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UNITED STATES

SECURITIES AND 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): May 14, 2013

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

Texas 001-33004
(State or other jurisdiction of (Commission File Number)
incorporation)

2635 Technology Forest Blvd., The Woodlands, Texas
(Address of principal executive offices)

Registrant’s telephone number, including area c(284) 272-9331
N/A
(Former name or former address, if changed sirstedport)

76-0333165

(IRS Employer Identificati
No.)

77381
(Zip Code)

Check the appropriate box below if the Form 8-kfjlis intended to simultaneously satisfy the §jliobligation of the registrant under any of thédwing provisions:

O Written communications pursuant to Rule d@8er the Securities Act (17 CFR 230.425)
0 Soliciting material pursuant to Rule 14att@er the Exchange Act (17 CFR 240.14a-12)
O Pre-commencement communications pursuaRtle 14d-2(b) under the Exchange Act (17 CFR 24D2(%))

0 Pre-commencement communications pursuaRule 13e-4(c) under the Exchange Act (17 CFR 2464(8))




Item 2.02 Results of Operationsand Financial Condition

On May 14, 2013, Opexa Therapeutics, Inc. (t@®fpany ") filed its Quarterly Report on Form 1Q-for the quarter ended March 31, 2013 and annaliteeesult:
of operations in a press release. A copy of tkegprelease announcing the results is furnish&gfabit 99.1 to this Current Report on Form 8-K améhcorporated herein by
reference.

On the same day, members of the Companmyanagement will hold a teleconference to disthes§inancial results. Interested individuals dagito participate in th
teleconference may dial in approximately ten misltefore the scheduled 8:00 A.M. ET call to (253§-2170 or toll free at (877) 372-0867. Pleaserssfce conference ID #
70924987 when dialing into the call. A live webtoafsthe call can also be accessed via the welinkgin the Company’s website (www.opexatherapsutzm).

Item 7.01 Regulation FD Disclosure.

The slide presentation that will be used in corinaotith the teleconference disclosed in Item 2B@ve is posted to the Investor Relations pageeoCompany’s
website at www.opexatherapeutics.com. A copy efdide presentation is furnished as Exhibit 98.this Current Report on Form 8-K and is incorpedaterein by
reference. The Company does not undertake to eliatpresentation.

Item 9.01. Financial Statementsand Exhibits.

(d) Exhibits

Exhibit No. Description

99.1 Press Release issued by Opexa TherapeuticgnMay 14, 2013

99.2 Opexa Therapeutics, Inc. Earnings Update ®afecence Presentation dated May 14, 2013

The information in Items 2.02 and 7.01 of this @atrReport on Form 8-K, including Exhibits 99.1 &8d2, shall not be deemed “filed” for the purposgSection 18 of the
Securities Exchange Act of 1934 or otherwise suligethe liabilities under that Section, nor berded to be incorporated by reference into the flin§the registrant under the
Securities Act of 1933.




SIGNATURES

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

Dated:  May 14, 2013 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 Therapeunticgr May 14, 2013

99.2 Opexa Therapeutics, Inc. Earnings Updatecbaference Presentation dated May 14, 2013



Exhibit 99.1

Opexa Therapeutics Reports First Quarter 2013 Financial Results and Provides Cor porate Update

THE WOODLANDS, Texas--(BUSINESS WIRE)--May 14, 2643pexa Therapeutics, Inc. (NASDAQ: OPXA), a leaitedeveloping a patient specific T-cell immunotyzy
for multiple sclerosis (MS), today reported finaaiaesults for the quarter ended March 31, 2013padided an overview of recent corporate develapme

“Opexa executed on its key strategic initiativeotigh the signing of an Option and License Agreemétht Merck Serono in February 2013,” commented KelWarma.
“Given Merck Serono’s long-term strategic commitiin and existing franchise position in, the fiefdnultiple sclerosis, | am very pleased to emtér this option and license
agreement and believe that the continued developaiéitelna™ in Secondary Progressive Multiple 8més (SPMS) will be enhanced,” added Mr. Warma.

Recent highlights include:
Clinical

e Enrolled 48 patients as of April 30, 2013 in the&hllb ‘Abili-T’ clinical study of Tcelna™ (imildeucel-T) in patients with SPMS. The Abili-T climictrial is a
randomized, double-blind, placebo controlled sttidy is expected to enroll 180 patients throughr@pmately 30 leading clinical sites in the U.Sdaanada.

e [nitiated an immune monitoring program on a blintbedis to gather comprehensive biomarker datagtemts in conjunction with the Abili-T trial. Thgoal of the
program is the potential identification of biomarkéor SPMS and further understanding of the imnpatloology of SPMS.




Financial
e Opexa reported revenue of $220,100 for the threstinscended March 31, 2013. The revenue is relatdtetrecognized portion of the $5 million upfrgatyment
received from Merck Serono in conjunction with ®ption and License Agreement. No revenues weregrezed during the three months ended March 31, 2012

e Potential milestone payments to Opexa if Tcelrmuixessfully commercialized, aggregated with tHeomp payment of $5 million and an option exerdise of up to $25
million, could total up to $225 million. Additiorigl Opexa is eligible to receive tiered royaltiesammmercial sales at rates ranging from 8% to d5%mnual net sales.

e Opexa reported research and development expen$ds6af1,366 for the three months ended March 313 2€ompared to $1,490,097 for the three montheeMhbrch
31, 2012.

e General and administrative expenses were $1,102043be three months ended March 31, 2013, as aoedpto $816,196 for the three months ended MatcR@12.

e Interest expense was $1,635,254 for the three marmttied March 31, 2013, compared to $487 for tlee titmonths ended March 31, 2012. The increasedrest
expense was primarily related to the amortized dedebunt and interest on both the July 25, 201®edible secured promissory notes and the Jar2&rg013
convertible promissory notes and the amortizatiothe financing fees over the life of the notesetast expense for the three months ended MarcP32P, related solely
to the financing of insurance premiums.

e Other income of $37,910 for the three months emMdacth 31, 2013 was related to the extinguishmem@fbership interests in the mutual insurance comtisat we
participated in for our product liability insuranteough January 1, 2013. We recorded no othemiecior the three months ended March 31, 2012.

e Opexa reported a net loss for the three monthscelidech 31, 2013 of $4,177,482, or $0.58 per stmmmpared with a net loss of $2,373,999, or $0etlspare for the
three months ended March 31, 2012.

e Raised $3.25 million of gross proceeds througtgéstered offering of common stock and warrantsebridary 2013 following the execution of the Optaomd License
Agreement with Merck Serono.

e Sold an aggregate of 167,618 shares of common staidr the at-the-market (ATM) agreement with Bsim®atrick Securities Corporation for gross prosesd
$536,417.

e Closed a private offering of convertible notes adrants to purchase common stock for gross precekapproximately $650,000 in January 2013. THe offering
provided a cash bridge in order to complete thedd@ind License Agreement with Merck Serono. Inrkaly 2013, Opexa repaid $550,000 of the notesanderted a
$100,000 note into shares of common stock.

e Raised an aggregate of $142,400 gross proceedgthtbe sale of 125,000 shares of common stoclknimoln Park Capital Fund, LLC under the $1.5 millipurchase
agreement.

e Cash and cash equivalents were $7,834,336 as @h\8dr, 2013.

For additional information please see Opexa’s QuigrReport on Form 10-Q filed today with the SEC.




Operational

Appointed Karthik Radhakrishnan, previously Vice$tdent at ING Investment Management, as ChiefrigiahOfficer.
e Appointed Donna R. Rill, previously Opexa’s Senitice President of Operations and Quality System£ lief Development Officer.

Appointed Don Healey, previously Opexa’s Vice Riest of Manufacturing and Scientific DevelopmestChief Scientific Officer.

Strengthened the senior management team with fh@rament of Kenny Frazier, previously Head of @&l Operations at Lexicon Pharmaceuticals, as Piasident c
Clinical Development and Regulatory Affairs.

Conference Call and Webcast Information:

Opexa will conduct a conference call and webcaptdwoide a corporate update and discuss the finhresults at 8 A.M. Eastern Time. To participai¢hie conference call, dial
in approximately ten minutes before the schedulé@ 8.M. time to (253) 237-1170 or toll free at §§B72-0867. Please reference conference |D # HE2¢hile dialing into
the call. A live webcast of the call can also beessed via the webcast link on our website ( wwexatherapeutics.cojror by going to the following URL:

http://investor.shareholder.com/media/eventdefaiPeventid=129946&CompanylD=0OPXA&e=1&mediaKey=52 ARP390CEQ08BC8D2847172A3B20C




About Opexa

Opexa’s mission is to lead the field of Precisionmunotherapy™ by aligning the interests of patients, employeassirareholders. The Company’s leading therapy dateli
Tcelna™, is a personalized T-cell immunotherapy ithan a Phase IIb clinical development prograhne (Abili-T trial) for the treatment of SecondaryoBressive Multiple
Sclerosis. Tcelna is derived from T-cells isoldien the patiens peripheral blood, expanded ex vivo, and reintcedunto the patients via subcutaneous injectidhis proces
triggers a potent immune response against spetifisets of autoreactive T-cells known to attacklimye

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

About Multiple Sclerosis (M S)

Multiple Sclerosis is a chronic, inflammatory cotati of the central nervous system and is the mastmon, non-traumatic, disabling neurological digeia young adults. It is
estimated that approximately over a million pedmege MS worldwide. While symptoms can vary, the neasnmon symptoms of MS include blurred vision, tun@ss or
tingling in the limbs and problems with strengtldawoordination. The relapsing forms of MS are tlestitommon. The Secondary Progressive form of M&sents about a
third of the MS patient population.

About Tcelna

Tcelna is a potential personalized therapy thahder development to be specifically tailored tohepatient's disease profile. Tcelna is manufadtusing ImmPath™, Opexa's
proprietary method for the production of a patispecific T-cell immunotherapy, which encompassestiilection of blood from the MS patient, isolatiof peripheral blood
mononuclear cells, generation of an autologous pboiyelin-reactive T-cells (MRTCs) raised agaisstected peptides from myelin basic protein (MBRyelin
oligodendrocyte glycoprotein (MOG) and proteolipigtein (PLP), and the return of these expandeatjimted T-cells back to the patient. These atteolid-cells are
reintroduced into the patient via subcutaneou<iige to trigger a therapeutic immune system respon

Opexa is currently conducting a Phase IIb studoafina. Named “Abili-T,” the trial is a randomizedhuble-blind, placebo-controlled clinical studypatients who demonstrate
evidence of disease progression without associatepses. The trial is expected to enroll 180 ptgiat approximately 30 leading clinical siteshia t).S. and Canada with each
patient receiving two annual courses of Tcelnattneat consisting of five subcutaneous injectionsyear. The triab primary efficacy outcome is the percentage ohbralume
change (atrophy) at 24 months. Study investigatdltslso measure several important secondary enésocommonly associated with MS, including disgaisgression as
measured by the Expanded Disability Status ScdlS&, annualized relapse rate and changes in liigas measured by EDSS and the MS Functional @site




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

This earnings release contains forward-lookingestants which are made pursuant to the safe harbaispns of Section 27A of the Securities Act 888, as amended, and
Section 21E of the Securities Exchange Act of 1834amended. Statements contained in this repbet, than statements of historical fact, constitidevard-looking
statements.” The words “expects,” “believes,” “aiftates,” “estimates,” “may,” “could,” “intends,’hd similar expressions are intended to identifyvnd-looking statements.
The forward-looking statements in this report dbaanstitute guarantees of future performance.dtors are cautioned that statements in this regurth are not strictly
historical statements, including, without limitaticstatements regarding the development of the @agip product candidate, Tcelna (imilecleucel-Dnstitute forwardeoking
statements. Such forward-looking statements aresiuio a number of risks and uncertainties thatdcoause actual results to differ materially frimase anticipated. These
risks and uncertainties include, but are not liohite, risks associated with: market conditions; @apital position; the rights and preferences ptedito the Series A convertible
preferred stock and investors in the convertibeigsd notes we issued in July 2012 (including ansetinterest in all of our assets); our abilityctonpete with larger, better
financed pharmaceutical and biotechnology companiss approaches to the treatment of our targassghses; our expectation of incurring continueddesour uncertainty of
developing a marketable product; our ability tseaadditional capital to continue our developmeagmms (including to undertake and complete amgoory or further clinical
studies for Tcelna), including in this regard obility to satisfy various conditions required tacass the financing potentially available underghechase agreements with
Lincoln Park Capital Fund, LLC (“Lincoln Park”) (skr as the minimum closing price for our common Isted the requirement for an ongoing trading mafdedur stock); our
ability to regain and maintain compliance with NASQ listing standards; the success of our clinigald (including the Phase Ilb trial for Tcelnas@econdary progressive MS
which, depending upon results, may determine whéftegck elects to exercise its Option); whether dkegxercises its Option and, if so, whether weixecany development
commercialization milestone payments or royaltiesnf Merck pursuant to the Option; our dependerfddérck exercises its Option) on the resourcesatilities of Merck for
the further development of Tcelna; the efficacyioélna for any particular indication, such as fapsing remitting MS or secondary progressive M8;ability to develop and
commercialize products; our ability to obtain regdiregulatory approvals; our compliance with aib& and Drug Administration regulations; our apitib obtain, maintain and
protect intellectual property rights (including focelna); the risk of litigation regarding our ietual property rights or the rights of third pes; the success of third party
development and commercialization efforts with eztpio products covered by intellectual properyts that we may license or transfer; our limitezhofacturing capabilities;
our dependence on third-party manufacturers; oilityato hire and retain skilled personnel; our atlle stock price; and other risks detailed in filimgs with the SEC. These
forward-looking statements speak only as of the dsade. We assume no obligation or undertakingdate any forward-looking statements to reflect @mnges in
expectations with regard thereto or any changeémts, conditions or circumstances on which any statement is based. You should, however, revagitianal disclosures
we make in our Annual Report on Form 10-K, Quayt&éports on Form 10-Q, and Current Reports on Fifrfiled with the SEC.




OPEXA THERAPEUTICS, INC.
(a development stage company)

Statements of Operations Data:

Three Months Ended
March 31,
2013 2012

Option revenue $ 220,10( $ -
Research and development 1,621,36 1,490,09
General and administrative 1,102,43 816,191
Depreciation and amortization 78,31: 67,35¢

Operating loss (2,582,01) (2,373,64)
Interest income 1,874 13€
Other income and expense, net 37,91( -
Interest expense (1,635,25) (487)

Net loss $ (4,177,48) $ (2,373,99)
Basic and diluted loss per share $ (0.5¢) $ (0.41)
Weighted average shares outstanc 7,239,10 5,762,02:
Selected Balance Sheet Data:

March 31, December 31,
2013 2012

Cash and cash equivalents $ 7,834,33 $ 592,00«
Other current assets 1,166,43 1,077,54
Fixed assets, net 1,189,32: 1,265,04
Restricted cash 500,00( 1,000,00
Deferred financing costs, net 158,54( 211,47
Other long-term assets 104,02 -
Total assets 10,952,66 4,146,07!
Total current liabilities 3,157,12 885,97!
Notes payable, n 376,62 376,76:
Deferred revenue 3,384,55 -
Total stockholders' equity 4,034,35 2,883,33

CONTACT:

Company Contact:
Karthik Radhakrishnan
Opexa Therapeutics, Inc.
Chief Financial Officer
281-775-0600

or

Investor Relations:

The Trout Group

Adam Cutler
646-378-2936
opexa@troutgroup.com




Exhibit 99.2

OPEXA THERAPEUTICS

Precision Immunotherapy ™|

Opexa Therapeutics, Inc.
First Quarter 2013 Earnings Update Call
14 May 2013
NASDAQ: OPXA




§==+ OPEXA THERAPEUTICS

Forward-Looking Statements

Thiz earnings prezentation containg forward-locking staternents which are made pursuant to the zafe harbor provizions of Section 27A of the Securities Act
of 1933, az amended, and Section 21E of the Securitiez Exchange Act of 1934, as amended. Sttement: contained in thiz presentation, other than

e

mgj_}:: "could_.:"

Ly

statements: of historical fact, constitute “forward-looking statements™ The word: “expects,™ “believes,” “anticipates”™ “estimates”
“intends” and similar expressions are intended to identify forwardlocking statements. The forward-looking statements in this prezentation do not
constitute puarntees of futire performance. Iiwestors are cautioned that statements in this prezentation which are not strictly historical statements,
inclading, without lmitation, statements repaeding the development of the Company’s product candidate, Teelna {imilecleucel-T, constitute forward-
looking statements. Such forward-looking statermnents ere subject to.z number of risks and uncertainties that could cauze actual results to. differ materially
from those anticipated. These risks and unicertainties include, but are not Emited to, gisks associated with: market conditions; our capital position; the rights
and preferences provided to the Seriez A convertible preferred stock and investors in the convertible secured notes we iszued in July 2012 (inchading a
secured inferest in all of our assets); our ability to compete with lazper, better financed pharmaceutical and biotechnology companies; new approaches to the
treatment of our tarpeted dizeases; our expectation of incurring continued loises; our uncertainty of developing a marietable product; our ability to mize
additional capital to continue our development programs (including to undertzke and complete any ongoing or fusther clinical studies for Teelna), including
in thiz repard our ability to satizfy various condition: required to access the financing potentially available under the purchase apreements with Lincoln Park
Capital Fund, 11.C ("Lincoln Park™) (such az the minimum closing price for our common stock and the requirement for an ongoing trading madeet for our
stock); our ability to repain and maintain compliance with NASDAQ listing standards; the success of our clinical trizlz (including the Phaze IIb trizl for
Teelnz in secondary progressive MS which, depending upon' results, may determine whether Merch elects to exercize itz Option); whether Merck exercizes
itz Option and, if 20, whether we receive ariv development or commercialization milastone parments or rovalties from Merck pursuant to the Option; our
dependence. (if Merck exercises its Option) on the resources and abilities of Merck for the further development of Teelna; the efficacy of Teelna for any
particular indication, such as for relapaing rernitting M3 or secondarv progressive MS; cur zbiity to develop and commercialize products; our ahility to
obtain required regulatory approvals; cur compliznce with 2l Food and Drug Administration repulations; our zbility to obtain, maintain and protect
intellectual property cights (ncluding for Teelna); the risk of htigation reparding our intellectual property rights or the zights of third parties; the success of
third partr development and cormmercizlization effortz with respect to products covered by intellectual property rights that we may licenze or transfer; our
limited manufacturing capabilities; our dependence on third-party manufacturers; our ability to hire and refain skilled persofinel: our volatile stock price; and
other sizks deiled in our filings with the SEC. These forward-looking statements spesk only 2z of the date made. We a:zume no obligation or
undertaking to update any forward-looking statements to reflect any changes in expectations with repard thereto or any change in events, conditions or
circumstances on which any such statement iz bazed. You should, however, review additional disclosures we make in our Annual Report on Form 10-K
Quarterly Reports on Form 10-Q, and Current Reports on Form §-K filed with the SEC.




@9 orexa

Opexa’s Mission

To lead the field of
Precision Immunotherapy™ by
aligning the interests of

patients, employees and shareholders.




(Eg} OPEXA THERAPEUTICS

Tcelna™ Addressing the Root Cause of Multiple Sclerosis;
the Role of Myelin Reactive T Cells (MRTCs)

* The Oligodendroglial cells play a vital role in the production of

myelin, the protective coating of nerve fibers

* When MRTCs cross the blood brain barrier and bind to the
Antigen Presenting Cells, there is a release of pro-inflammatory
cytokines

] * The cytokine release is destructive to neurons, attacking both
. the Axons and the “Oligo™ Cells

‘I - Result = Destruction of the myelin sheath

/" A A *T cells play a vital role in our immune system. Most competing
therapies non-specifically suppress all T-cells (including
beneficial T cells) and/or focus on preventing their entrv into
the central nervous system, which may lead to serious side
effects.

Opexa’s Strategy
Teelna™ programs the immune system to specifically
recognize MRTCs as pathogenic thereby inhibiting
Naturo Reviews | Immunciogy further destruction of the myelin sheath and potentally
enable remyelination
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Tcelna™ in Secondary Progressive Multiple Sclerosis

. Patients initially experience a relapsing-

remitting course then transition to SPMS

lln‘__f.-_.-v"'

| A A— i

Tirne

Chsabiity

*  SPMS patients experience worsening QOL / —

Secondary prograssiva

disability with or without relapses Hollowing relapeng-raniting)

. = s ___-*") 3 1 ____,.—-“"a--‘-
*  Orver 400,000 patients in U.S. and over § { _— § ,_,f\«f'
1 million world wide have MS i \ o= ,
Time Tima
Primanr-prograssive Progressiva-rolapsing

*  Approximately 30-45% of MS patients can be classified as Secondary Progressive
*  Tcelna™ is being pursued for this SPMS indication

* Potential SPMS market in the US. alone could exceed $7 billion [150,000 SPMS patients at
average cost of $50,000 per year of treatment]

*  No SPMS treatment approved by EMA; only one approved by FDA with limited use due to

toxicity

*  1/3 market share translates to $2.5 billion dollar sales in the U.S. and $4-85 billion globally




t OFPEXA THERAPEUTIC
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Merck Serono Agreement for MS indication

Feb 2013 option and license agreement with Merck Serono
— Up to $220 million in additional milestone payments
* Option exercise $25 million for starting Phase III/ or $15 million if another Phase II
* 335 million FDA filing, approvaland commercialized in US

$30 million for EU filing, approval and commercialization in at least three countries

* RRMS development and commercialization of up to 340 million

— One time commercial milestones of up to $85 mullion

Royalties ranging from 8 % to 15% of annual net sales with step-ups occurring when
net sales exceed $500 million,$1 B & $2 B

Opexa maintains key rights:
— Development and commercialization rights to Tcelna in Japan
— Certain manufacturing rights

— Co-development funding option in exchange for increased royalties
— Rughts to all other disease indications




Financials

@ OPEXA THERAPEUTICS

Income Statement
Option Revenue

Research & Development
General & Administrative
Earnings Per Share
‘Balance Sheet Details
Cash
Basic Shares as of 05/10
Warrants as of 03/31
Stock Options
Market Cap

$220,100
$1,621,366
$1,102,435
$(0.58)
larch 31, 2013
$7.834,336
8,070,130
3,422,646
903,289
~$18 million

$1,490,097
$816,196
$(0.41)
Dec 31, 2013
$592,004

Weighted average X=$4.01
Weighted average X=$5.14
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Abili-T ™: Landmark trial in SPMS

Abili-T Phase IIb clinical trial in SPMS is ongoing
— Double-blind, 1:1 randomized, placebo-controlled
— Inclusion criteria: Secondary Progressive MS with EDSS of 3 to 6
— 48 patients enrolled at April 30, 2013
— Immune Monitoring program conducted on a blinded basis

Fast Track designation granted by FDA for Tcelna in SPMS

180 Patients expected to be enrolled
— SPMS population
— 30 sites in USA and Canada

Key Efficacy Endpoints:
— Primary endpoint: Whole Brain Atrophy
— Secondary endpeint: Disability metrics including EDSS, ARR, etc.
— Exploratory endpoints: Quality of Life

2 annual courses of personalized therapy

2 years of assessment
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Investment Thesis

Platform company
Esteemed Scientific Advisory Board
Precision therapy potentially maximizes efficacy and minimizes safety

Targeting an unmet medical need with a substantial potential revenue
opportunity

Option Agreement recently secured with strong Pharma company
Replacementvalue of company is multiples of present market cap
Attractive potential risk-reward profile for long term/value investors

Goal-oriented management team focused on value creation for patients,
employees and shareholders



