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PART I - FINANCIAL INFORMATION  
 
Item 1. Financial Statements.  
 

OPEXA THERAPEUTICS, INC.  
(a development stage company)  

BALANCE SHEETS  
(unaudited)  

   

   
See accompanying notes to financial statements  

   

  

    September 30,     December 31,   
    2010      2009    
              

Assets              
              
Current assets:              

Cash and cash equivalents    $ 4,733,445     $ 8,181,582   
Accounts receivable      19,267       -  
Other current assets      26,424       187,306   

Total current assets      4,779,136       8,368,888   
                  
Property & equipment, net of accumulated depreciation                  

of $1,165,263 and $1,029,241, respectively      813,888       949,910   
Total assets    $ 5,593,024     $ 9,318,798   

                  
Liabilities and Stockholders' Equity                  

                  
Current liabilities:                  

Accounts payable    $ 470,322     $ 593,011   
Accounts payable - related parties      15,000       32,591   
Accrued expenses      245,090       141,065   
Current maturity of loan payable      52,921       67,307   

Total current liabilities      783,333       833,974   
                  
Long term liabilities:                  

Convertible promissory notes, net of discount of $0                  
 and $314,749 respectively      -      987,251    

Loan payable, net of current portion      -      35,625   
Accrued interest      -      86,800   

Total liabilities      783,333       1,943,650   
                  
Commitments and contingencies      -      -  
                  
Stockholders' equity:                  

Preferred stock, no par value, 10,000,000 shares authorized,                  
none issued and outstanding      -      -  

Common stock, $0.01 par value, 100,000,000 shares authorized,                  
18,466,924 and 12,245,858 shares issued and outstanding      184,670       154,762   

Additional paid in capital      98,402,585       96,463,658   
Deficit accumulated during the development stage      (93,777,564 )     (89,243,272 ) 

Total stockholders' equity      4,809,691       7,375,148   
Total liabilities and stockholders' equity    $ 5,593,024     $ 9,318,798   
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OPEXA THERAPEUTICS, INC.  
(a development stage company)  
STATEMENTS OF EXPENSES  

Nine months ended September 30, 2010 and 2009 and the  
Period from January 22, 2003 (Inception) to September 30, 2010  

(unaudited)  
   

 
See accompanying notes to financial statements  

  

    Three Months     Three Months     Nine Months      Nine Months      Inception    
    Ended      Ended      Ended      Ended      through    
    September 30,     September 30,     September 30,     September 30,     September 30,   
    2010      2009      2010      2009      2010    
Research and development    $ 625,282       490,273     $ 2,193,919       1,653,755     $ 66,448,023   
General and administrative      626,697       665,649       1,706,546       1,473,639       24,693,308   
Depreciation and amortization      37,647       52,055       136,022       163,139       1,103,408   
Loss on disposal of assets      -      1,771       -      1,771       500,103   

Operating loss      (1,289,626 )     (1,209,748 )     (4,036,487 )     (3,292,304 )     (92,744,842 ) 
                                          
Interest income      815       131       1,395       1,625       1,357,220   
Other income and expense, net      -      500,000       -      500,000       661,146   
Gain on extinguishment of debt      -      -      -      -      1,612,440   
Gain (loss) on derivative instruments      -      -      -      (366,774 )     1,388,848   
Gain on sale of technology      -      3,000,000       -      3,000,000       3,000,000   
Interest expense      (2,004 )     (69,901 )     (499,200 )     (122,529 )     (9,052,376 ) 

Net loss    $ (1,290,815 )   $ 2,220,482     $ (4,534,292 )   $ (279,982 )   $ (93,777,564 ) 
                                          
Basic loss per share    $ (0.07 )   $ 0.18     $ (0.27 )   $ (0.02 )     N/A   
Diluted loss per share    $ (0.07 )   $ 0.14     $ (0.27 )   $ (0.02 )     N/A   
                                          
Weighted average shares outstanding - Basic      18,421,600       12,354,942       16,601,503       12,282,619       N/A   
Weighted average shares outstanding - Diluted      18,421,600       16,723,005       16,601,503       12,282,619       N/A   

  
-2- 



OPEXA THERAPEUTICS, INC.  
(a development stage company)  

STATEMENTS OF CASH FLOWS  
Nine months ended September 30, 2010 and 2009 and the  

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

 
   

 

  

    Nine Months Ended      Inception    
    September 30,      through    

    2010      2009      
September 30, 

2010    
Cash flows from operating activities                    

Net loss    $ (4,534,292 )   $ (279,982 )   $ (93,777,564 ) 
Adjustments to reconcile net loss to net cash provided by                    
(used in) operating activities:                          

Stock payable for acquired research and development      -      -      112,440   
Stock issued for acquired research and development      -      -      26,286,589   
Stock issued for services      64,350       -      1,974,715   
Stock issued for debt in excess of principal      -      -      109,070   
Amortization of discount on notes payable due                          
  to warrants and beneficial conversion feature      314,749       77,391       6,752,698   
Gain on extinguishment of debt      -      -      (1,612,440 ) 
Depreciation      136,022       163,139       1,103,408   
Amortization of debt financing costs      108,117       31,891       524,378   
Option expense      414,753       607,566       14,991,496   
Loss on derivative instruments      -      366,774       (1,388,848 ) 
Loss on disposition of fixed assets      -      1,771       500,103   

Changes in:                          
Accounts receivable      (19,267 )     (500,000 )     (19,267 ) 
Prepaid and other expenses      52,765       65,402       (443,097 ) 
Accounts payable      (122,689 )     (45,308 )     52,863   
Accounts payable - related party      (17,591 )     -      (17,591 ) 
Accrued expenses      95,316       214,335       196,526   

Net cash provided by (used in) operating activities      (3,507,767 )     702,979       (44,654,521 ) 
                          
Cash flows from investing activities                          

Purchase of property & equipment      -      -      (1,339,511 ) 
Cash used in investing activities      -      -      (1,339,511 ) 
                          
Cash flows from financing activities                          

Common stock and warrants  sold for cash, net of offering costs      -      -      40,454,331   
Common stock repurchased and canceled      -      -      (325 ) 
Proceeds from exercise of warrants and options      109,641       871,316       1,248,588   
Proceeds from debt      -      1,180,986       9,283,184   
Repayments on notes payable      (50,011 )     (46,244 )     (258,301 ) 

Net cash provided by financing activities      59,630       2,006,058       50,727,477   
                          
Net change in cash and cash equivalents      (3,448,137 )     2,709,037       4,733,445   
Cash and cash equivalents at beginning of period      8,181,582       1,243,187       -  
Cash and cash equivalents at end of period    $ 4,733,445     $ 3,952,224     $ 4,733,445   
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See accompanying notes to financial statements  

  
Cash paid for:                                          

Income tax    $ -    $ -    $ -  
Interest      85,043       13,246       148,400   

                          
NON-CASH TRANSACTIONS                          
Issuance of common stock to Sportan shareholders      -      -      147,733   
Issuance of common stock for accrued interest      78,091       -      603,604   
Issuance of warrants to placement agent      -      37,453       37,453   
Conversion of notes payable to common stock      1,302,000       -      7,709,980   
Conversion of accrued liabilities to common stock      -      -      197,176   
Conversion of accounts payable to note payable      -      -      93,364   
Discount on convertible notes relating to:                          

Warrants      -      349,947       3,659,737   
Beneficial conversion feature      -      89,546       1,805,519   
Stock attached to notes      -      -      1,287,440   

Fair value of derivative instrument      -      (1,976,457 )     4,680,220   
Derivative reclassified to equity      -      587,612       587,609   
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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 statements of Opexa Therapeutics, Inc., a development stage company, have been prepared 
in accordance with accounting principles generally accepted in the United States of America and the rules of the Securities and Exchange 
Commission and should be read in conjunction with the audited financial statements and notes thereto contained in Opexa’s latest Annual 
Report filed with the SEC on Form 10-K. In the opinion of management, all adjustments, consisting of normal recurring adjustments, necessary 
for a fair presentation of financial position and the results of operations for the interim periods presented have been reflected herein. The results 
of operations for interim periods are not necessarily indicative of the results to be expected for the full year.  Notes to the financial statements 
that would substantially duplicate the disclosure contained in the audited financial statements for the most recent fiscal year as reported in Form 
10-K, have been omitted.  
 
Note 2.  Cash and cash equivalents  
 

Opexa considers all highly liquid investments with an original maturity of three months or less, when purchased, to be cash equivalents.  
 

At September 30, 2010, Opexa invested approximately $4.6 million in a money market account with an average market yield of 0.03%. 
Interest income of $1,395 was recognized for the nine months ended September 30, 2010 in the statements of expenses.  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-year lease for its office and research facilities. The facility including the property is leased for a 
term of ten years with two options for an additional five years each at the then prevailing market rate. Future minimum lease payments under 
the non-cancellable operating lease are $36,885 for 2010, $147,540 for 2011, $150,129 for 2012 and a total of $434,221 for years 2013 to 
2015.  
   
Stem Cell Technology Agreement  
   

In August 2009, Opexa entered into an exclusive agreement with Novartis for the further development of its novel stem cell technology. 
This technology, which has generated preliminary data showing the potential to generate monocyte derived islet cells from peripheral blood 
mononuclear cells, was in early preclinical development at Opexa. Pursuant to this agreement, Novartis acquired Opexa’s stem cell technology 
and Novartis will have full responsibility for funding and carrying out all research, development and commercial activities.  Novartis has to 
date paid Opexa $3,500,000 ($3,000,000 as an upfront payment and $500,000 upon the completion of the first of two technology transfer 
milestones). Opexa remains eligible to receive an additional $500,000 technology transfer fee upon the completion of a second technology 
transfer milestone.  As part of ongoing technology transfer activities, Opexa provided additional support to Novartis during Q3 2010. Opexa is 
also eligible to receive certain clinical and commercial milestone payments as well as royalty payments from the sale of any products resulting 
from the use of the technology and Opexa retains an option on certain manufacturing rights.  Notwithstanding the forgoing, there can be no 
assurance that Opexa will receive any future payments in respect of the stem cell technology.  
   
Note 4.  Loan Payable  
 

Loan payable consists of an equipment line of $250,000 with Wells Fargo Bank of which $52,921 was outstanding as of September 30, 
2010. This loan has an interest rate of 7.61% per annum, matures in May 2011 and is secured by furniture and equipment purchased with the 
loan proceeds.  Payments are due and payable monthly until maturity.  
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Note 5.  Stock-Based Compensation  
 
Restricted Shares  
 

Pursuant to an agreement with a consultant for professional services, Opexa issued 55,000 restricted shares of common stock on 
August 18, 2010.  These shares vested immediately and have a fair value of $64,350 based on the share price at issuance date which was 
recognized as share-based compensation expense for the nine months ended September 30, 2010.  
 
Stock Options  
   
        The June 2004 Compensatory Stock Option Plan authorizes the issuance of various forms of stock-based awards, including incentive and 
non-statutory stock options, stock purchase rights, stock appreciation rights, and restricted and unrestricted stock awards.  A total of 2,300,000 
shares of common stock are authorized to be issued for awards made under the Plan through June 2014.  In addition, shares subject to options 
granted under the plan that terminate or expire without being exercised will become available for grant under the plan.  For the nine months 
ended September 30, 2010, a total of 141,146 shares were issued in connection with the exercise of options.  As of September 30, 2010, options 
to purchase an aggregate of 1,744,198 shares were issued and outstanding.  
 

 Opexa accounts for share-based compensation, including options, according to the provisions of FASB ASC 718, "Share Based Payment.” 
During the nine months ended September 30, 2010, Opexa recognized share-based compensation expense of $414,753 related to stock 
options.  Unamortized stock compensation expense as of September 30, 2010 amounted to $508,223.  
 
Stock Option Activity  
       
         A summary of stock option activity for the nine month period ended September 30, 2010   is presented below:  
   

   
The plan permits the granting of stock options to employees, officers, consultants and directors of Opexa.  Option awards are generally 

granted with an exercise price equal to the market price of Opexa’s stock at the date of issuance.  Stock option awards issued by Opexa have a 
ten year life and have various vesting dates that range from partial vesting upon date of grant to full vesting on a specified date.  Opexa 
estimates the fair value of stock options using the Black-Scholes option-pricing model and records the compensation expense ratably over the 
service period.  
 
Employee Options :  
 

During the nine months ended September 30, 2010, options to purchase an aggregate of 131,556 shares were granted to directors and 
employees at an exercise price range of $1.53 to $2.25.  These options have terms of 10 years and have a vesting schedule of one to three 
years.  Fair value of $270,982 was recorded using the Black-Scholes option-pricing model.  Variables used in the Black-Scholes option-pricing 
model for the options issued during the nine month period ended September 30, 2010 include (1) discount rates ranging from 1.93% to 2.78%, 
(2) expected term ranging from 5.2 to 6 years, (3) expected volatility ranging from 205.97% to 212.11% and (4) zero expected dividends.  

  

    
Number of 

Shares      
Wtd. Avg.  

Exercise Price     

Wtd. Avg.  
Remaining  

Contract Term 
(# years)      

Intrinsic 
Value    

Outstanding at January 1, 2010      1,923,376     $ 3.70               
Granted      152,556       2.08               
Exercised      (141,146 )     0.77               
Forfeited and expired      (190,588 )     13.43               
                              
Outstanding at September 30, 2010      1,744,198     $ 2.48       7.4     $ 635,736   
                                  
Exercisable at September 30, 2010      1,456,094     $ 2.60       7.1     $ 607,257   
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Non-Employee Options :  
 

During the nine months ended September 30, 2010, options to purchase 21,000 shares were granted to consultants at an exercise price 
ranging from $1.53 to $2.25.  These options have a term ranging from two to ten years and vest immediately.  Fair value of $41,541 was 
recorded using the Black-Scholes option-pricing model. Variables used in the Black-Scholes option-pricing model for options issued during the 
nine month period ended September 30, 2010 include (1) discount rate ranging from 0.97% to 1.57%, (2) expected term of two to five years, 
(3) expected volatility ranging from 205.97% to 271.57% and (4) zero expected dividends.  
 
Warrant Activity  
 

A summary of warrant activity for the nine month period ended September 30, 2010   is presented below:  
 

   
Note 6.  Convertible Promissory Notes  
 

Upon notice of Opexa’s intent to prepay the $1.25 million aggregate principal balance of the 10% Convertible Promissory Notes in full on 
June 23, 2010, the noteholders elected to convert the outstanding principal balance of the Notes into shares of Opexa common stock at the 
conversion price of $0.50 pursuant to the terms of the Notes.  The Notes were originally issued April 14, 2009 and May 14, 2009 and were 
scheduled to mature on April 24, 2011 and May 14, 2011.  The conversion of all Notes was effected June 23, 2010, with the exception of one 
Note that was converted in May 2010 by the holder thereof into 100,000 shares of Opexa common stock pursuant to the terms thereof.  
 

In settlement of accrued and unpaid interest on the Notes in the approximate amount of $156,000, the noteholders accepted Opexa’s offer 
to pay 50% of the accrued interest to June 23, 2010 in cash and 50% of the accrued interest to June 23, 2010 in shares of common stock 
calculated at the same $0.50 conversion price.  As a condition to accepting Opexa’s offer, each noteholder agreed to immediately terminate and 
release the security interest associated with the Notes as well as Opexa’s obligations under the Unit Purchase Agreement, Registration Rights 
Agreement and Security Agreement that were executed in connection with the original issuance of the Notes.  
 

The conversion of the Notes and payment of accrued interest resulted in the issuance of an aggregate of 2,760,181 shares of common stock 
and an aggregate cash payment in the amount of $78,115.  As debt was extinguished in exchange for equity pursuant to a preexisting 
contractual obligation recognized in the financial statements, management has concluded that no gain or loss should be recognized upon the 
conversion.  As of the date of the conversion, the unamortized discount related to the beneficial conversion feature and the warrants issued with 
the notes amounting to $211,590 as well as the unamortized deferred financing costs of $70,191 were charged to interest expense in the quarter 
ended June 30, 2010.  
 
Note 7.  Subsequent Events  
 

On September 2, 2010, Opexa’s Board approved the Opexa 2010 Stock Incentive Plan subject to shareholder approval, and the Plan was 
subsequently approved by shareholders at the annual meeting on October 19, 2010.  The 2010 Plan is the successor to and continuation of the 
2004 Compensatory Stock Option Plan.  The total number of shares of common stock reserved for issuance under the 2010 Plan consists of 
2,500,000 shares plus the number of shares subject to stock options outstanding under the 2004 Plan that are forfeited or terminate prior to 
exercise and would otherwise be returned to the share reserved under the 2004 Plan and any reserved shares not issued or subject to outstanding 
grants, up to a maximum of 2,066,800 additional shares.  

  

    
Number of 
Warrants      

Wtd. Avg.  
E xercise Price     

Wtd. Avg.  
Remaining  

Contract Term 
(# years)      

Intrinsic  
Value    

Outstanding at January 1, 2010      12,676,761     $ 6.93               
Granted      7,867       2.00               
Exercised      (68,411 )     2.10               
Expired      (1,156,633 )     29.40               
                              
Outstanding at September 30, 2010      11,459,584     $ 2.75       2.1     $ 1,429,492   
                                  
Exercisable at September 30, 2010      11,459,584     $ 2.75       2.1     $ 1,429,492   
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Item 2.  Management’s Discussion and Analysis of Financial 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 “forward-looking statements” which are made pursuant to the safe harbor provisions of 
Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended.  Many 
statements, other than statements of historical facts, included or incorporated into this report are forward-looking statements.  In particular, 
these statements may be found under the “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and “Risk 
Factors” sections, among other places.  The words “expects,” “believes,” “anticipates,” “estimates,” “may,” “could,” “intends,” and similar 
expressions are intended to identify forward-looking statements.  The forward-looking statements in this report do not constitute guarantees of 
future performance.  Investors are cautioned that statements in this report which are not strictly historical statements, including, without 
limitation, statements regarding current or future financial payments, returns, royalties, performance and position, management's strategy, plans 
and objectives for future operations, plans and objectives for product development, plans and objectives for present and future clinical trials and 
results of such trials, plans and objectives for regulatory approval, litigation, intellectual property, product development, manufacturing plans 
and performance, constitute forward-looking statements.  Such forward-looking statements are subject to a number of risks and uncertainties 
that could cause actual results to differ materially from those anticipated, including, without limitation, risks associated with: market 
conditions, our capital position, our ability to enter into and benefit from a partnering arrangement for our product candidate, Tovaxin, on 
reasonably satisfactory terms (if at all), and our dependence (if partnered) on the resources and abilities of any partner for the further 
development of Tovaxin, our ability to compete with larger, better financed pharmaceutical and biotechnology companies, new approaches to 
the treatment of our targeted diseases, our expectation of incurring continued losses, our uncertainty of developing a marketable product, our 
ability to raise additional capital to continue our treatment development programs, the success of our clinical trials, our ability to develop and 
commercialize products, our ability to obtain required regulatory approvals, our compliance with all Food and Drug Administration 
regulations, our ability to obtain, maintain and protect intellectual property rights (including for Tovaxin), the risk of litigation regarding our 
intellectual property rights, the success of third party development and commercialization efforts with respect to products covered by 
intellectual property rights transferred by the Company, our limited manufacturing capabilities, our dependence on third-party manufacturers, 
our ability to hire and retain skilled personnel, our volatile stock price, and other risks described below under “Risk Factors” and detailed in our 
filings with the Securities and Exchange Commission.  These forward-looking statements speak only as of the date made.  We assume no 
obligation or undertaking to update any forward-looking statements to reflect any changes in expectations with regard thereto or any change in 
events, conditions or circumstances on which any such statement is based.  You should, however, review additional disclosures we make in the 
reports we file with the Securities and Exchange Commission.  
   
Business Overview  
   

Unless otherwise indicated, we use “Opexa,” “the Company,” “we,” “our” and “us” in this quarterly report to refer to the businesses of 
Opexa Therapeutics, Inc.  

   
We are a biopharmaceutical company developing personalized cellular therapies with the potential to treat major illnesses, including 

multiple sclerosis (MS). These therapies are based on our proprietary T-cell technology. The information discussed related to our product 
candidates is preliminary and investigative. Our product candidates are not approved by the Food and Drug Administration (FDA).  

   
Our lead product candidate, Tovaxin ® , is a personalized T-cell therapeutic vaccine licensed 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 attacking the myelin sheath that coats the nerve cells of the central nervous system (CNS). 
Tovaxin consists of attenuated patient-specific myelin reactive T-cells (MRTCs) against peptides from one or more of the primary proteins on 
the surface of the myelin sheath (myelin basic protein (MBP), proteolipid protein (PLP) and myelin oligodendrocyte glycoprotein (MOG)). 
Patient-specific MRTCs are expanded in culture with specific peptides identified by our proprietary assay of the patient’s peripheral blood. The 
cells are then attenuated, or weakened, by gamma irradiation, and returned to the patient as a subcutaneous injection.  
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Although further testing is necessary, results from our human trials to date appear to indicate that these attenuated T-cells cause an immune 
response directed at the autoreactive T-cells in the patient’s body, resulting in a reduction in the level of harmful T-cells. In 2008, we 
completed an FDA cleared Phase IIb clinical trial of Tovaxin which enrolled 150-patients. The trial was entitled, A Multicenter, Randomized, 
Double-Blind, Placebo-Controlled Study of Subcutaneous Tovaxin in Subjects with Clinically Isolated Syndrome or Relapsing Remitting 
Multiple Sclerosis (Tovaxin for Early Relapsing-Remitting MS, “TERMS”).  
   

The TERMS study was a Phase IIb multi-center, randomized, double blind, placebo-controlled trial in 150 patients with Relapsing-
Remitting Multiple Sclerosis (RRMS) or high risk Clinically Isolated Syndrome (CIS). The study involved 2:1 randomization with 100 patients 
receiving Tovaxin and 50 receiving placebo. According to the study protocol, patients received a total of five subcutaneous injections at weeks 
0, 4, 8, 12 and 24. Top-line data from the TERMS trial is as follows:  

   
Further analysis of the TERMS clinical study of 150 patients with RRMS evaluated those patients with an annualized relapse rate of 

greater than or equal to one at study entry (ARR > 1). 79% of the Tovaxin-treated group (n=85) remained relapse free at one year and the 
annualized relapse rate after treatment decreased to 0.20, a 42% reduction compared to placebo. The results of this expanded analysis confirm 
those found in the previously-reported per-protocol analysis of patients in the TERMS study with ARR>1. This post-hoc analysis, which 
represents 86% of the total patient population in the TERMS study, was conducted to evaluate Tovaxin treatment among study patients with 
the same baseline disease activity that is being targeted for inclusion in future clinical studies. Along with a marked reduction in relapses, 89% 
of the Tovaxin-treated patients with ARR > 1 showed stabilization or improvement in MS disability.  

   
Treatment with Tovaxin was well tolerated, with no treatment-related serious adverse events reported in any Tovaxin-treated patient.  
   
Tovaxin is a personalized T-cell vaccine based on a patient’s individual immunologic profile. Detailed immunology data analysis from the 

TERMS trial indicate that Tovaxin can successfully induce changes in T-cell reactivity to all three targeted myelin antigens implicated in the 
autoimmune attacks causing neurologic damage in MS. These changes appear epitope-specific, are sustained for six months or more, and match 
each patient’s Tovaxin formulation. Tovaxin is not broadly immunosuppressive, an important feature of its favorable safety profile.  
   
Other Opportunities  
   

Our proprietary T-cell technology has enabled us to develop intellectual property and a comprehensive sample database that may enable 
discovery of novel biomarkers and other relevant peptides to be used to treat MS patients.  
   
Stem Cell Therapy  
   

In August 2009, we entered into an exclusive agreement with Novartis for the further development of our novel stem cell technology. This 
technology, which has generated preliminary data showing the potential to generate monocyte derived islet cells from peripheral blood 
mononuclear cells, was in early preclinical development at Opexa. Pursuant to this agreement, Novartis acquired our stem cell technology and 
Novartis will have full responsibility for funding and carrying out all research, development and commercial activities.  Novartis has to date 
paid us $3,500,000 ($3,000,000 as an upfront payment and $500,000 upon the completion of the first of two technology transfer milestones). 
We remain eligible to receive an additional $500,000 technology transfer fee upon the completion of a second technology transfer milestone.    

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

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

   • Patients who had an ARR>1 at study entry demonstrated a statistically significant improvement in disability score as measured by the 
Expanded Disability Status Scale (EDSS) (p =0.045) for patients treated with Tovaxin as compared to those receiving placebo. The EDSS 
score is a measure of disability ranging from 0-10. In addition, 28.1% of the Tovaxin patients showed an improvement in EDSS of at 
least one point as compared to 5.6% in the placebo group.  

   •  Patients who had an ARR>1 at study entry and were treated with Tovaxin experienced an 88% reduction in brain atrophy and a 59% 
reduction in absolute T-2 lesion volume as compared to placebo.  

•  Tovaxin was safe and well tolerated with no serious adverse events related to Tovaxin treatment. The most common adverse event was 
injection site irritation which was generally mild and transient.  
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As part of ongoing technology transfer activities, we provided additional support to Novartis during Q3 2010. We are also eligible to receive 
certain clinical and commercial milestone payments as well as royalty payments from the sale of any products resulting from the use of the 
technology and we retain an option on certain manufacturing rights.  Notwithstanding the forgoing, there can be no assurance that we will 
receive any future payments in respect of the stem cell technology.  
   
Critical Accounting Policies  
   

General. Our discussion and analysis of our financial condition and results of operations is based on our financial statements, which have 
been prepared in accordance with accounting principles generally accepted in the U.S. The preparation of these financial statements requires us 
to make estimates and judgments that affect the reported amounts of assets, liabilities and expenses. We base our estimates on historical 
experience and on various other assumptions that we believe to be reasonable under the circumstances, the results of which form the basis for 
making judgments about the carrying values of assets and liabilities that are not readily apparent from other sources. Actual results may differ 
from these estimates under different assumptions or conditions. We believe the following critical accounting policies affect our most significant 
judgments and estimates used in preparation of our financial statements.  

   
Stock-Based Compensation. We adopted the provisions of FASB ASC 718 which establishes accounting for equity instruments 

exchanged for employee service. We utilize the Black-Scholes option pricing model to estimate the fair value of employee stock based 
compensation at the date of grant, which requires the input of highly subjective assumptions, including expected volatility and expected life. 
Changes in these inputs and assumptions can materially affect the measure of estimated fair value of our share-based compensation. These 
assumptions are subjective and generally require significant analysis and judgment to develop. When estimating fair value, some of the 
assumptions will be based on, or determined from, external data and other assumptions may be derived from our historical experience with 
stock-based payment arrangements. The appropriate weight to place on historical experience is a matter of judgment, based on relevant facts 
and circumstances.  

   
We estimated volatility by considering historical stock volatility. We have opted to use the simplified method for estimating expected term 

equal to the midpoint between the vesting period and the contractual term.  
   
Research and Development. The costs of materials and equipment or facilities that are acquired or constructed for research and 

development activities and that have alternative future uses are capitalized as tangible assets when acquired or constructed. The cost of such 
materials consumed in research and development activities and the depreciation of such equipment or facilities used in those activities are 
research and development costs. However, the costs of materials, equipment, or facilities acquired or constructed for research and development 
activities that have no alternative future uses are considered research and development costs and are expensed at the time the costs are incurred. 
   
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 three months ended September 30, 2010 and 2009.  
   
Research and Development Expenses. Research and development expenses were $625,282 for the three months ended September 30, 

2010, compared with $490,273 for the three months ended September 30, 2009. The increase in expenses was primarily related to an increase 
in personnel, an increase in professional service fees and the initiation of key experiments, and was partially offset by a decrease in stock 
compensation expense.  

   
General and Administrative Expenses. General and administrative expenses for the three months ended September 30, 2010 were 

$626,697, compared with $665,649 for the three months ended September 30, 2009.  The decrease in expense is due to a decrease in bonus 
compensation expense as well as a decrease in professional service fees, partially offset by an increase in executive and stock compensation 
costs.  

 
Gain on sale of technology.   Gain on sale of assets for the three months ended September 30, 2010 was $-0- compared to $3,000,000 for 

the three months ended September 30, 2009.  The gain recognized for the three months ended September 30, 2009 is attributable to the sale of 
the Company’s stem cell technology program to Novartis for an upfront payment of $3,000,000.  As there was no cost basis associated with the 
stem cell assets on the Company’s financial statements, the entire upfront payment was recognized as a gain on sale.  

 
Other income and expense, net.   Other income for the three months ended September 30, 2010 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 September 30, 2009 is attributable to the completion of the initial $500,000 technology transfer 
fee milestone pursuant to the terms of the stem cell technology acquisition agreement with Novartis.  

 
Interest Expense.   Interest expense was $2,004 for the three months ended September 30, 2010, compared to $69,901 for the three 

months ended September 30, 2009. The decrease in interest expense was primarily related to the June 23, 2010 conversion of the 10% 
Convertible Promissory Notes and the absence of associated interest expense in the quarter ended September 30, 2010.  

   
Interest Income.   Interest income was $815 for the three months ended September 30, 2010, compared to $131 for the three months 

ended September 30, 2009.  
   
Net loss. We had a net loss for the three months ended September 30, 2010 of $1,290,815, or $0.07 per share (basic and diluted), compared 

with a net gain of approximately $2,220,482, or $0.18 per share-basic and $0.14 per share-diluted, for the three months ended September 30, 
2009. The increase in net loss is primarily due to the gain on technology sale and initial technology transfer fee milestone recorded in the prior 
year quarter which were not present in the quarter ended September 30, 2010.  

 
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 nine months ended September 30, 2010 and 2009.  
   
Research and Development Expenses. Research and development expenses were $2,193,919 for the nine months ended September 30, 

2010, compared with $1,653,755 for the nine months ended September 30, 2009. The increase in expenses was primarily related to an increase 
in personnel, an increase in professional service fees and the initiation of key experiments, and was partially offset by a decrease in stock 
compensation expense.  
   

General and Administrative Expenses. General and administrative expenses for the nine months ended September 30, 2010 were 
$1,706,546, compared with $1,473,639 for the nine months ended September 30, 2009.  The increase in expense is due to an increase in 
professional service fees as well as an increase in executive compensation costs, and was partially offset by a decrease in stock and bonus 
compensation expense.  

 
Gain on sale of technology.   Gain on sale of assets for the nine months ended September 30, 2010 was $-0- compared to $3,000,000 for 

the nine months ended September 30, 2009.  The gain recognized for the nine months ended September 30, 2009 is attributable to the sale of 
the Company’s stem cell technology program to Novartis for an upfront payment of $3,000,000.  As there was no cost basis associated with the 
stem cell assets on the Company’s financial statements, the entire upfront payment was recognized as a gain on sale.  

   
Other income and expense, net.   Other income for the nine months ended September 30, 2010 was $-0- compared to $500,000 for the 

nine months ended September 30, 2009.  The other income for the nine months ended September 30, 2009 is attributable to the completion of 
the initial $500,000 technology transfer fee milestone pursuant to the terms of the stem cell technology acquisition agreement with Novartis.  

 
Interest Expense.   Interest expense was $499,200 for the nine months ended September 30, 2010, compared to $122,529 for the nine 

months ended September 30, 2009.  The increase in interest expense was primarily related to the amortization of the remaining discount and 
deferred financing fees in connection with the June 23, 2010 conversion of the 10% Convertible Promissory Notes.  

   
Interest Income.   Interest income was $1,395 for the nine months ended September 30, 2010, compared to $1,625 for the nine months 

ended September 30, 2009.  The decrease was due to the reduction in interest rates.  
   
Net loss. We had a net loss for the nine months ended September 30, 2010 of $4,534,292, or $0.27 per share (basic and diluted), compared 

with a net loss of $279,982 or $0.02 per share (basic and diluted), for the nine months ended September 30, 2009. The increase in net loss is 
primarily due to the absence of the $3,000,000 gain on technology sale and $500,000 technology transfer fee milestone in the nine month 
period ended September 30, 2010 as compared to the nine months ended September 30, 2009 as well as increases in research and development, 
general and administrative, and interest expenses.  

  

  
-11- 



Liquidity and Capital Resources  
   

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

   
Our current burn rate is approximately $380,000 per month. We believe that while we have sufficient liquidity to support our operations, at 

current levels, through 2011, we will need to raise additional capital in the future to fund our current business plan and support our operations. 
We do not maintain any external lines of credit, or have commitments for equity funds, and should we need any additional capital in the future, 
management will be reliant upon “best efforts” debt or equity financings. As our prospects for funding, if any, develop, we will assess our 
business plan and make adjustments accordingly. Although we have successfully funded our operations to date by attracting additional 
investors in our equity, there is no assurance that our capital raising efforts will be able to attract additional necessary capital for our operations 
in the future. If we are unable to obtain additional funding for operations in the future, we may not be able to continue operations as proposed, 
requiring us to modify our business plan, curtail various aspects of our operations or cease operations.  
   
Off-Balance Sheet Arrangements  
   

None.  
   
Recent Accounting Pronouncements  
 

For the period ended September 30, 2010, there were no accounting standards or interpretations issued that are expected to have a material 
impact on our financial position, operations or cash flows.  
 
Item 3. Quantitative and Qualitative Disclosures About Market Risk.  
 

Not Applicable.  
 
Item 4T. Controls and Procedures.  
   
Evaluation of Disclosure Controls and Procedures  
   

We maintain disclosure controls and procedures that are designed to ensure that information required to be disclosed by us in the reports 
that we file or submit to the Securities and Exchange Commission under the Securities Exchange Act of 1934, as amended, is recorded, 
processed, summarized, and reported within the time periods specified by the Securities and Exchange Commission’s rules and forms, and that 
information is accumulated and communicated to our management, including our principal executive and principal financial officer (whom we 
refer to in this periodic report as our Certifying Officer), as appropriate to allow timely decisions regarding required disclosure. Our 
management evaluated, with the participation of our Certifying Officer, the effectiveness of our disclosure controls and procedures as of 
September 30, 2010, pursuant to Rule 13a-15(b) under the Securities Exchange Act. Based upon that evaluation, our Certifying Officer 
concluded that, as of September 30, 2010, our disclosure controls and procedures were effective.  
   
Changes in Internal Control Over Financial Reporting  
   

There were no changes in our internal control over financial reporting that occurred during our most recently completed fiscal quarter that 
have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.  
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PART II  
   

      OTHER INFORMATION  
Item 1.  Legal Proceedings.  
 

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

Reference is made to “Management’s Discussion and Analysis of Financial Condition and Results of Operations – Forward-Looking 
Statements” in Part I, Item 2 of this report.  This Item 1A should be read in conjunction with Part I, Item 1A. “Risk Factors” in our Annual 
Report on Form 10-K for the fiscal year ended December 31, 2009 filed with the Securities and Exchange Commission, which is incorporated 
herein by reference.  Although we believe that the expectations reflected in any forward-looking statements we make are reasonable, we 
caution you that these expectations or predictions may not prove to be correct or we may not achieve the financial or operations results or other 
benefits anticipated in the forward-looking statements.  Forward-looking statements are subject to a number of risks and uncertainties, which 
could cause our actual results to vary materially from those suggested by the forward-looking statements, such as:  

  

  

• Our business is at an early stage of development. We are largely dependent on the success of our lead product candidate, Tovaxin, and we 
cannot be certain that Tovaxin will receive regulatory approval or be successfully commercialized. 

  • We have a history of operating losses and do not expect to be profitable in the near future. 

• Our ability to obtain necessary funding is uncertain. 

  •  Our independent auditor’s report in respect of our 2008 fiscal year expressed substantial doubt about our ability to continue as a going 
concern, which may make raising capital more difficult. 

•  We will depend on strategic collaborations with third parties to develop and commercialize product candidates, such as Tovaxin, and we 
may not have control over a number of key elements relating to the development and commercialization of any such product candidate. 

•  We will need regulatory approvals for any product candidate, including Tovaxin, prior to introduction to the market, which will require 
successful testing in clinical trials. Clinical trials are subject to extensive regulatory requirements, and are very expensive, time-
consuming and difficult to design and implement. Any product candidate, such as Tovaxin, may fail to achieve necessary safety and 
efficacy endpoints during clinical trials in which case we will be unable to generate revenue from the commercialization and sale of our 
products. 

• We will rely on third parties to conduct our clinical trials and perform data collection and analysis, which may result in costs and delays 
that may hamper our ability to successfully develop and commercialize any product candidate, including Tovaxin. 

   • If we fail to identify and license or acquire other product candidates, we will not be able to expand our business over the long term. 

   • We are dependent upon our management team and a small number of employees. 

  • If we fail to meet our obligations under our license agreements, we may lose our rights to key technologies on which our business 
depends. 

   • Our current research and manufacturing facility is not large enough to manufacture product candidates, such as Tovaxin, for clinical trials 
or, if such clinical trials are successful, commercial applications. 

   • If any product we may eventually have is not accepted by the market or if users of any such product are unable to obtain adequate 
coverage of and reimbursement for such product from government and other third-party payors, our revenues and profitability will suffer. 

  • Any product candidate that we develop, such as Tovaxin, if approved for sale, may not gain acceptance among physicians, patients and 
the medical community, thereby limiting our potential to generate revenues. 

   • We have incurred, and expect to continue to incur, increased costs and risks as a result of being a public company. 

   • Patents obtained by other persons may result in infringement claims against us that are costly to defend and which may limit our ability to 
use the disputed technologies and prevent us from pursuing research and development or commercialization of potential products, such as 
Tovaxin. 
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The risks described in this report and in our Annual Report on Form 10-K are not the only risks facing us. Additional risks and 

uncertainties not currently known to us or that we currently deem to be immaterial also may materially adversely affect our business, financial 
condition or future results.  
 
  Item 2.    Unregistered Sales of Equity Securities and Use of Proceeds.  
 

On August 18, 2010, Opexa issued 55,000 restricted shares of common stock to a consultant for professional services. The common stock 
was issued in reliance on the exemption from registration contained in Section 4(2) of the Securities Act of 1933, as amended, and the rules and 
regulations promulgated thereunder.  
 
Item 3.  Defaults Upon Senior Securities.  
 

None.  
 
Item 4.  [Removed and Reserved]  
 
Item 5.  Other Information.  
 

None.        

•  If we are unable to obtain patent protection and other proprietary rights, our operations will be significantly harmed.  

• Confidentiality agreements with employees and others may not adequately prevent disclosure of our trade secrets and other proprietary 
information and may not adequately protect our intellectual property, which could limit our ability to compete. 

  • 
A dispute concerning the infringement or misappropriation of our proprietary rights or the proprietary rights of others could be time 
consuming and costly, and an unfavorable outcome could harm our business. 

  •  We are subject to stringent regulation of our product candidates, such as Tovaxin, which could delay development and 
commercialization. 

•  We may need to change our business practices to comply with health care fraud and abuse regulations, and our failure to comply with 
such laws could adversely affect our business, financial condition and results of operations. 

•  If our competitors develop and market products that are more effective than our product candidates, they may reduce or eliminate our 
commercial opportunities.  

• Rapid technological change could make our products obsolete.  

• Consumers may sue us for product liability, which could result in substantial liabilities that exceed our available resources and damage 
our reputation. 

     • Health care reform measures could adversely affect our business.  

• There is currently a limited market for our securities, and any trading market that exists in our securities may be highly illiquid and may 
not reflect the underlying value of our net assets or business prospects.  

  • Our stock may be delisted from NASDAQ, which could affect its market price and liquidity.  

  • Our share price is volatile, and you may not be able to resell our shares at a profit or at all.  

  • We may be or become the target of securities litigation, which is costly and time-consuming to defend.  

  • Our “blank check” preferred stock could be issued to prevent a business combination not desired by management or our current majority 
stockholders.  

  • Future sales of our common stock in the public market could lower our stock price. 

•  We presently do not intend to pay cash dividends on our common stock. 

•  Our stockholders may experience substantial dilution in the value of their investment if we issue additional shares of our capital stock. 
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Item 6.  Exhibits.  
   
Exhibit  
   No.                Description  
 

   __________________  
   

   
   
SIGNATURES  
 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by 
the undersigned thereunto duly authorized.  

   
   

 

  

31.1*  Certification of Chief Executive Officer and Chief Financial Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 
2002.  

    
32.1*  Certification of Chief Executive Officer and Chief Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 

2002.  

*  Filed herewith  

    OPEXA THERAPEUTICS, INC.  
        
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)  
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Exhibit  
   No.                Description  
 

   __________________  
   

 

  

    
    

31.1*  Certification of Chief Executive Officer and Chief Financial Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 
2002.  

    
32.1*  Certification of Chief Executive Officer and Chief Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 

2002.  

*  Filed herewith  



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 Form 10-Q of Opexa Therapeutics, Inc.;  

2.  Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a 
material fact necessary to make the statements made, in light of the circumstances under which such statements 
were made, not misleading with respect to the period covered by this report;  

3.  Based on my knowledge, the financial statements, and other financial information included in this report, fairly 
present in all material respects the financial condition, results of operations and cash flows of the registrant as of, 
and for, the periods presented in this report;  

4.  The registrant’s other certifying officer(s) and I are responsible for establishing and maintaining disclosure 
controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over 
financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the registrant and have:  

   a.  Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be 
designed under our supervision, to ensure that material information relating to the registrant, including its 
consolidated subsidiaries, is made known to us by others within those entities, particularly during the 
period in which this report is being prepared;  

   b.  Designed such internal control over financial reporting, or caused such internal control over financial 
reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of 
financial reporting and the preparation of financial statements for external purposes in accordance with 
generally accepted accounting principles;  

   c.  Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this 
report our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of 
the period covered by this report based on such evaluation; and  

   d.  Disclosed in this report any change in the registrant’s internal control over financial reporting that 
occurred during the registrant’s fourth fiscal quarter that has materially affected, or is reasonably likely to 
materially affect, the registrant’s internal control over financial reporting; and  

5.  The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal 
control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of 
directors (or persons performing the equivalent functions):  

   a.  All significant deficiencies and material weaknesses in the design or operation of internal control over 
financial reporting which are reasonably likely to adversely affect the registrant’s ability to record, 
process, summarize and report financial information; and  

   b.  Any fraud, whether or not material, that involves management or other employees who have a significant 
role in the registrant’s internal control over financial reporting.  

        
Date: November 9, 2010     By: /s/  Neil K. Warma          
  

  

  Neil K. Warma  
President, Chief Executive Officer and  
Acting Chief Financial Officer  



 EXHIBIT 32.1 
   

CERTIFICATION PURSUANT TO  
18 U.S.C. SECTION 1350,  

AS ADOPTED PURSUANT TO SECTION 906  
OF THE SARBANES-OXLEY ACT OF 2002  

 
   

In connection with the Quarterly Report of Opexa Therapeutics, Inc. (the “Company”) on Form 10-Q for the 
period ending September 30, 2010, (the “Report”), as filed with the Securities and Exchange Commission on the date 
hereof, I, Neil K. Warma, President, Chief Executive Officer and Acting Chief Financial Officer of the Company, 
certify, pursuant to 18 U.S.C. §1350, as adopted pursuant to §906 of the Sarbanes-Oxley Act of 2002, to the best of my 
knowledge, that:  
   

   

   
 
   

 
 

1.  The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 
1934; and  

2.  The information contained in the Report fairly presents, in all material respects, the financial condition and 
results of operations of the Company.  

        
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)  


