, compared to $122,528darine
months ended September 30, 2009. The increasteirest expense was primarily related to the amatitin of the remaining discount and
deferred financing fees in connection with the JaBe2010 conversion of the 10% Convertible Proarisdlotes.

Interest Income. Interest income was $1,395 for the nine montliedrSeptember 30, 2010, compared to $1,625 faritttemonths
ended September 30, 2009. The decrease was theerieduction in interest rates.

Net loss.We had a net loss for the nine months ended SepieBth 2010 of $4,534,292, or $0.27 per share ¢lzasd diluted), compared
with a net loss of $279,982 or $0.02 per sharei¢lzas diluted), for the nine months ended Septer@Be2009. The increase in net loss is
primarily due to the absence of the $3,000,000 gaitechnology sale and $500,000 technology trafséemilestone in the nine month
period ended September 30, 2010 as compared tortbenonths ended September 30, 2009 as well esaiges in research and development,
general and administrative, and interest expenses.
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Liquidity and Capital Resources

Historically, we have financed our operations pritggrom the sale of debt and equity securities. & September 30, 2010, we had cash
and cash equivalents of $4,733,445.

Our current burn rate is approximately $380,000rpenth. We believe that while we have sufficieqtldity to support our operations,
current levels, through 2011, we will need to raidditional capital in the future to fund our cunrbusiness plan and support our operations.
We do not maintain any external lines of credithave commitments for equity funds, and should eedrany additional capital in the future,
management will be reliant upon “best efforts” debequity financings. As our prospects for fundifiginy, develop, we will assess our
business plan and make adjustments accordingliioatth we have successfully funded our operatiomste by attracting additional
investors in our equity, there is no assurancedhatapital raising efforts will be able to attradditional necessary capital for our operations
in the future. If we are unable to obtain additiduading for operations in the future, we may hetable to continue operations as proposed,
requiring us to modify our business plan, curtatisus aspects of our operations or cease opesation

Off-Balance Sheet Arrangements
None.
Recent Accounting Pronouncements

For the period ended September 30, 2010, there meeaecounting standards or interpretations isshuatdare expected to have a material
impact on our financial position, operations oriclisws.

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

Item 4T. Controls and Procedures.

Evaluation of Disclosure Controls and Procedures

We maintain disclosure controls and proceduresatetiesigned to ensure that information requivdaetdisclosed by us in the reports
that we file or submit to the Securities and Ex@fa@ommission under the Securities Exchange At98#, as amended, is recorded,
processed, summarized, and reported within the pienids specified by the Securities and Excharmar@ission’s rules and forms, and that
information is accumulated and communicated torsanagement, including our principal executive andgipal financial officer (whom we
refer to in this periodic report as our Certifyi@dficer), as appropriate to allow timely decisiogrgarding required disclosure. Our
management evaluated, with the participation of@entifying Officer, the effectiveness of our disslire controls and procedures as of
September 30, 2010, pursuant to Rule 13a-15(b)rithdeSecurities Exchange Act. Based upon thauatiah, our Certifying Officer
concluded that, as of September 30, 2010, ouratiso controls and procedures were effective.

Changes in Internal Control Over Financial Reporting

There were no changes in our internal control dvancial reporting that occurred during our mestently completed fiscal quarter that
have materially affected, or are reasonably likelynaterially affect, our internal control overdimcial reporting.
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PART Il

OTHER INFORMATION
Item 1. Legal Proceedings.

We are not currently a party to any material lggakeedings.
Item 1A. Risk Factors.

Reference is made to “Management’s Discussion araly&is of Financial Condition and Results of Opiers — Forward-Looking
Statements” in Part |, Item 2 of this report. Thé&n 1A should be read in conjunction with Paitdm 1A. “Risk Factors” in our Annual
Report on Form 10-K for the fiscal year ended Ddoen31, 2009 filed with the Securities and Excha@genmission, which is incorporated
herein by reference. Although we believe thatekgectations reflected in any forward-looking stegats we make are reasonable, we
caution you that these expectations or predictinag not prove to be correct or we may not achibedihancial or operations results or other
benefits anticipated in the forward-looking stateise Forward-looking statements are subject taratrer of risks and uncertainties, which
could cause our actual results to vary materiatiynfthose suggested by the forward-looking statésnench as:

» Our business is at an early stage of developrivéatare largely dependent on the success of odmpeaduct candidate, Tovaxin, and we
cannot be certain that Tovaxin will receive regogtapproval or be successfully commercialized.

« We have a history of operating losses and d@&xpect to be profitable in the near future.
 Our ability to obtain necessary funding is unaiert

» Our independent auditor’s report in respect of 2008 fiscal year expressed substantial doubt adaauability to continue as a going
concern, which may make raising capital more diffic

» We will depend on strategic collaborations withrdhparties to develop and commercialize productichies, such as Tovaxin, and we
may not have control over a number of key elemezitging to the development and commercializatibany such product candidate.

» We will need regulatory approvals for any produmdidate, including Tovaxin, prior to introductitmthe market, which will require
successful testing in clinical trials. Clinicalais are subject to extensive regulatory requiremyemtd are very expensive, time-
consuming and difficult to design and implementyAmoduct candidate, such as Tovaxin, may faildsieve necessary safety and
efficacy endpoints during clinical trials in whiclise we will be unable to generate revenue froncah@mercialization and sale of our
products.

* We will rely on third parties to conduct our étial trials and perform data collection and anaysihich may result in costs and delays
that may hamper our ability to successfully devedag commercialize any product candidate, includiagaxin.

* If we fail to identify and license or acquwéher product candidates, we will not be able fpagexd our business over the long term.
« We are dependent upon our management teara sméll number of employees.

« If we fail to meet our obligations under owrdnse agreements, we may lose our rights to kéynédagies on which our business
depends.

» Our current research and manufacturing fgasitnot large enough to manufacture product caatdi] such as Tovaxin, for clinical trials
or, if such clinical trials are successful, comnedrapplications.

« If any product we may eventually have is natepted by the market or if users of any such prbdte unable to obtain adequate
coverage of and reimbursement for such product fyjomernment and other third-party payors, our reesrand profitability will suffer.

» Any product candidate that we develop, suchi@&xin, if approved for sale, may not gain accepégaamong physicians, patients and
the medical community, thereby limiting our potahtb generate revenues.

« We have incurred, and expect to continue ¢aiinincreased costs and risks as a result of lepgplic company.

« Patents obtained by other persons may rasinfiingement claims against us that are costlgefend and which may limit our ability to
use the disputed technologies and prevent us flosumg research and development or commerciasizati potential products, such as
Tovaxin.
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If we are unable to obtain patent protection amgoproprietary rights, our operations will be sfigantly harmed.

» Confidentiality agreements with employees aneithmay not adequately prevent disclosure of aaietisecrets and other proprietary
information and may not adequately protect ourlietéual property, which could limit our ability wompete.

A dispute concerning the infringement or misappiatjfon of our proprietary rights or the proprietaights of others could be time
consuming and costly, and an unfavorable outcorn&dwarm our business.

« We are subject to stringent regulation of our paddiandidates, such as Tovaxin, which could detayetbpment and
commercialization.

* We may need to change our business practices tplgamith health care fraud and abuse regulationd,@ur failure to comply with
such laws could adversely affect our businessnfiizd condition and results of operations.

« If our competitors develop and market products #ratmore effective than our product candidatesy thay reduce or eliminate our
commercial opportunities.

« Rapid technological change could make our pradabsolete.

e Consumers may sue us for product liability, whichld result in substantial liabilities that exdemur available resources and damage
our reputation.

» Health care reform measures could adveis#gt our business.

* There is currently a limited market for our seties, and any trading market that exists in owuséies may be highly illiquid and may
not reflect the underlying value of our net assetsusiness prospects.

e Our stock may be delisted from NASDAQ, whichlultbaffect its market price and liquidity.
e Our share price is volatile, and you may noabk to resell our shares at a profit or at all.
« We may be or become the target of securitiiggmtion, which is costly and time-consuming toetef.

« Our “blank check” preferred stock could be Edto prevent a business combination not desiraddoyagement or our current majority
stockholders.

» Future sales of our common stock in the putolégket could lower our stock price.
* We presently do not intend to pay cash dividendswrcommon stock.

« Our stockholders may experience substantial dituiicthe value of their investment if we issue éddal shares of our capital stock.

The risks described in this report and in our AniRgport on Form 10-K are not the only risks facirsg Additional risks and

uncertainties not currently known to us or thatouerently deem to be immaterial also may materiatlyersely affect our business, financial
condition or future results.

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

On August 18, 2010, Opexa issued 55,000 restrigftades of common stock to a consultant for professiservices. The common stock

was issued in reliance on the exemption from regfisin contained in Section 4(2) of the Securifies of 1933, as amended, and the rules
regulations promulgated thereunder.

Item 3. Defaults Upon Senior Securities.

None.

Item 4. [Removed and Reserved]

Item 5. Other Information.

None.
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Iltem 6. Exhibits.

Exhibit
No. Description
31.1* Certification of Chief Executive Officer and Chiginancial Officer pursuant to Section 302 of theb&aes-Oxley Act of
2002.
32.1* Certification of Chief Executive Officer and Chiginancial Officer pursuant to Section 906 of theb&aes-Oxley Act of
2002.

* Filed herewitl

SIGNATURES

Pursuant to the requirements of the Securities &xgh Act of 1934, the registrant has duly causisdréport to be signed on its behalf
the undersigned thereunto duly authorized.

OPEXA THERAPEUTICS, INC.

Date: November 9, 2010 Byis/ 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. I have reviewed this Quarterly Report on Forr-Q of Opexa Therapeutics, In

2. Based on my knowledge, this report does not comtaynuntrue statement of a material fact or omstéde a
material fact necessary to make the statements,nralight of the circumstances under which suetieshents
were made, not misleading with respect to the pecavered by this repot

3. Based on my knowledge, the financial statementsoéimer financial information included in this repdairly
present in all material respects the financial don results of operations and cash flows ofréngistrant as o
and for, the periods presented in this ref

4, The registrant’s other certifying officer(s) andrk responsible for establishing and maintainiisgldsure
controls and procedures (as defined in ExchangdrAitts 13a-15(e) and 15d-15(e)) and internal cootrer
financial reporting (as defined in Exchange Actéaul 3-15(f) and 15-15(f)) for the registrant and ha

a. Designed such disclosure controls and proceduregused such disclosure controls and procedures
designed under our supervision, to ensure thatrrabiieformation relating to the registrant, inciog its
consolidated subsidiaries, is made known to ustbgre within those entities, particularly during th
period in which this report is being prepar

b. Designed such internal control over financial réipgr, or caused such internal control over finahcia
reporting to be designed under our supervisioprtwide reasonable assurance regarding the rétjabil
financial reporting and the preparation of finahsiatements for external purposes in accordantte wi
generally accepted accounting princip!

C. Evaluated the effectiveness of the registrant’sldsire controls and procedures and presentedsin th
report our conclusions about the effectiveness@efdisclosure controls and procedures, as of tHetn
the period covered by this report based on sucluatian; anc

d. Disclosed in this report any change in the regigtsanternal control over financial reporting that
occurred during the registrant’s fourth fiscal daathat has materially affected, or is reasonéikgly to
materially affect, the registrée’s internal control over financial reporting; &

5. The registrant’s other certifying officer(s) anbdve disclosed, based on our most recent evaluatiorernal
control over financial reporting, to the registrarguditors and the audit committee of the regigtsaboard of
directors (or persons performing the equivalentfioms):

a. All significant deficiencies and material weaknessethe design or operation of internal contratiov
financial reporting which are reasonably likelyaidversely affect the registrant’s ability to regord
process, summarize and report financial informatao

b. Any fraud, whether or not material, that involveamagement or other employees who have a significant
role in the registra’s internal control over financial reportir

Date: November 9, 2010 By:/s/ Neil K. Warma
Neil K. Warma
President, Chief Executive Officer and
Acting Chief Financial Office




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 Opexai&peutics, Inc. (the “Company”) on Form 10-Q fue t
period ending September 30, 2010, (the “Reporg’)jlad with the Securities and Exchange Commissiothe date
hereof, I, Neil K. Warma, President, Chief Execet®dfficer and Acting Chief Financial Officer of tiompany,
certify, pursuant to 18 U.S.C. 81350, as adoptedyant to 8906 of the Sarbanes-Oxley Act of 2002h¢ best of my
knowledge, that:

1. The Report fully complies with the requirementsettion 13(a) or 15(d) of the Securities Exchangeadh
1934; anc

2. The information contained in the Report fairly fets, in all material respects, the financial ctiadiand
results of operations of the Compa

Date: November 9, 2010 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)




