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UNITED STATES

SECURITIESAND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 8-K

CURRENT REPORT

Pursuant to Section 13 or 15(d) of the
Securities Exchange Act of 1934

Date of Report (date of earliest event reported): November 14, 2012

OPEXA THERAPEUTICS, INC.
(Exact name of registrant as specified in its @rart

Texas 001-33004 76-0333165
(State or other jurisdiction of incorporation) (Commission File Number) (IRS Employer IdentificatiNo.)
2635 Technology Forest Blvd., The Woodlands, Texas 77381
(Address of principal executive offices) (Zip Code)

Registrant’s telephone number, including area c(®28%) 272-9331
N/A
(Former name or former address, if changed siratadport)

Check the appropriate box below if the Form 8-{lis intended to simultaneously satisfy the {jliobligation of the registrant under any of
the following provisions:

[0 Written communications pursuant to Rule 425 urilerSecurities Act (17 CFR 230.425)
) Soliciting material pursuant to Rule 14a-12 untierExchange Act (17 CFR 240.14a-12)
[0 Pre-commencement communications pursuant to Ride?{b) under the Exchange Act (17 CFR 240.14d)2(b)

[ Pre-commencement communications pursuant to Ragdet{c) under the Exchange Act (17 CFR 240.13€er4(c)




I[tem 2.02. Results of Operations and Financial Condition.

On November 14, 2012, Opexa Therapeutics, Ind fieQuarterly Report on Form 10-Q for the quaeteded September 30, 2012 and
announced its results of operations in a presaseleA copy of the press release announcing thudtsas furnished as Exhibit 99.1 to this
Current Report on Form 8-K and is incorporated ineog reference.

Item 9.01. Financial Statements and Exhibits.
(d) Exhibits

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeuticen November 14, 2012.

The information in Item 2.02 of this Current RepantForm 8-K, including Exhibit 99.1, shall not leemed “filed"for the purposes of Secti
18 of the Securities Exchange Act of 1934 or otligevgubject to the liabilities under that Sectioor, be deemed to be incorporated by
reference into the filings of the registrant unther Securities Act of 1933.
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SIGNATURES

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

Dated: November 14, 201 OPEXA THERAPEUTICS, INC.
By: /s/ Neil K. Warma

Neil K. Warma
President & Chief Executive Officer




EXHIBIT INDEX

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeuticen November 14, 2012.



Exhibit 99.1

Opexa Therapeutics Reports Third Quarter 2012 Financial Results and Provides Cor porate Update

THE WOODLANDS, Texas--(BUSINESS WIRE)--November 2912--Opexa Therapeutics, Inc. (NASDAQ: OPXA)ompany developing
Tcelna™, a novel T-cell therapy for multiple scleieo(MS), today reported financial results for thmrter ended September 30, 2012 and
provided an overview of recent corporate develogsen

Third quarter and recent highlights include:

e Commenced the Abili-T clinical study, a Phase lihical trial of Tcelna in patients with Seconddyogressive Multiple Sclerosis
(SPMS);

e Closed a $4,085,000 convertible secured note fingnc

e Entered into two purchase agreements in which Opeaséhe right to sell, over a 30-month periodtau$16.5 million in shares of its
common stock to an institutional investor, subjeatertain conditions and limitations; and

e Received approval from Health Canada enabling esiparof the Abili-T clinical trial into Canada.

“After extensive preparations up through Augusthig year, including the enhancement of our Tcehaaufacturing process and the
optimization of our clinical development strategyg successfully returned to the clinic in Septen#et initiated the Abili-T clinical study, a
Phase llb clinical trial in patients with SPMS,"namented Neil K. Warma, President and Chief ExeeuBificer of Opexa. “The enthusiastic
response by physicians and patients alike to thk-Alstudy has resulted in good initial enrolimemhe two-year trial is expected to enroll a
total of 180 SPMS patients in 30 sites in the &I Canada. Currently, we have secured contratisowér half of the clinical sites and
continue to progress in discussions with additicitals that have expressed a desire to participabe study. We have enrolled approximately
ten percent of the patients to date in the clinitatly and expect enrollment to expand as mors B#&eome activated and begin to screen
potential patients. We are also pleased to haweved approval by Health Canada, the Canadian afguivof the U.S. Food and Drug
Administration, to expand the trial with Canadidtles Given Tcelna’s previously demonstrated streaifgty profile, along with very limited
treatment options currently available in SPMS, weeet enroliment of the Abili-T study to progressli

“Earlier this month, we entered into two purchageeaments with Lincoln Park Capital Fund, LLC whmreve have the right to sell to Lincoln
Park an aggregate of up to $16.5 million in shafesur common stock over a 30-month period, sulifecertain conditions and limitations,”
commented Mr. Warma. “Additionally, we implementad at-the-market (ATM) facility in September in whiwe can sell up to four million
shares of our common stock from time to time dependn market demand. Meanwhile we continue to@epbpportunities to properly
resource the Company from a capital standpoinetaldde to fully support ongoing clinical developmérhese opportunities may result in
additional capital raises, a strategic partnershipoth.”

“As of September 30, 2012, our cash and cash eguigatotaled approximately $2.2 million. Our mowthurn rate for the nine months end
September 2012 was approximately $885,000, inctusithe cost of preparations to commence the Plasénical study,” continued Mr.
Warma. “We believe we have sufficient liquiditygsapport our current clinical trial activities inbiecember 2012. Moving forward, we are
continuing to explore potential opportunities altdraatives to obtain the additional resources Wiktbe necessary to continue and complete
the Phase llb study and to support ongoing operaiiluring the pendency of such study.”




Second Quarter Financial Results
Opexa reported no commercial revenues in the #medenine months ended September 30, 2012 or icotmgarable prior-year periods.

Research and development expenses were $1,455:)8381604,243 for the three and nine months endpteSber 30, 2012, respectively,
compared with $654,772 and $2,194,141 for the threenine months ended September 30, 2011, resplgctThe increases were primarily
due to increases in the procurement and use ofisggpr both our laboratory and our product mantifeng operations, the engagement of
consultants for further clinical development, steoknpensation expense and facilities costs.

General and administrative expenses for the thndenane months ended September 30, 2012 were $582d $1,878,236, respectively,
compared with $584,794 and $1,737,686 for the threenine months ended September 30, 2011, regplgciihe decrease for the three
months ended September 30, 2012 compared to the thonths ended September 30, 2011 was primamyala decrease in business
development expenses and was partially offset tieases in stock compensation expense and invagia@ach activities. The increase for the
nine months ended September 30, 2012 comparee trie months ended September 30, 2011 was prjntard to increases in employee
compensation expense, legal expenses, investa@amhtiand capital financing activities, and wasigiyrtoffset by a decrease in business
development expenses.

Depreciation and amortization expense for the tareknine months ended September 30, 2012 wasl¥Barkl $225,365, respectively,
compared with $56,888 and $157,254 for the threknéme months ended September 30, 2011, respactiMet increase in expense is
primarily due to increases in depreciation for liscbuild-out costs, and increases in depreciation for labpramanufacturing and informati
technology equipment acquired during 2011 and 2012.

Interest expense for the three and nine monthsdeBdptember 30, 2012 was $151,029 and $152,0¢®2atdgely, compared with $638 and
$2,643 for the three and nine months ended SepteB®h@011, respectively. The increase in inteegpense was primarily related to the
amortized debt discount and interest on the Jul\2@4%2 convertible notes and the amortization effthancing fees over the life of the notes.

Opexa reported a net loss for the three monthsdeS8dptember 30, 2012 of $2.36 million, or ($0.1€) ghare, and a net loss for the nine
months ended September 30, 2012 of $6.90 milliof$@.20) per share. For the three month and nioetimperiods ending September 30,
2011, Opexa reported a net loss of $1.30 millior($6.06) per share, and $4.09 million, or ($0.4&) share, respectively.

Cash and cash equivalents were $2,237,618 as tfrSker 30, 2012 compared to $8,639,856 as of Séetedd, 2011.

Further details can be found in the Company’s QuigrReport on Form 10-Q for the quarter ended &aper 30, 2012.




About Opexa

Opexa Therapeutics, Inc. is dedicated to the dpwedmt of patient-specific cellular therapies fag treatment of autoimmune diseases such a
MS. The Company’s leading therapy, Tcelna™, israqealized cellular immunotherapy treatment that iste stage clinical development for
MS. Tcelna is derived from T-cells isolated fromripkeral blood, expanded ex vivo, and reintroduoga the patients via subcutaneous
injections. This process triggers a potent immu@sponse against specific subsets of autoreactoad§ known to attack myelin and, thereby,
reduces the risk of relapse over time.

For more information visit the Opexa Therapeutiebsite at www.opexatherapeutics.com

Cautionary Statement Relating to Forwar d-L ooking Information for the Purpose of " Safe Harbor" Provisions of the Private Securities
Litigation Reform Act of 1995

This press release contains forward-looking stateevhich are made pursuant to the safe harborigions of Section 27A of the Securities
Act of 1933, as amended, and Section 21E of theriBes Exchange Act of 1934, as amended. The wexpects,” “believes,” “hopes,”
“anticipates,” “estimates,” “may,” “could,” “intend s,” “exploring,” “enable,” “enhance,” “evaluating,” “progressing,” “proceeding” and
similar expressions are intended to identify fordimoking statements. The forward-looking stateménthis release do not constitute
guarantees of future performance. Investors ardioaed that statements in this press release whiemot strictly historical statement
including, without limitation, statements regarditige development of the Company’s product candjdatelna, constitute forward-looking
statements. Such forward-looking statements arfesuto a number of risks and uncertainties thatldaause actual results to differ
materially from those anticipated, including, withdimitation, risks associated with: our capitabgition, the rights and preferences provided
to the Series A Convertible Preferred Stock andsiwrs in the convertible secured notes issuetidyompany in July 2012 (including a
secured interest in all of our assets), the abilitghe Company to enter into and benefit from drgaing arrangement for the Company's
product candidate, Tcelna, on reasonably satisfigcterms (if at all), our dependence (if partnerem)the resources and abilities of &
partner for the further development of Tcelna, ahility to compete with larger, better financed pimaceutical and biotechnology compani
new approaches to the treatment of our targetedadiss, our expectation of incurring continued lesser uncertainty of developing a
marketable product, our ability to raise additioradpital to continue our development programs (idahg to undertake and complete any
ongoing or further clinical studies for Tcelna) lading in this regard our ability to satisfy variewwonditions required to access the financing
potentially available under the purchase agreemauitis Lincoln Park (such as the minimum closingprior our common stock, t
registration of the underlying shares of commortlstender the Securities Act of 1933, as amendaditt@requirement for an ongoing tradi
market for our stock), the success of our clintdals, the efficacy of Tcelna for any particulardication, such as for relapsing remitting M<
secondary progressive MS, our ability to develog emmmercialize products, our ability to obtain uégd regulatory approvals, our
compliance with all Food and Drug Administratiorgrdations, our ability to obtain, maintain and pect intellectual property rights
(including for Tcelna), the risk of litigation regding our intellectual property rights or the righof third parties, the success of third party
development and commercialization efforts with eespo products covered by intellectual properghis that the Company may license or
transfer, our limited manufacturing capabilitiesjradependence on third-party manufacturers, outightio hire and retain skilled personnel,
our volatile stock price, and other risks detailacbur filings with the Securities and Exchange @assion. These forward-looking statements
speak only as of the date made. We assume no tifiga undertaking to update any forward-lookirtgtements to reflect any changes in
expectations with regard thereto or any changeviengs, conditions or circumstances on which any statement is based. You should,
however, review additional disclosures we makeuinreports filed with the Securities and Exchangernission, including our Annual Rep
on Form 10-K for the year ended December 31, 2011.




Statements of Expenses Data (unaudited):

Research and development
General and administrative
Depreciation and amortization
Loss on disposal of assets
Operating loss

Interest income
Gain (loss) on derivative instruments
Interest expense

Net loss

Basic and diluted loss per share

Weighted average shares outstanding

Selected Balance Sheet Data:

Cash and cash equivalents
Other current assets

Fixed assets, net

Other long term assets
Total assets

Total current liabilities
Total long term liabilities
Total stockholders' equity

CONTACT:

Opexa Therapeutics, Inc.

Neil K. Warma

President & CEO
281.775.0600
nwarma@opexatherapeutics.c

OPEXA THERAPEUTICS, INC.
(a development stage company)

Three Months Ended Nine Months Ended
September 30, September 30,
2012 2011 2012 2011
1,455,93 $ 654,77. 4,504,24. $ 2,194,14
532,47: 584,79: 1,878,23! 1,737,68
81,51« 56,88¢ 225,36! 157,25:
- 418 - 413
(2,069,92) (1,296,86) (6,607,84.) (4,089,49)
61 227 25€ 69¢
(136,88 - (136,889 -
(151,029 (63¢) (152,009 (2,649
(2,357,78) $ (1,297,27) (6,896,47) $ (4,091,43)
(0.120 $ (0.0¢) (0.30 $ (0.1¢)
23,048,48 23,048,48 23,048,48 22,358,61
September 30, December 31,
2012 2011
(unaudited)
2,237,61: $ 7,109,21!
1,188,23 124,77
1,327,64 1,029,23
1,245,40: -
5,998,91. 8,263,22.
3,352,29: 1,067,86!
307,33. -
2,339,28 7,195,36.



