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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 6, 2014

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

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

Registrant’s telephone number, including area c(®8%) 272-9331
N/A
(Former name or former address, if changed sirstadport)

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 urlerSecurities Act (17 CFR 230.425)
[ Soliciting material pursuant to Rule 14a-12 untherExchange Act (17 CFR 240.14a-12)
0 Pre-commencement communications pursuant to Rde2{b) under the Exchange Act (17 CFR 240.14d)2(b)

[0 Pre-commencement communications pursuant to R3det{c) under the Exchange Act (17 CFR 240.13¢er4(c)




Item 2.02 Results of Operationsand Financial Condition

On November 6, 2014, Opexa Therapeutics, Inc.“(thempany ") filed its Quarterly Report on Form 10-Q for thearter ended
September 30, 2014 and announced its results otiqes in a press release. A copy of the prdsase announcing the results is furnished
as Exhibit 99.1 to this Current Report on Form &€ is incorporated herein by reference.

On the same day, members of the Company’s manageviiehold a teleconference to discuss the finahogsults. Interested
individuals desiring to participate in the telecengince may dial in approximately ten minutes befloeescheduled 5:00 P.M. ET call to (201)
689-8040 or toll free at (877) 407-8133. Pleaseremce conference ID # 13594378 or the Opexa Peetas Earnings Call when dialing
into the call. A live webcast of the call can alswaccessed via the webcast link on the Compavebsite (www.opexatherapeutics.com).

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

Exhibit No. Description

99.1 Press Release issued by Opexa TherapeuticanmNovember 6, 2014

The information in Item 2.02 of this Current RepontForm 8-K, including Exhibit 99.1, shall not heemed “filed” for the purposes of
Section 18 of the Securities Exchange Act of 193dtleerwise subject to the liabilities under thaton, nor be deemed to be incorporated
by reference into the filings of the registrant enthe Securities Act of 1933.




SIGNATURES

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

Dated: November 6, 201 OPEXA THERAPEUTICS, INC.
By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Officer




EXHIBIT INDEX

Exhibit No. Description

99.1 Press Release issued by Opexa Therapeutic®r November 6, 2014



Exhibit 99.1
Opexa Therapeutics Reports Third Quarter 2014 Financial Results and Provides Cor porate Update

THE WOODLANDS, Texas--(BUSINESS WIRE)--November2814--Opexa Therapeutics, Inc. (NASDAQ: OPXA), adbiarmaceutical
company developing personalized immunotherapieadtmimmune disorders, including multiple scler@sis) and Neuromyelitis Optica
(NMO), today reported financial results for therthjuarter ended September 30, 2014 and providedenview of the Company’s recent
corporate developments.

Recent highlights include:
Operational Highlights:

e Opexa announced it had initiated early developriteatsecond autoimmune disease, Neuromyelitis @(fhid10), a rare neurologic
disease; preclinical development is on-going; amtNdD for OPX-212, Opexa’s product candidate in NM©expected to be
submitted by mid-2015;

e Opexa highlighted its NMO development plan and pesg during an analyst event at the 2014 Joint AGTBRECTRIMS meeting in
Boston;

e Opexa announced the issuance of it§'@&tent (US and international) covering its T-cedittnology;

e Opexa held an R&D update for analysts and investolsew York highlighting progress on its pipelicendidates including the Phase
[Ib Abili-T trial currently on-going in Secondary@yressive Multiple Sclerosis (SPMS) and the pnécdil development program for
OPX-212 in NMO;

e Opexa was selected to present at th# Adnual Cleveland Clinic Medical Innovation Sumngitd

e At arecent and regularly scheduled meeting ofXthta Safety and Monitoring Board (DSMB), the indeghent board overseeing
Opexa’s Phase llb Abili-T trial, the DSMB recommeddhe trial be continued as planned.

Financial Highlights

e Reported cash and cash equivalents of $13,637 g9 September 30, 2014.

e Based on the current activities, Opexa believhastsufficient capital to support its clinical aites for the Abili-T trial, as well as
preclinical development activities for OPX-212 iM® (with an expected IND submission by mid-2015) gieneral operations of the
Company, into the fourth quarter of 2015.




“Opexa is coming off a productive quarter,” saidiNe Warma, Opexa’s President and Chief Execu@fécer. “Importantly, our Phase Ilb
clinical trial in Secondary Progressive MS, Abilji$ advancing on schedule, and on Octob8r the DSMB recommended continuing the
study as planned. The trial is fully enrolled anel expect top-line data in the second half of 204érck Serono, one of the leaders in MS,
secured the option to license the MS program irB201d we continue to interact with them throughJbiat Steering Committee that was 1
convened in July of this year.”

“We were especially pleased to report on the lawfdhe second disease off our proprietary T-cialtfprm. In September, we announced the
initiation of early development activities for Neunyelitis Optica, a rare disease that attacks hie oerve and spinal cord. NMO is a rare or
orphan disease for which there is no approvednreit, giving rise to a significant unmet medicatthé said Mr. Warma. “With this
announcement, we believe we have demonstratedbdity &0 leverage our platform to be able to gexteradditional drug candidates,
including those for orphan diseases. Our targeWNMO is to submit an IND by the middle of next yeaad move into clinical development
thereafter, once the FDA has reviewed and accapeedubmission and once we have raised the negesgaital.”

As of September 30, 2014, Opexa’s cash and cashadepts totaled approximately $13,637,419 and@bepanys monthly burn rate for tt
nine months ending September 2014 was approxim@ielymillion. Based on the current activities, ®gpéelieves it has sufficient liquidity
to support its clinical activities for the Abili-ffial as well as preclinical development activities OPX-212 in NMO (with an expected IND
submission by mid-2015) and general operatione@fompany into the fourth quarter of 2015.

Third Quarter Financial Results

Opexa reported revenue of $307,686 for the threetinscended September 30, 2014, compared to $348)B&¥ three months
ended September 30, 2013. The revenue is relatbe tecognized portion of the $5 million upfroatyment received from Merck Serono in
conjunction with the Option and License Agreemamered into between Opexa and Merck Serono duraimguary 2013.

Research and development expenses were $3,17858ffthree months ended September 30, 2014, cehpdth $2,494,463 for the three
months ended September 30, 2013. The increasg@nsgs is primarily due to an increase in the énstennection with the increased
enrollment of patients for the ongoing clinicahtrof Tcelna in SPMS, an increase in the procurdraed use of supplies for product
manufacturing and development, and increases inuh@er of employees to support the ongoing cliriiéa, employee compensation
expense and stock compensation expense.

General and administrative expenses for the thi@&tms ended September 30, 2014 were $917,335 cethpath $626,668 for the three
months ended September 30, 2013. The increasg@nsg is due to increases in capital financing msgewhich was brought about by the
reversal of accrued banker’s fees for $118,000énthird quarter of 2013 due to a settlement anckases in stock compensation expenses,
and was partially offset by decreases in legal.fees

Depreciation and amortization expenses for theetmmenths ended September 30, 2014 were $97,364azedchwith $90,935 for the three
months ended September 30, 2013. The increasg@nsg is due to increases in depreciation for &boy, manufacturing and computer
equipment acquired during 2013 and 2014 and ledé@nhprovements during 2013 and 2014 to supporeiased development activities.




Opexa reported a net loss for the three monthsdeS8dptember 30, 2014 of $3,878,053, or $0.14 lessipare (basic and diluted), compared
with a net loss of $5,723,932 or $0.39 loss peresftzasic and diluted) for the three months endgate3nber 30, 2013. The decreased net loss
is primarily related to the recording of a $2.5liail loss on extinguishment of debt in 2013 anériest expense related to promissory not
2013 partially offset by a decrease in revenudnarease in research and development expense®riggheral and administrative expenses
and higher depreciation expenses for the quargingrseptember 30, 2014.

Cash and cash equivalents were $13,637,419 aptéiBker 30, 2014, compared to $20,172,485 as déBer 30, 2013.
For additional information please see Opexa’s QuigrReport on Form 10-Q filed today with the SEC.
Conference Call and Webcast Details

Opexa will conduct a conference call and webcaptdwide a corporate update and discuss the finhresults at 5:00 p.m. Eastern
Time today. To participate in the conference ahill] in approximately ten minutes before the schedi6:00 p.m. time to 201-689-8040 or
toll free at 877-407-8133. Please reference conéeréD 13594378 or the Opexa Therapeutics Earradis

A live webcast of the call can also be accessed bievia the webcast link on the Investor Relatipage of Opexa's website
( www.opexatherapeutics.com

About Opexa

Opexa is a biopharmaceutical company developinggmadized immunotherapies with the potential tattreajor ilinesses, including multiple
sclerosis (MS) as well as other autoimmune diseases as neuromyelitis optica (NMO). These thespire based on Opexa’s proprietary T-
cell technology. The Company’s leading therapy adatet, Tceln& , is a personalized T-cell immunotherapy that ia Phase Ilb clinical
development program (the Abili-T trial) for the dtenent of Secondary Progressive MS. Tcelna is ddrikom T-cells isolated from the
patient’s peripheral blood, expandedvivo , and reintroduced into the patients via subcutasémjections. This process triggers a potent
immune response against specific subsets of autired -cells known to attack myelin. Opexa’s missis to lead the field of Precision
Immunotherapy® by aligning the interests of paeetmployees and shareholders.

About Tcelna

Tcelna® is a potential personalized therapy thahider development to be specifically tailoreddolepatient's disease profile. Tcelna is
manufactured using ImmPath®, Opexa's proprietarthatefor the production of a patient-specific@H immunotherapy, which encompas
the collection of blood from the MS patient, is@atof peripheral blood mononuclear cells, generatif an autologous pool of myelin-
reactive T-cells (MRTCSs) raised against selectetipes from myelin basic protein (MBP), myelin a@agndrocyte glycoprotein (MOG) and
proteolipid protein (PLP), and the return of thegpanded, irradiated T-cells back to the patiehesk attenuated dells are reintroduced in
the patient via subcutaneous injection to triggremapeutic immune system response.




Opexa is currently conducting a Phase llb studVaafina. Named “Abili-T,” the trial is a randomizethuble-blind, placebo-controlled

clinical study in patients who demonstrate evideniodisease progression with or without associagtapses. The trial is being conducted at
approximately 35 leading clinical sites in the UaBd Canada with each patient receiving two anomatses of Tcelna treatment consisting of
five subcutaneous injections per year. The trigtimary efficacy outcome is the percentage of brvailume change (atrophy) at 24 months.
Study investigators will also measure several ingursecondary outcomes commonly associated withind&iding disease progression as
measured by the Expanded Disability Status ScdlS@E), annualized relapse rate and changes in liigats measured by EDSS and the MS
Functional Composite.

About Neuromyelitis Optica (NM O)

NMO is a rare autoimmune disorder in which immuystem cells and antibodies mistakenly attack arstidg myelin cells in the opti

nerves and the spinal cord. The damage to the opties produces swelling and inflammation thaseaain and loss of vision; the damage
to the spinal cord causes weakness or paralysigilfegs or arms, loss of sensation, and probleitishladder and bowel function. NMO
affects approximately 4,800 people in the U.S. tredworldwide estimated prevalence is 1-2 peopielf8,000 population. There is no cure
for NMO and there are no FDA-approved therapidserthan to treat an attack while it is happeniogeduce symptoms and to prevent
relapses.

For more information visit the Opexa Therapeutiebsite at_www.opexatherapeutics.com

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

Statements contained in this release, other ttearsents of historical fact, constitute "forwardkong statements" within the meaning of the
Private Securities Litigation Reform Act of 1995%€eTwords "expects,” "believes,"” "may," "intendgbtential" and similar expressions are
intended to identify forward-looking statementse$é forward-looking statements do not constitutrautees of future performance.
Investors are cautioned that forward-looking staets, including without limitation statements retdjag the safety, efficacy and projected
development timeline of drug candidates such atn@@and OPX-212 constitute forward-looking statatseThese forward-looking
statements are based upon our current expectaimhgivolve assumptions that may never materializmay prove to be incorrect. Actual
results and the timing of events could differ mialsr from those anticipated in such forward-loakistatements as a result of various risks
and uncertainties, which include without limitatioar ability to raise additional capital to continaur development programs, our ability to
successfully develop potential products such asn@gceur ability to obtain, maintain and protedeltectual property rights (including for
Tcelna and future pipeline candidates such as OP;2s well as other risks associated with thegss of discovering, developing and
commercializing drug candidates that are safe #edteve for use as human therapeutics. These trat osks are described in detail in our
SEC filings, including our Annual Report on FormHKdor the year ended December 31, 2013 and ourt®iyReports on Form 10-Q. All
forward-looking statements contained in this redesigeak only as of the date on which they wererfierde by us, and we undertake no
obligation to update such statements to reflechisvinat occur or circumstances that exist afteh slate.




OPEXA THERAPEUTICS, INC.

Three Months Nine Months
Statement of Operations Data: Ended September 30, Ended September 30,
2014 2013 2014 2013
Revenue:

Option revenue $307,68! $348,83 $964,20! $917,77
Research and development 3,173,53 2,494,46. 9,393,88 6,338,85!
General and administrative 917,33! 626,66¢ 2,987,58: 2,479,70i
Depreciation and amortization 97,36« 90,93t 291,60t 258,14«

Operating loss (3,880,551 (2,863,22¢ (11,708,86¢ (8,158,937
Interest income 3,45¢ 4,448 12,94( 9,38¢
Other income, net - - - 37,91(
(Loss) on extinguishment of debt - (2,518,912 - (2,518,912
Interest expense (958 (346,239 (958 (2,267,293

Net loss $(3,878,05< $(5,723,93Z $(11,696,88¢€ $(12,897,84¢
Basic and diluted loss per share $(0.14 $(0.39 $(0.42 $(1.29
Weighted average shares outstanding - Basic antédil 27,826,61 14,721,47 27,691,85 10,011,45
Selected Balance Sheet Data:

September 30, December 31,
2014 2013
(unaudited)
Cash and cash equivalents $ 13,637,41 $ 23,644,54
Other current assets 727,83( 1,122,571
Fixed assets, net 1,152,60: 1,295,02.
Other long term assets 48,67¢ 177,66t
Total assets 15,566,52 26,239,80
Total current liabilities 3,457,22! 3,324,49:
Deferred revenue 1,538,43 2,338,04
Total stockholders’ equity 10,570,86 20,577,27.

CONTACT:

Opexa Therapeutics, Inc.

Karthik Radhakrishnan, 281-775-0600
Chief Financial Office



