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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q

(Mark One)
M QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the Quarterly Period Ended September 30, 2008
or
] TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934

For the Transition Period from to

Commission File Number: 001-33004

Opexa Therapeutics, Inc.

(Exact name of registrant as specified in its @vaurt

2635 North Crescent Ridge Drive
Texas The Woodlands, Texas 77381 76-033316%
(State or other jurisdiction of Incorporation or
organization

(Address of principal executive offices and zip epd (I.R.S. Employer Identification No.)

(281) 2729331

Registrant’s telephone number, including area code

Indicate by check mark whether the registrant @9 filed all reports required to be filed by Sewtk8 or 15(d) of the Securities Exchange Act of4l88ring the preceding
months (or for such shorter period that the regigtwas required to file such reports) and (2)d&en subject to such filing requirements for thet 88 days. Ye® No O

Indicate by check mark whether the registrantlerge accelerated filer, an accelerated filer, a-accelerated filer, or a smaller reporting compa8ge the definitions ofdrge
accelerated filer,” “accelerated filer” and “smalteporting company” in Rule 12b-2 of the Excharge.

Large accelerated filEl Accelerated filed
Non-accelerated filerd (Do not check if a smaller reporting company) Snealteporting company

Indicate by check mark whether the registrantshell company (as defined in Rule 12b-2 of the Excje Act). Yedd NoM™

As of October 21, 2008, there were 12,263,558 shairéhe issuer's Common Stock outstanding.




OPEXA THERAPEUTICS, INC.
(A development stage company)

For the Quarter Ended September 30, 2008

INDEX

PART | — FINANCIAL INFORMATION

Item 1.

Item 2.

Item 3.

Item 4.

Financial Statemen
Unaudited Balance Sheets as of September 30, 2GDBecember 31, 20(
Unaudited Statements of Expenses:
For the three and nine months ended Septembel088,&hd 2007 and from
Inception (January 22, 2003) through Septembe2G08
Unaudited Statements of Cash Flows:
For the nine months ended September 30, 2008 &bid &t from Inception
(January 22, 2003) through September 30, -
Notes to Unaudited Financial Stateme
Managemer's Discussion and Analysis of Condition and Resfit®perations

Quantitative and Qualitative Disclosures About MarRisk

Controls and Procedur:

PART Il - OTHER INFORMATION

Item 1.
Item 1A.
Iltem 2.
Iltem 3.
Item 4.
Item 5.
Item 6.

Signatures

Legal Proceeding

Risk Factors

Unregistered Sales of Equity Securities and Uderoteed:
Defaults Upon Senior Securiti

Submission of Matters to a Vote of Security Holc

Other Informatior

Exhibits

Page

12

12

13
13
14
14
14
15

15




PART | - FINANCIAL INFORMATION

Iltem 1. Financial Statements

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

Assets

Current asset:
Cash and cash equivalel
Other current assets

Total current asse

Property & equipment, net of accumulated depremie
of $789,766 and $614,079 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:
Loan payable

Total liabilities

Commitments and contingenci

Stockholders' equity

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

Common stock, $0.50 par value, 100,000,000 shart®rzed,
12,263,558 and 6,696,784 shares issued and ouitste

Additional paid in capita

Deficit accumulated during the development stage
Total stockholders' equity

Total liabilities and stockholders' equity

See accompanying notes to consolidated finana#t istents

September 30,

December 31,

2008 2007

$ 4,044,08. $ 2,645,48;
180,24( 355,261
4,224,32: 3,000, 74:
1,225,90! 1,370,64

$ 5450,22 $ 4,371,39.
$ 819,72. $ 938,44:
134,59° 54,09:
1,050,481 1,022,46

63,01 60,36(

2,068,71 2,075,35.
116,13 162,45
2,184,84: 2,237,811
6,131,73 3,348,35
84,713,56 76,498,05
(87,579,91) (77,712,82)
3,265,38. 2,133,58.

$ 5450,22 $ 4,371,39.




Research and developme

General and administratiy

Depreciation and amortizatic

Loss on disposal of assets
Operating los:

Interest incom:
Other income

Gain on extinguishment of de
Interest expense

Net loss

Basic and diluted loss per shi

Weighted average shares outstanc

OPEXA THERAPEUTICS, INC.

(a development stage company)
STATEMENTS OF EXPENSES

Three and nine months ended September 30, 2008 aB@07 and the
Period from January 22, 2003 (Inception) to Septendr 30, 2008

(unaudited)
Three Months Three Months Nine Months Nine Months Inception
Ended Ended Ended Ended through
September 30, September 30, September 30, September 30, September 30,
2008 2007 2008 2007 2008
$ 2,429,25! 3,189,251 % 7,134,781 10,148,93 $ 60,892,32
660,81« 842,07¢ 2,668,51 2,557,60! 20,293,28
58,82¢ 50,44¢ 175,89¢ 149,37: 694,10t
- - 11€ 4,03¢ 495,61
(3,148,89)) (4,081,78) (9,979,30)) (12,859,94) (82,375,33)
23,68: 102,29: 92,88¢ 423,08t 1,346,71
- - 34,90: - 106,90«
- 1,612,441 - 1,612,441 1,612,441
(4,55%) (4,731) (15,579) (10,87Y) (8,270,63)
$ (3,129,77) $ (2,371,78) $ (9,867,09) $ (10,835,29) $ (87,579,91)
$ 0.2¢) $ 0.35) $ 0.99 $ (1.62) N/A
11,370,52 6,696,78: 9,977,83: 6,696,78: N/A

See accompanying notes to consolidated finana#tistents




Nine months ended September 30, 2008 and 2007 amhe t

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

Period from January 22, 2003 (Inception) to Septendr 30, 2008

Cash flows from operating activitit
Net loss
Adjustments to reconcile net loss to net c
used in operating activitie
Stock payable for acquired research and develop
Stock issued for acquired research and develop
Stock issued for service
Stock issued for debt in excess of princi
Amortization of discount on notes payable (
to warrants and beneficial conversion fea
Realized gain on marketable securi
Gain on extinguishment of de
Depreciatior
Debt financing cost
Option expens
Loss on disposition of fixed asst
Changes in
Marketable securitie
Prepaid and other expens
Accounts payabl
Accrued expenses

Net cash used in operating activit

Cash flows from investing activitie
Purchase of property & equipment
Net cash used in investing activiti

Cash flows from financing activitie
Common stock sold for cash, net of offering c«
Common stock repurchased and canc
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,
2008 2007 2008
(9,867,09) $ (10,835,29) $ (87,579,91)
- - 112,44(
- - 26,286,58
68,56 - 1,929,96
- - 109,07(
- - 6,313,20!
- 25,91: -
- (1,612,44i) (1,612,44)
175,89t 149,37: 694,10¢
- - 365,91(
1,675,89: 2,086,91 13,700,81
11€ 4,03¢ 495,61°
- 2,926,18 -
175,02t 87,16« (596,917)
(38,219 358,01¢ 504,67¢
28,01¢ 656,06! 923,82¢
(7,781,801 (6,154,07:) (38,353,05)
(31,27() (147,78:) (1,337,74)
(31,270) (147,787 (1,337,74)
9,254,44. - 35,764,18
- - (325)
- 137,28t 8,102,19
(42,77%) (11,045 (131,179
9,211,67! 126,24: 43,734,87
1,398,601 (6,175,61)) 4,044,08:
2,645,48: 12,019,91. -
4,044,08. $ 5,844,29! $ 4,044,08:




Cash paid for
Income tax
Interest

NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho
Issuance of common stock for accrued inte
Conversion of notes payable to common si
Conversion of accrued liabilities to common st
Conversion of accounts payable to note pay
Discount on convertible notes relating

- warrants

- beneficial conversion featu

- stock attached to not
Reclassification of derivative liabilitie

See accompanying notes to consolidated finana#tistents

6,656,67

42,71«

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

3,309,791
1,715,97
1,287,441




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 edtuating
principles generally accepted in the United StafeSmerica and the rules of the Securities and Brgle Commission and should be read in conjunctitimtive audited financial
statements and notes thereto contained in Opext&'stiAnnual Report filed with the SEC on Form 10kKthe opinion of management, all adjustmentsssiing of normal
recurring adjustments, necessary for a fair presimt of financial position and the results of ggms for the interim periods presented have befacted herein. The results of
operations for interim periods are not necessariljcative of the results to be expected for tHeyfear. Notes to the financial statements thatldsubstantially duplicate the
disclosure contained in the audited financial stegiets for the most recent fiscal year as reportdebrm 10-K, have been omitted.

Note 2. Going Concern

Opexa incurred a net loss of approximately $9.9ionilfor the nine months ended September 30, 2@@8has an accumulated deficit of approximately &8illion. The cash
balance of approximately $4.0 million as of Septen0, 2008 is not sufficient to fund our operasidor the next twelve months if we are to executeaperating plan including
completing our analysis of our Phase Ilb clinicalltof Tovaxin® for the treatment of multiple sclerosis (“MS”), ahucting the open label extension of our Phaseliitical trial
of Tovaxin and continuing with the development @iv@&xin. These conditions raise substantial doulhd &pexa’s ability to continue as a going concéanagement continues to
seek means to raise additional capital throughssaflequity and/or partnering arrangements relegemiir technology. The financial statements doimdtude any adjustments that
might be necessary if Opexa is unable to contirsug going concern.

Note 3. Marketable Securities

Opexa considers all highly liquid investments vathoriginal maturity of three months or less, whpenchased, to be cash equivalents. Investmentsmatirities in excess of
three months but less than one year are classifieghort-term investments and are stated at fakehaalue.

At September 30, 2008, Opexa invested approxim&#§ million in a money market account with anrage market yield of 2.8%. Interest income of $88,8&as recognized
for the nine months ended September 30, 2008 isttitements of expenses. As of September 30, 200&ompany held no auction rate securities.

Note 4. Commitments and Contingencies

In September 2006, Opexa entered into an Indivituaject Agreement (IPA) with PharmaNet, LLC (PhaNet), a contract research organization focusemamaging central
nervous system clinical trials. Pursuant to siRA, IPharmaNet, LLC will provide Opexa with serviégesonnection with its Phase Ilb clinical trialnder the terms of the IPA,
Opexa is required to advance funds for investiggtants, professional fees and out of pocket ex@eni March 2008, PharmaNet agreed to waiverthestigator grant advance
requirement and in return Opexa will pay the inedie full within 30 days of receipt. In June 2088 armaNet agreed to revise the professional fearame to $233,000 to be
applied 1/g" per month to invoices for the months of May throl@grember 2008. PharmaNet will continue to ho$@,000 advance for out-of-pocket expenses. At the
conclusion of the program, advance balances renminill be applied to outstanding invoices. Thadgances are treated as prepaid items and incilndbd other current assets
section of the balance sheet. As of September(@@8,2he advance balance to PharmaNet, LLC was,5684

In July 2007, Opexa entered into a seconded amesmiddestated license agreement with the Univeddihicago that requires Opexa to make milestayements of up to
$1,350,000 if certain late stage clinical trial &f0A approval milestones are achieved. Opexa bteymhined that these payments are not probablesatiine and thus no liability
has been recorded as of September 30, 2008.




Note 5. Loan Payable

Loan payable consists of an equipment line of $¥ABDwith Wells Fargo Bank of which $180,042 wasstartding as of September 30, 2008. This loan hastarest rate of
7.61% per annum, matures in May 2011 and is sedwédpexa’s furniture and equipment purchased thi¢hloan proceeds. Payments are due and payalithiypon the same
day of each month until maturity.

Note 6. Equity

In February, 2008, Opexa entered into an Undemgifigreement with MDB Capital Group LLC, for itselfid as representative of several underwriteratingl to the public
offering of 3,500,000 shares of Opex@ommon stock and 3,500,000 Series E warranth,earant to purchase one share of common stoak akercise price of $2.00 per sh
Pursuant to the Underwriting Agreement, Opexa @atiie underwriters a 30-day option to purchas®wm additional 525,000 shares of common stock5@5j000 warrants to
cover over-allotments. The closing for the salslwdres of common stock and warrants took placemfary 2008. The underwriters exercised their @detment option as to t
warrants only, and Opexa sold an aggregate of 3)B00shares and 4,025,000 warrants.

The public offering price for each share was $2a0@ the public offering price for each warrant $8sl5. Each share and each warrant was sold tenttherwriters at the
public offering price of each security less an umdging discount of 10%. The Company received appnately $7.6 million in gross proceeds from tlifeong. The Company
also paid the underwriters 1% of the gross proceétise offering (excluding the over-allotment apt) as an expense allowance. The net proceedpdraDafter underwriter
discounts, commissions and other expenses, waexipyately $6.4 million. As additional compensatitime Company issued warrants to the underwritputehase 350,000
shares of common stock at a price of $2.40 perestiagl an option to acquire 350,000 Series E wartra price of $0.18 per Series E warrant.

On August 11, 2008, Opexa closed a financing treticra in which Opexa issued 2,003,874 sharessafommon stock and warrants to purchase 2,003}8at4s of Opexa’s
common stock (the “Unit”) for gross proceeds of mpgmately $3.0 million to certain institutionahd accredited investors (the “Transaction”). Tle¢proceeds to Opexa, after
offering costs, was approximately $2.9 million. Thechase price paid by non-affiliate investors Was18 for each Unit and with regard to affiliat@éstors was $1.655 for each
Unit. The warrants expire in four years, are fasercisable after six months of the closing of Tn@ensaction and are exercisable at $1.78 per shheeshares are exercisable on a
cashless basis. If Opexa fails to register, achédfextiveness of registration or maintain effeetiess of registration of shares underlying the avasrand shares, they are required
to make certain liquidated damage payments of 1#hebffering per month for every month in defamith a maximum of 6%. 2,003,874 warrants were idsoenvestors in
connection with the Transaction. Opexa evaluatedagiplication of FASB Staff Positions FSP EITF @2L“Accounting for Registration Payment Arrangems&nwhich
addresses an issugccounting for registration payment arrangememtd,determined that the warrants issued in thesketion should be classified as equity. In addjtOpex
accounts for registration rights agreement persa#igecontingent liabilities, applying the accougtiyuidance of Financial Accounting Standard NdAscounting for
Contingencies” (“FAS 5”). This accounting is corisig with views established by the FASB Staff Hosg FSP EITF 00-19-2. Accordingly, Opexa recogsittee damages when
it becomes probable that they will be incurred ambunts are reasonably estimable. No liability heen recorded.

No commissions or fees to placement agents werkipaionnection with the Transaction.
Note 7. Options
Share-based Compensation:

The June 2004 Compensatory Stock Option Plan am#®othe issuance of various forms of stock-basetds, including incentive and non-statutory stopkions, stock
purchase rights, stock appreciation rights, anttiotsd and unrestricted stock awards. A tota2, 800,000 shares are authorized to be issued tinel€lan through June, 2014.
September 30, 2008, 1,674,475 shares were issued.

The Company accounts for share-based compensatabnding options and nonvested shares, accorirtige provisions of SFAS No. 123R, "Share Basedfeat". During
the three and nine-month periods ended Septemb@088, the Company recognized share-based contfmnsapense of approximately $0.3 million and $hiftlion
respectively. Activity in options and restrictedck during the nine-month period ended Septembe2@08 and related balances outstanding as ofititatare reflected
below. The weighted average fair value per shaoptions granted to employees for the nine-momttigal ended September 30, 2008 was approximate82$0




A summary of share-based compensation activitgifemine-month period ended September 30, 2008 &epted below:

Weighted
Weighted Average
Number of Average Remaining
Shares Exercise Price Contract Term Intrinsic Value
Outstanding at January 1, 20 1,039,52! $ 9.31
Granted 703,30( 1.1z
Exercisec - -
Forfeited or canceled (68,35() 8.17
Outstanding at September 30, 2d08 167447 $ 5.92 7.7 -
Exercisable at September 30, 2( 1,017,86. $ 8.21 6.7% -

Stock Option Activity:

Stock option awards issued by the Company have geer life and have various vesting dates thajedrom partial vesting upon date of grant to fidting on a specified
date, quarterly vesting on the anniversary daté@refand quarterly vesting on the anniversary déggrant. The Company estimates the fair valugadlsoptions using the Black-
Scholes option-pricing model and records the corsggon expense ratably over the service period.

The fair values of stock options granted duringritree months ended September 30, 2008 and 2007eg&meated using the following assumptions:

Nine Months Ended Nine Months Ended
September 30, 2008 September 30, 2007
Expected Volatility 115.28%- 116.51% 95.36%- 103.91%
Expected tern 6 years 5- 6 years
Risk free rate 3.07%- 3.73% 4.20%- 5.07%
Expected dividend 0.00% 0.00%

Restricted Stock:

The Company grants restricted stock to employeddaectors that entitle the holders to receivaabaf the Company’s common stock upon the fuliglirnof certain service
and/or performance conditions. The fair valueesitricted stock is based on the market price oCti@pany’s stock on the date of grant and is resmbas compensation expense
ratably over the service period.

A summary of restricted stock activity for the nimenths ended September 30, 2008 follows:

Number of
Restricted Stock Shares
Nonvested at January 1, 20 -
Granted 62,90(
Vested (25,700
Forfeited -
Nonvested at September 30, 2( 37,20(




Note 8. Warrants

In connection with the closing of our February 2@@lic offering of common shares, the investorsenssued five-year warrants to purchase up toggnegate of
4,025,000 shares of our common stock, at an iretiarcise price of $2.00 per share and a marke¢ fi $0.15 per warrant was used to assign fairevaf the warrants for a total
fair value of $603,750.

As additional compensation, the Company issuedamgsrto the underwriter to purchase 350,000 sharesmmon stock at a price of $2.40 per share angpéion to acquire
350,000 Series E warrants at a price of $0.18 peeSE warrant. The estimated fair value of théarwriter warrants was $319,436 and was calculaséty the Black-Scholes
valuation model. The following assumptions weredugg no expected dividends, (ii) risk free intstreate of 2.93%, (iii) expected volatility of 97%, and (iv) expected life of 3
years.

The fair value of warrants granted in the first qeaof 2008 was included in additional paid-in itajpalong with the proceeds from issuance of comstock.

In connection with the closing of our August 2008 ate financing of common shares, the investoreevigsued four-year warrants to purchase up tagygregate of
2,003,874 shares of our common stock, at an iretiatcise price of $1.78 per share. The warrarpgein four years, are first exercisable afterrsianths of the closing of the
Transaction and are exercisable on a cashless Bas956,457 fair value was assigned to the SérM&rrants and was included in additional paidapital along with the
proceeds from issuance of common stock.




Iltem 2. Management’s Discussion and Analysis of Rancial 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 repocudsfuture expectations, contain projections siiits of operations or financial condition, or stather “forward-looking"
information. The words "believe," "intend," "plafigxpect," "anticipate," "estimate," "project," '@t and similar expressions identify such statenvea made. These statements
are subject to known and unknown risks, uncersntind other factors that could cause the aatsalts to differ materially from those contemplabgtthe statements. The
forward-looking information is based on varioustéas and is derived using numerous assumptiongofathat might cause or contribute to such a dgancy include, but are not
limited to the risks discussed in this and our o®EC filings. We do not promise to update forwhlrdking information to reflect actual results ormclges in assumptions or other
factors that could affect those statements. Flauests and actual results could differ materialnf those expressed in, contemplated by, or unideruch forward-looking

statements.

The following discussion and analysis of our fin@ahcondition is as of September 30, 2008. Ouultef operations and cash flows should be reammunction with our
unaudited financial statements and notes theretaded elsewhere in this report and the auditeahiiral statements and the notes thereto includedrifform 10-K for the year
ended December 31, 2007.

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

We are a biopharmaceutical company developing agtals cellular therapies to treat several majoedbes, including multiple sclerosis (MS) and diebeThese therapies are
based on our proprietary T-cell and adult stemteetnologies. The information discussed relabeaiir product candidates is preliminary and ingggive. Our product
candidates are not approved by the Food and Drumididtration (FDA).

Our lead product, Tovaxift, is a Teell based therapeutic vaccine for MS licensed ftbmBaylor College of Medicine, which offers a que and personalized approac
treating the disease by inducing an immune respaga@st the autoimmune myelin peptide-reactiveells (MRTCs), which are believed to be responsibtehe initiation of th
disease process.

T-Cell Therapy

We have an exclusive worldwide license from Baylailege of Medicine to an individualized éell therapeutic vaccine, Tovaxin, which has relgel¢en studied in a Unit
States (U.S.) FDA Phase Ilb human clinical triabt@luate its safety and effectiveness in treatisy

MS is the result of a person’s own T-cells attagkime myelin sheath that coats the nerve cells@tentral nervous system. Tovaxin consists ofiattted patient-specific
myelin reactive Teells (MRTCs) against peptides from one or morthefprimary proteins on the surface of the myetieagh (myelin basic protein, proteolipid proteingdanyelir
oligodendrocyte glycoprotein). Patient-specific MBSTare expanded in culture with specific peptidesiified by our proprietary test of the patierg&ripheral blood. The cells
are then attenuated by gamma irradiation, andmetlito the patient as a subcutaneous injectiohoAtih further testing is necessary, results fromratial human trials appear to
indicate that these attenuated T-cells cause aruimremesponse directed at the autoreactive T-getise patient’s body, resulting in a reductionhme tevel of harmful T-cells.

We believe that our initial human trials suggestt fiovaxin safely induces the depletion and regaadf MRTCs, possibly stabilizing the disease ugdg the annualized
relapse rate, and potentially improving the disgbsicores of patients. Patients treated in a Hjes, open-label Phase /Il dose escalation @irtical with Tovaxin have
experienced minimal side effects and the “per prolfbanalysis of patients treated with Tovaxin askdd a 90% reduction (p=0.0039) in annualized selapte (ARR). The group

treated with the mid dose (30-45 x daxtenuated T-cells) achieved a 100% reduction iiRARhe Phase llIb trial was conducted with the naged




In a one-year, 8-subject extension clinical tritedapsing remitting and secondary progressivdtipia sclerosis subjects, the “per-protocol” arséd of Tovaxin therapy

achieved a 92% (p=0.0078) reduction ARR in subjedts received two treatment doses of 30-45 R atenuated T-cells eight weeks apart and were mi@utfor an additional
44 weeks. Subjects in the extension study had pusly been treated an average of approximatelyaSsyearlier at Baylor College of Medicine under direction of the inventor
of Tovaxin Jingwu Zhang, M.D., Ph.D with an earbrsion of the T-cell vaccine.

An analysis of the second year open-label clinietleatment studies of the “intent to treat” p@pian of 22 patients who participated in the PHAsstudies showed that, as a
group, 73% remained relapse free after two yeails86&6 demonstrated no worsening of disease (27#tesk showed sustained improvement). Addition#ligre was an overall
decrease in the ARR of 82% (from 1.38 to 0.21 redafpatient/year). Each of these endpoints was amdpo the patient’s own baseline reading, taker o enrollment in the
trials.

We recently completed a Phase Ilb study in 150ep&tiin a multi-center, randomized, double blinaj @lacebazontrolled study in patients with relapsing remigtimultiple
sclerosis or clinically isolated syndrome. Tiape results from the study demonstrated a positigad in the reduction in annualized relapse (ARRR) for patients treated wi
Tovaxin as compared to placebo. However, thisifigddid not achieve statistical significance. lidaion, the study did not achieve statistical figance with its primar
endpoint, the cumulative number of gadolinium-erdeghbrain lesions.

Top-line results from the study showed that Tovex@ated patients experienced an ARR of 0.214 agpeoed to 0.339 for placelieated patients. Despite the low relapse
in the placebo arm, this still represented a 3¢gmrdecrease in ARR for Tovaxin as compared toghla in the general population. Additionally, fretgroup of patients who h
an ARR > 1 in the one year prior to study entryya@an demonstrated a 55 percent reduction in ARRpared to placebo.

The study also demonstrated that Tovaxin was sadewsll tolerated with no serious adverse everltgad to treatment. The most common adverse eetatied to Tovaxi
was mild injection site reaction. We believe tHastfavorable safety profile may be an importantaadage as patient compliance represents a significhallenge due to seric
side effects associated with many currently avildiS treatments.

Stem Cell Therapy

We have developed a proprietary adult stem cefitelogy to produce monocyte-derived stem cells (MB)Sfrom blood. These MDSCs can be derived fromatgpt's
monocytes, expanded in our laboratories, and therirastered to the same patient. We believe theabge this is an autologous therapy, there shaltbimmunological
problems. Normally, allogenic cells trigger hoshitmne responses and require the use of anti-rejedtiogs.

Our multipotent stem cell is derived from peripheral blooghmcytes which when cultured under defined conditiare able to further differentiate into seveelutar lineage:
Molecular biology and cellular analysis studieséatiown that these MDSCs have specific markergiiehguish them from other stem cells. In addittbese studies have also
shown a time-dependence for the expression of tmeskers during the growth and differentiation oDBICs.In vitro experiments with MDSCs have shown their capacity to
differentiate as hematopoietic, epithelial, endbéiheendocrine and neuronal cells. Our main foisuthe further development of this monocyte-derisezin cell technology as a
platform for thein vitro generation of highly specialized cells for potelngiaplication in autologous cell therapy for patewith diseases such diabetes mellitus and caadmuar
disease.

Other Opportunities

We may conduct basic research to determine thenpalteise of stem cells and differentiated cellsther indications, such as macular degeneratiookes myocardial
infarction, wound healing and Parkinson’s dise&¢e.will attempt to partner or sublicense some ekthindications if they are not pursued for intedewelopment. For those
indications where we believe we can participate memcially, we also desire to partner in key comnamarkets outside of the U.S.

Critical Accounting Policies
General

Our discussion and analysis of our financial canditand results of operations is based on our diteged financial statements, which have been pexbm accordance with
accounting principles generally accepted in the. Ul& preparation of these consolidated finand&ksnents requires us to make estimates and judgrtteat affect the reported
amounts of assets, liabilities and expenses. We basestimates on historical experience and olowsiother assumptions that we believe to be redderunder the
circumstances, the results of which form the bfisisnaking judgments about the carrying valuesssiets and liabilities that are not readily appahemh other sources. Actual
results may differ from these estimates under difieassumptions or conditions. The Company'’s &gt accounting policies are disclosed in the @any’s Annual Report on
Form 10-K for the year ended December 31, 2007 Gbmpany has not materially changed its signifieasounting policies.
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Results of Operations and Financial Condition
Three Months Ended September 30, 2008 Compared with the Three Months Ended September 30, 2007
Net Sales. We recorded no sales for the three months endei®bpr 30, 2008 and 2007.

Research and Development ExpenseResearch and development expense was approxing&elymillion for the three months ended SeptembBe2808, compared to
approximately $3.2 million for the three months ed&eptember 30, 2007. The decrease in expensgsiwasily due to a wind down of costs of condugtthe Phase IIb clinical
trial for Tovaxin recorded in 2008 offset in payt @osts associated with enroliment of the one fese 1lb extension study of Tovaxin. We have naamkexpect to continue to
make substantial investments in research and dewelot in order to develop and market our technalogye expense research and development costswasad. Acquired
research and development that has no alternatiuesfuse is expensed when acquired. Property, ptashequipment for research and development tisadhalternative future u
is capitalized and the related depreciation is egpd. We expect our research and development expemscrease as we continue to invest in the dgveént of our technology.

General and Administrative ExpensesOur general and administrative expense was appaieign$0.7 million for the three months ended Seybter 30, 2008, as compared to
approximately $0.8 million, for the three monthsled September 30, 2007. The decrease in expenpemarily due to a decrease in stock compensatxpense in the current
period. We anticipate increases in general and ridtrative expenses as we continue to develop gpanel our product platforms.

Interest Expense. Interest expense was $4,553 for the three manrted September 30, 2008, compared to $4,731ddhtke months ended September 30, 2007

Interest Income. Interest income was $23,681 for the three moetited September 30, 2008 compared to $102,298ddhtee months ended September 30, 2007. The
decrease was due to the reduction in cash baldnaewere available for investment in cash equivalievestments and a reduction in interest rates.

Net loss.We had a net loss for the three months ended Séptedd, 2008, of approximately $3.1 million, or & per share (basic and diluted), compared witatdass of
approximately $2.4 million or $0.35 per share (basid diluted), for the three months ended SepteBbhe2007.

Nine Months Ended September 30, 2008 Compared with the Nine Months Ended September 30, 2007
Net Sales. We recorded no sales for the nine months ended:8dgetr 30, 2008 and 2007.

Research and Development ExpenseResearch and development expense was approxingatdlymillion for the nine months ended Septembe2808, compared to
approximately $10.1 million for the nine months eddSeptember 30, 2007. The decrease in expensgxiwasily due to a decrease in activities relatethe Phase Ilb clinical
trial for Tovaxin in 2008 as compared to 2007 amdduction in stock compensation expense recom2008.

General and Administrative ExpensesOur general and administrative expense was appaiei;n$2.7 million for the nine months ended Sefiten80, 2008, as compared to
approximately $2.6 million for the nine months ed@eptember 30, 2007. The increase in expengesmarily due to an increase in stock compensagxpense during the
current period.

Interest Expense. Interest expense was $15,573 for the nine maerided September 30, 2008, compared to $10,878darine months ended September 30, 2007
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Interest Income. Interest income was $92,885 for the nine montited September 30, 2008 compared to $423,086 éaritte months ended September 30, 2007. The
decrease was due to the reduction in cash baldnaewere available for investment in cash equivalevestments and a reduction in interest rates.

Net loss.We had a net loss for the nine months ended Septe®th 2008, of approximately $9.9 million or $0{8& share (basic and diluted), compared with dasstof
approximately $10.8 million or 1.62 per share (basid diluted), for the nine months ended Septer&@e2007.

Liquidity and Capital Resources

Changes in cash flow. Cash used in operations for the nine month penmtbe September 30, 2008 was approximately $7.8miils compared to cash used by operations of
approximately $6.2 million for the nine months ed@zptember 30, 2007. The increase in cash usggerrations is primarily due to the maturity of appmately $2.9 million in
marketable securities in 2007 and its reclassificatio cash and cash equivalents. Cash used @siimg activities for the nine month period endegt8mber 30, 2008 was
approximately $31,000, as compared to approxim&i&48,000 for the nine months ended September(@I¥.2The decrease was due to a decrease in equipurehases. Cash
provided from financing activities for the nine ntbmperiod ended September 30, 2008 was approxiynd®@? million,, as compared to approximately $026, for the nine
months ended September 30, 2007. The increaseweat® dhe proceeds from the February 2008 pubferioly and the August 2008 private placement.

Liquidity . Historically, we have financed its operationsrarily from the sale of its debt and equity setiesi. As of September 30, 2008, we had cash astul @guivalents
approximately $4.0 million.

Our financing activities generated approximately3$8illion in net proceeds for the nine months eh8eptember 30, 2008 and resulted from the a poffkcing in February
2008 of 3,500,000 shares of common stock at a poitiee public of $2.00 per share and 4,025,00¢eS& warrants to purchase shares of common stagkisable at $2.00 per
share at a price of $0.15 per warrant; and a priplicement in August 2008 in which 2,003,874 shafeommon stock and warrants to purchase 2,083%B#res of common
stock (the “Unit”) at an initial exercise price $1.78 per share were issued. The purchase pridebgaion-affiliate investors was $1.48 for eachtldmd affiliate investors paid
$1.655 for each Unit.

Our current burn rate is approximately $900,000menth. Our capital resources at September 338,201l support our operations at current levelotigh the fourth quarter
of 2008. We will need to raise additional capitathe fourth quarter of 2008 to fund our busingiss and support our operations beyond the beginairhe first quarter of
2009. As our prospects for funding, if any, depetiuring the next quarter, we will assess our lrssrplan and make adjustments accordingly. Wecarely seeking strategic
partnership or collaboration arrangements with canigs for our technologies. While we have succdlgsfunded our operations to date by attractingitididal investors in our
equity, there is no assurance that our capitaingisfforts will be able to attract additional nesary capital for our operations. If we are unablebtain additional funding for
operations at any time now or in the future, we maybe able to continue operations as proposedirieg us to modify our business plan, curtailivas aspects of our operatic
or cease operations.

Off-Balance Sheet Arrangements
As of September 30, 2008, we had no off-balancetsfreangements.
Recent Accounting Pronouncements

For the period ended September 30, 2008, there mem@ther changes to our critical accounting pelicas identified in our annual report of FormKlL®er the year ende
December 31, 2007.

Item 3. Quantitative and Qualitative Disclosures Alout Market Risk.
Not Applicable.
Item 4. Controls and Procedures.

Disclosure Controls and Procedures.
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We maintain disclosure controls and proceduresateatiesigned to ensure that information requinduktdisclosed by us in the reports that we filsudrmit to the Securities
and Exchange Commission under the Securities ExyghAot of 1934, as amended, is recorded, processetinarized, and reported within the time periqucHied by the
Securities and Exchange Commission’s rules andgpamd that information is accumulated and comnateetto our management, including our principaketige and principal
financial officers (whom we refer to in this periodeport as our Certifying Officers), as approfeito allow timely decisions regarding requiredcctbsure. Our management
evaluated, with the participation of our Certifyi@dficers, the effectiveness of our disclosure oolstand procedures as of September 30, 2008, atrso Rule 13a-15(b) under
the Securities Exchange Act. Based upon that etialyaour Certifying Officers concluded that, asS#ptember 30, 2008, our disclosure controls aodguiures were effective.

Changes in Internal Control Over Financial Reporting.

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

PART II
OTHER INFORMATION
Item 1. Legal Proceedings.
None.
Item 1A. Risk Factors.
This Item 1A should be read in conjunction withettt 1A. Risk Factors” in our Annual Report on ForénKL for the fiscal year ended December 31, 2007.
We will need additional capital to conduct our opions and develop our products and our abilitydbtain the necessary funding is uncertain.

We need to obtain significant amounts of additiareglital to develop our products and continue awsirkess. The capital may come from many sournekjding equity and/or
debt financings, license arrangements, grants asttategic collaborative or partnership arrangemsiehs of September 30, 2008, we had cash andezpskalents of
approximately $4.0 million. Our current burn raseapproximately $900,000 per month. We will needafse additional capital to fund our working capiteeds beyond early first
quarter of 2009. We must rely upon third-party debjuity funding or collaboration or partnershipasigements and we can provide no assurance thatliwee successful in any
funding effort. The failure to raise such fundslwiécessitate the curtailment or ceasing of opamatand impact the conduct of our clinical trials.

We do not have any committed sources of capitdlpagh we have issued and outstanding warrantsitfeatercised, would result in an equity capitbing transaction.
Additional financing through strategic collaborats public or private equity financings, capitalde transactions or other financing sources map@aatvailable on acceptable
terms, or at all. Additional equity financings cduksult in significant dilution to our stockholdeFurther, if additional funds are obtained thivagrangements with collaborative
partners, these arrangements may require us tmuiih rights to some of our technologies, prodacididates or products that we would otherwise seelevelop and
commercialize ourselves. If sufficient capital @& mavailable, we may be required to delay, redheestope of or eliminate one or more of our prograany of which could have a
material adverse effect on our financial conditirbusiness prospects.

We have a “going-concern qualification” which may ake capital raising more difficult and may requires to scale back or cease operations.

The report of our independent auditors in respéthe 2007 fiscal year includes a going concerrlification which indicates an absence of obviouseasonably assured
sources of future funding that will be requiredusyto maintain ongoing operations. Although weehswccessfully funded Opexa, to date, by attractddjtional investors in our
equity, there is no assurance that our capitaingisfforts will be able to attract the additioralpital needed to sustain our operations. The goamgern qualification from our
auditors may make it more difficult for us to rafseds. If we are unable to obtain additionalding for operations, we may not be able to contioperations as proposed,
requiring us to modify our business plan, curtailious aspects of our operations or cease opesationsuch event, investors may lose a portioallaf their investment.

13




Iltem 2. Unregistered Sales of Equity Securities ahUse of Proceeds.

On August 11, 2008, Opexa closed a financing tretima in which Opexa issued 2,003,874 sharessafammon stock and warrants to purchase 2,003}8at4s of Opexa’s
common stock for gross proceeds of approximatel #8llion (the”Unit") to certain institutional andccredited investors (the “Transaction”). Thecpase price paid by non-
affiliate investors was $1.48 for each Unit andhwizgard to the Affiliate Investors was $1.655dach Unit. The warrants expire in four years, agt éxercisable after nine
months of the closing of the Transaction and asr@sable at $1.78 per share. The shares are sableion a cashless basis. If Opexa fails to eagiathieve effectiveness of
registration or maintain effectiveness of registrabf shares underlying the warrants and shahey, are required to make certain liquidated danpayenents of 1% of the
offering per month for every month in default withmaximum of 6%.

Item 3. Defaults Upon Senior Securities.

None.
Item 4. Submission of Matters to a Vote of SecugtHolders.
(a) Annual Meeting of Shareholders.

On September 26, 2008 the Company held its 200&iAlnveeting of Shareholders and the shareholdgmapd several items detailed in the Proxy Statemezviously filed
with the Commission.

(b) Election of Board of Directors.

The following nominees were elected as directorthieyshareholders at the 2008 Annual Meeting:

Gregory H. Bailey Lorin J. Randall
David Hung Michael S. Richman
David E. Jorden Scott B. Seaman
David B. McWilliams Neil K. Warma

(c) Proposals Voted Upon and Shareholder Vote.

The shareholders voted to (i) elect eight (8) Divexto the Company's Board of Directors to holiicefuntil the next annual meeting of shareholdersntil their respective
successors are duly elected and qualified; (ii)radritte Company’s June 2004 Compensatory Stoclo®@ptian to increase the number of shares of camstoxk authorized for
issuance under the Plan from a total of 1,200,0@0es to a total of 2,300,000 shares; and (iiijyrthe selection by the Audit Committee of Malo&eBailey, PC as the
independent auditors of the Company for the figear ending December 31, 2008. A total of 8,056 §l®ares were voted representing 65.7% of theandstg shares. The vol
cast for and against each of the above-descrilveé firoposals are listed in the tables below.

Proposal #1 - Election of Each of the Nominated Déctors:

Directors: For Against Abstain Totals
Gregory H. Bailey 8,041,27! 11,35¢ 4,462 8,057,091
David Hung 8,041,54. 11,21 4,34z 8,057,091
David E. Jordel 8,045,461 7,15¢ 4,47; 8,057,091
David B. McWilliams 8,044,281 9,35 3,457 8,057,091
Lorin J. Randal 8,045,591 7,15¢ 4,34; 8,057,091
Michael S. Richmai 8,045,591 7,01¢€ 4,48¢ 8,057,091
Scott B. Seama 8,041,42: 11,21 4,462 8,057,091
Neil K. Warma 8,044,161 8,88¢ 4,04: 8,057,091
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Proposal # 2 — Amendment to 2004 Compensatory Sto€kption Plan:

For  Against  Abstain Totals
7,698,231 344,70 14,15; 8,057,091

Proposal #3 - Ratification of Appointment of Audita:

For  Against  Abstain Totals
8,041,64 82¢ 14,62 8,057,091
Item 5. Other Information.
None.
Item 6. Exhibits.
Exhibit 31.1* Chief Executive Officer Certification Pursuant teclion 13a-14 of the Securities Exchange Act
Exhibit 31.2* Chief Financial Officer Certification Pursuant tecsion 13a-14 of the Securities Exchange Act
Exhibit 32.1* Certification Pursuant to 18 U.S.C. Section 1350Adopted Pursuant to Section 906 of the Sarbadeley Act of 2002
Exhibit 32.2* Certification Pursuant to 18 U.S.C. Section 1350Adopted Pursuant to Section 906 of the SarbaDeley Act of 2002
* Filed herewith
SIGNATURES

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

OPEXA THERAPEUTICS, INC.

Date: October 22, 2008 By: /sINEIL K. WARMA
Neil K. Warma
President and Chief Executive Officer

Date: October 22, 2008 By: /s/ILYNNE HOHLFELD
Lynne Hohlfeld
Chief Financial Officer and Principal Accountingfioér
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EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

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

2. Based on my knowledge, this report does not corgainuntrue statement of a material fact or omiteie a material fact necessary to make the statisnmade,
light of the circumstances under which such statémeere made, not misleading with respect to #véeod covered by this repo

3. Based on my knowledge, the financial statementd,aher financial information included in this repdairly present in all material respects theafigial conditior
results of operations and cash flows of the registas of, and for, the periods presented in gpst;

4. The registrans other certifying officer(s) and | are responsife establishing and maintaining disclosure cdstand procedures (as defined in Exchange Act |
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 hay

a. Designed such disclosure controls and proceduresaused such disclosure controls and procedurée tdesigned under our supervision, to ensure
material information relating to the registrant;lirding its consolidated subsidiaries, is made kmowvus by others within those entities, particylauring
the period in which this report is being prepai

b. Designed such internal control over financial reijpgr or caused such internal control over finahoggoorting to be designed under our supervisio
provide reasonable assurance regarding the rétjabil financial reporting and the preparation ofancial statements for external purposes in acoan
with generally accepted accounting principl

c. Evaluated the effectiveness of the registrant'slassire controls and procedures and presentedsireéport our conclusions about the effectivendsthe
disclosure controls and procedures, as of the étiteeriod covered by this report based on swelfuation; anc

d. Disclosed in this report any change in the regmtsanternal control over financial reporting tleetcurred during the registrant's fourth fiscal@iathat ha
materially affected, or is reasonably likely to evélly affect, the registrant's internal contreko financial reporting; an

5. The registrans other certifying officer(s) and | have disclosbdsed on our most recent evaluation of internatrobover financial reporting, to the registrargigitor:
and the audit committee of the registrant's bo&directors (or persons performing the equivalemictions):

a. All significant deficiencies and material weaknesge the design or operation of internal controbwofinancial reporting which are reasonably liked
adversely affect the registrant's ability to reggmibcess, summarize and report financial inforomgtand

b. Any fraud, whether or not material, that involvearmagement or other employees who have a significdatin the registrant's internal control overaficia
reporting.

Date: October 22, 2008 By: /s/Neil K. Warma
Neil K. Warma
President and Chief Executive Officer



EXHIBIT 31.2

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Lynne Hohlfeld, certify that:
1. | have reviewed this Quarterly Report on Forn-Q of Opexa Therapeutics, In

2. Based on my knowledge, this report does not corainuntrue statement of a material fact or omgttde a material fact necessary to make the s¢atisnmade, |
light of the circumstances under which such statémeere made, not misleading with respect to #éeod covered by this repo

3. Based on my knowledge, the financial statements,adiner financial information included in this repdairly present in all material respects theafigial conditior
results of operations and cash flows of the registas of, and for, the periods presented in gpst;

4. The registrant's other certifying officer(s) andré responsible for establishing and maintainirsgldsure controls and procedures (as defined im&hge Act Rule
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

a. Designed such disclosure controls and proceduresawsed such disclosure controls and procedurbe ttesigned under our supervision, to ensurt
material information relating to the registrantclirding its consolidated subsidiaries, is made kmda us by others within those entities, partidy!
during the period in which this report is being gaeed;

b. Designed such internal control over financial reipgr, or caused such internal control over finahogorting to be designed under our supervisio
provide reasonable assurance regarding the refiabfl financial reporting and the preparation wfancial statements for external purposes in a@ran
with generally accepted accounting principl

c. Evaluated the effectiveness of the registrant'slaisire controls and procedures and presentedsmehort our conclusions about the effectivendgbe
disclosure controls and procedures, as of the étiteeriod covered by this report based on swelfuation; anc

d. Disclosed in this report any change in the regisanternal control over financial reporting thoatcurred during the registrant's fourth fiscal telatha
has materially affected, or is reasonably likelyrtaterially affect, the registrant's internal cohtver financial reporting; ar

5. The registrant's other certifying officer(s) antidve disclosed, based on our most recent evaluafiomternal control over financial reporting, tbet registrant
auditors and the audit committee of the registsamtard of directors (or persons performing thevedent functions)

a. All significant deficiencies and material weaknesge the design or operation of internal controéiofinancial reporting which are reasonably liked
adversely affect the registrant's ability to reggmibcess, summarize and report financial inforomgtand

b. Any fraud, whether or not material, that involvesmagement or other employees who have a significgatin the registrant's internal control ¢
financial reporting

Date: October 22, 2008 By: /s/Lynne Hohlfeld
Lynne Hohlfeld

Chief Financial Officer and Principal Accountingfioér



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 fug period ending September 30, 2008, (the “Repat’filed with the
Securities and Exchange Commission on the datehéyd&eil K. Warma, President and Chief Execut®ficer of the Company, certify, pursuant to 1&8\lC. §1350, as adopted
pursuant to 8906 of the Sarbanes-Oxley Act of 26@#e best of my knowledge, that:

1. The Report fully complies with the requirerteeof section 13(a) or 15(d) of the Securitieshamge Act of 1934; an

2. The information contained in the Reportl§apresents, in all material respects, the finanoiedition and results of operations of the Camyp

Date: October 22, 2008 By: /s/Neil K. Warma
Neil K. Warma
President and Chief Executive Officer



EXHIBIT 32.2

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 fug period ending September 30, 2008, (the “Repat’filed with the

Securities and Exchange Commission on the datehéyd&ynne Hohlfeld, Chief Financial Officer amRtincipal Accounting Officer of the Company, ceytipursuant to 18 U.S.:
§1350, as adopted pursuant to §906 of the Sarb@rles- Act of 2002, to the best of my knowledge ttha

1. The Report fully complies with the requirertseof section 13(a) or 15(d) of the Securitiestange Act of 1934; an

2. The information contained in the Reportl§apresents, in all material respects, the finanoiedition and

results of operations of the Camyp

Date: October 22, 2008 By: /s/Lynne Hohlfeld

Lynne Hohlfeld

Chief Financial Officer and Principal Accountingfioér



