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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

WASHINGTON, D.C. 20549

FORM 10-K

X ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(D) OF THE SECURITIES EXCHANGE ACT OF 1934
For the fiscal year ended December 31, 2011

O TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(D) OF THE SECURITIES EXCHANGE ACT OF 1934
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Opexa Therapeutics, Inc.
(Exact Name of Registrant as Specified in Its Gita

Texas 76-033316E
(State or Other Jurisdiction (IRS Employel
Incorporation or Organizatiot Identification No.)
2635 Technology Forest Blvd., The Woodlands, T¢ 77381
(Address of Principal Executive Office (Zip Code)

Registrant’s Telephone Number, Including Area C@@81) 2729331

Securities registered pursuant to Section 12(hefAct:

Title of Each Class Name of Each Exchange on Which Registere
Common Stock, $.01 par value per st The NASDAQ Stock Market LL(
Series E Common Stock Purchase Warr The NASDAQ Stock Market LL(

Securities registered pursuant to Section 12(gh®fct: None
Indicate by check mark if the registrant is a i@lbwn seasoned issuer, as defined in Rule 405c08#turities Act.  Yed No M

Indicate by check mark if the registrant is notuiegd to file reports pursuant to Section 13 ort®acl5(d) of the Act. YesO No
™

Indicate by check mark whether the registrant € filed all reports required to be filed by SectiB or 15(d) of the Securities Excha
Act of 1934 during the preceding 12 months (ordach shorter period that the registrant was reduioefile such reports) and (2) has kb
subject to such filing requirements for the pastgs. Yes™ No O

Indicate by check mark whether the registrant hdmsrstted electronically and posted on its corpokteb site, if any, every Interacti
Data File required to be submitted and posted @untsio Rule 405 of RegulationSduring the preceding 12 months (or for such srqueriot
that the registrant was required to submit and posh files). YesM No O

Indicate by check mark if disclosure of delinquélgrs pursuant to Item 405 of RegulationKSs not contained herein, and will not
contained, to the best of registranknowledge, in definitive proxy or information t&ments incorporated by reference in Part Il @ #orm
10-K or any amendment to this Form 10-i&

Indicate by check mark whether the registrant lsrge accelerated filer, an accelerated filer, a-axcelerated filer, or a smaller repor
company. See the definitions of “large accelerdiied,” “accelerated filer” and “smaller reportingpmpany” in Rule 12t2 of the Exchanc
Act. (check one):

O Large accelerated O Accelerated O Non-accelerated filer M  Smaller reporting
filer filer company
(Do not check if a smaller reporting compa



Indicate by check mark whether the registrantsbell company (as defined in Rule 12b-2 of the Exge Act). Yes[ No ™

The aggregate market value of the voting and namgaommon equity held by naaffiliates of the registrant as of June 30, 2014ek
upon the closing price as of such date was $281526,

As of February 15, 2012, 23,048,488 shares ofd@festrant’'s common stock, par value $0.01 per shesee outstanding.
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Forward Looking Statements

Statements contained in this report, other thartestents of historical fact, constitute “forward-king statements."The word
“expects,” “believes,” “anticipates,” “estimates,”“may,” “could,” “intends,” and similar expressionsare intended to identify forward-
looking statements. In particular, these forwardkong statements may be found, among other placeter the headings “Business, Risk
Factors” and “Management’s Discussion and Analysis of Fieal Condition and Results of Operations.” ThesesMard4ooking statemen
do not constitute guarantees of future performariogestors are cautioned that statements which rawe strictly historical statemen
including, without limitation, statements regardirgurrent or future financial payments, returns, atties, performance and positic
managemens’ strategy, plans and objectives for future operai plans and objectives for product developmplatns and objectives f
present and future clinical trials and results oth trials, plans and objectives for regulatory amyal, litigation, intellectual property, produ
development, manufacturing plans and performannd, management’s initiatives and strategies, comstiforwardlooking statements. St
forward-looking statements are subject to a number of rakd uncertainties that could cause actual restdtsliffer materially from thos
anticipated. These risks and uncertainties incluzlé,are not limited to, those risks discussedRisk Factors,”as well as, without limitatio
risks associated with: our capital position, ouril#lp to enter into and benefit from a partneringrangement for our product candids
Tovaxin, on reasonably satisfactory terms (if d},aind our dependence (if partnered) on the reseasrand abilities of any partner for -
further development of Tovaxin, our ability to caig with larger, better financed pharmaceutical abidtechnology companies, n
approaches to the treatment of our targeted disgaser expectation of incurring continued losses, uncertainty of developing a markets
product, our ability to raise additional capital toontinue our treatment development program andirtdertake and complete any furt
clinical studies for Tovaxin, the success of oimicél trials, the efficacy of Tovaxin for any pailar indication, such as for RR-MS or 35
our ability to develop and commercialize productst ability to obtain required regulatory approvalsur compliance with all Food and Dr
Administration regulations, our ability to obtaimaintain and protect intellectual property righiadluding for Tovaxin), the risk of litigatic
regarding our intellectual property rights, the sess of third party development and commerciabregfforts with respect to products cove
by intellectual property rights that we may license transfer, our limited manufacturing capabiligie our dependence on thipghrty
manufacturers, our ability to hire and retain skdl personnel, our volatile stock price, and othisks detailed in our filings with the Securi
and Exchange Commission. These forwamking statements speak only as of the date sfrédgport. We assume no obligation or underta
to update or revise any forwatldeking statements contained herein to reflect eimgnges in its expectations with regard theretamy chang
in events, conditions or circumstances on whichsugh statement is based. You should, howeveeweadditional disclosures we make in
reports we file with the SEC.
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PART |
ltem 1. Business
Overview

Unless otherwise indicated, we use “Opexa,” “then@any,” “we,” “our” and “us”in this annual report to refer to the business:
Opexa Therapeutics, Inc.

We are a biopharmaceutical company developing petzed cellular therapies with the potential teatr major illnesses, includi
multiple sclerosis (MS). These therapies are basedur proprietary Tell technology. Information related to our proteandidates
preliminary and investigative. Our product cantikdeare not approved by the U.S. Food and Drug Aigtnation (FDA).

Our lead product candidate, Tovaxin®, is a perdped|T-cell therapeutic vaccine licensed from Baylor Cgdleof Medicine, which is
clinical development for the treatment of MS.

Opexa was incorporated in Texas in March 1991. @incipal executive offices are located at 2636Hrmlogy Forest Blvd., Tl
Woodlands, Texas 77381, and our telephone nursk{@Bil) 775-0600.

T-Cell Therapy and Tovaxin®

Tovaxin® is a novel Teell immunotherapy positioned to enter Phase lihicdl development for the treatment of secondangpessiv
MS (SP-MS) as well as Phase llI clinical developtrfenthe treatment of relapsing remitting MS (RFS). It is a personalized therapy the
specifically tailored to each patient’'s diseasefimoTovaxin is manufactured using our proprietangthod for the production of a patient-
specific Teell immunotherapy, which encompasses the colleafdlood from the MS patient, isolation of pergpal blood mononuclear ce
generation of an autologous pool of myelin-reacfiveells (MRTCSs) raised against selected peptides froralin basic protein (MBP), mye
oligodendrocyte glycoprotein (MOG) and proteolipidotein (PLP), and the return of these expandemdimted Teells back to th
patient. These attenuated T-cells are reintroduttedhe patient via subcutaneous injection tgpgeir a therapeutic immune system response.

Summary of TERMS Phase Ilb Clinical Trial Dati

Tovaxin for Early Relapsing Multiple SclerogiIEBERMS) was a Phase llb clinical study of TovaxinRRMS patients. Although tt
study did not show statistical significance ingtémary endpoint (the cumulative number of gadoimienhanced brain lesions using MRI sc
summed at various points in the study), the stimyved compelling evidence of efficacy in variousichl and other MRI endpoints.

The TERMS study was a multi-center, randomized,btlind, placebo-controlled trial in 150 patiemtith RR-MS or high risl
Clinically Isolated Syndrome. Patients receivedtal of five subcutaneous injections at weeks,®,4.2 and 24. Key results from the TER
trial include:

« In the modified intent to treat patient populatior142), the annualized relapse rate (ARR) for kin-treated patients was 0.2
as compared to 0.339 for placebo-treated patiemtich represented a 37% decrease in ARR for Tovasicompared to placebo in
the general populatiol

« In a prospective group of patients with more actlisease (ARR>1, n=50), Tovaxin demonstrated a Bxaction in ARR as
compared to placebo, and a 73% reduction in relegisevas observed in Tovaxin patients in this petmn compared to placebo
during the 2-week period following the administration of thelfaburse of treatment; ar

« In aretrospective analysis in patients naive &vipus disease modifying treatmerite(, patients who had not previously used any
drugs other than steroids to treat their disedke)results showed that patients, when treated Tattaxin, had a 64% reduction in
ARR versus placebo (p=0.046, n=7

Tovaxin has demonstrated a favorable side effeafilprthroughout the clinical development program.four clinical trials to dat
including the Phase llb TERMS trial, there haverbae serious adverse events associated with Toveed@ment. The most common ¢
effect is mild to moderate irritation at the siteigection, which is typically resolved in 24 haurWe believe the favorable safety profil
Tovaxin is a key differentiator when compared takated or other developmental MS drugs.

T-Cell Therapy Regulatory and Development Status

In late 2010, we conducted formal End of Phase defimgs with the FDA regarding our planned develeptrprogram for Tovaxi
These consisted of two separate meetings to relv@tv the complete Tovaxin manufacturing proceswels as the prospective clinical tr
plan for Tovaxin. The first meeting focused on thmrovements and modifications we have incorpatat¢o Tovaxins manufacturing at
CMC (chemistry, manufacturing and control) procesan effort to improve efficiency, reduce overadists and implement commercial st
requirements. As part of this meeting, we pregkdista and details supporting an optimized manufang process, including a transitior
fewer process steps, comparability plans and campkagent profiles. The FDA agreed that the dptith Tovaxin manufacturing proci
would meet the requirements for a pivotal Phaselihical trial, although additional supporting das expected to be submitted to the F
prior to initiating such a study.






During the second meeting we presented our ragoaatl trial design for a Phase Il pivotal studyTolvaxin in RRMS patients. Tr
FDA concurred in general with our proposed clinicil protocol, including the patient populati@nd points, patient numbers and overall
design. The FDA also offered several recommendstio further enhance such a Phase Il trial inNRR-

In 2011, we submitted our data, rationale and audit background information to support the BB-indication. Upon review of tl
dossier, the FDA granted us Fast Track designdonTovaxin in SP-MS. The FDA’ Fast Track program is designed to facilitate
development and expedite the review of drugs irgdntb treat serious or lifdsreatening conditions and that demonstrate thenpiad tc
address unmet medical need. ®@B-is characterized by a steady accrual of irrébbrdisability, despite, in some cases, reversiblapse:
remissions or clinical plateau. Only one productusrently approved in the United States specificidr the indication of SRMS, and w:
believe that a significant unmet need exists ferdhfe and effective treatment of SP-MS.

Based on this positive FDA milestone, our encourggiata in SPMS and supportive discussions with key opinion &adclinicians ar
patients, we have accelerated our plans for SP-iiSage currently planning to initiate a Phase llbical trial of Tovaxin in SPMS patients
subject to securing the necessary resources taicordch a trial. We also remain committed to fertadvancing Tovaxin in RIS at a late
date. For Opexa, moving forward in progressive M8, area which we believe represents a higher unnegtical need, could furtt
differentiate the Company and Tovaxin from other tt&tments.

A Phase lIb clinical study in North America of Towain SPMS is expected to involve 180 patients and take@pmately three yea
to complete. If we are able to commence such aystuthe first half of 2012, the costs of such stad well as the ongoing expenses of
operations through the expected completion datsuch study are estimated at approximately $32 onilliOur existing resources are
adequate to permit us to proceed materially beybadnitiation of such a studyi.e.,the dosing of the first patient) or to completetsatudy o
any significant portion of it. Unless we securdeatst a substantial portion of the additional veses that will be necessary to complete
planned Phase IIb study and support our operatianisg the pendency of such study, or we are reddgrconfident that such resources
be secured, we would likely not proceed with thgdtion of such study.

Given our need for substantial amounts of capdalndertake a Phase Ilb clinical study in North Aicee of Tovaxin in SPMS, we
intend to continue to explore potential opport@stiand alternatives to obtain the significant aoloil resources that will be necessar
complete the planned Phase llb study and to sugporoperations during the pendency of such studyaddition to one or more additio
financings, these opportunities and alternativeg melude a partnering arrangement with a largedgio or pharmaceutical company. Tl
can be no assurance that any such financings trguerg arrangement can be consummated on accepéabis, if at all.

Other Opportunities

Our proprietary Teell technology has enabled us to develop intellgbroperty and a comprehensive sample databasenty enab
discovery of novel biomarkers and other relevamtides to be used to treat MS patients.

Stem Cell Therapy

In 2009, Novartis Pharmaceuticals acquired our stelintechnology platform and took over all futussponsibilities and opportunit
for this technology, although we retained an optioncertain manufacturing rights. As part of thensaction, we were paid an upfront fe
$3 million and a milestone payment of $500,000c@nrtain technology transfer activities. Prelinmindata for this technology, which had b
in early preclinical development at Opexa priothte 2009 sale, has shown the potential to genaratecyte derived islet cells from peripht
blood mononuclear cells.

In November 2011, we raequired the stem cell assets from Novartis in iclemation for releasing Novartis from any furtheryymen
obligations owed to Opexa by Novartis, including temaining $0.5 million technology transfer mites payment. Novartis had advise:
that the advancement of the stem cell program wdsmger a priority for Novartis, and that Novamigas willing to transfer the assets bac
us in exchange for the release. In connection thighreacquisition of the stem cell assets from Novadiselated license agreement with
University of Chicago was assigned back to us. @paxd the University of Chicago entered into a Fodimended and Restated Lice
Agreement in connection with such assignment toxa@pe

Our T-Cell Platform
Multiple Sclerosis—Background

Multiple sclerosis is a chronic, often disablingehse that attacks the central nervous system (@N&h is made up of the brain, spi
cord, and optic nerves. Symptoms may be mild, asimumbness in the limbs, or severe, such as paraly loss of vision. The progre
severity and specific symptoms of MS are unprebietand vary from one person to another. Thereappezoximately 450,000 MS patients
North America and an estimated 2.5 million patientgldwide. Of these, approximately 85% have-MS, onehalf of whom will develo
steadily progressive disease, BIB; within 10 years, increasing to 90% within 25age of MS diagnosis. The MS drug market
approximately $11 billion in 2010 and is forecastedeach as much as $16 billion by 2015.




MS remains a challenging autoimmune disease ta treaause the pathophysiologic mechanisms are sgiveand the chron
unpredictable course of the disease makes it diffito determine whether the favorable effects lobrsterm treatment will be sustain
Therapies that are easy to use and can safelymgrerstop the progression of disease represergréstest unmet need in MS.

In recent years, the understanding of MS pathogemhes evolved to comprise an initial, T-celediated inflammatory activity follow:
by selective demyelination (erosion of the myelgating of the nerve fibers) and then neurodegeioeralhe discovery of diseaselevan
immune responses has accelerated the developmtmgefed therapeutic products for the treatmeti®early stages of MS.

Some subjects, who have the appropriate genetikgbaand, have increased susceptibility for thevivo activation and expansion
myelin autoreactive T-cells. These myelin autoreacT-cells may remain dormant, but at some point theyaativated in the periphery, tt
enabling them to cross the blobdain barrier (BBB) and infiltrate the healthy tigesof the brain and spinal cord. The cascade dfoganit
events leads to demyelination of protrusions frarva cells called axons, which causes nerve impusemissions to diffuse into the tis
resulting in disability to the individual.

SP-MS Overview

SPMS is characterized by a steady accrual of irrébkrdisability, despite, in some cases, reversiblapses, remissions, or clini
plateaus. Older age at onset of MS diagnosis istitoegest predictor of conversion to SP-MS. Malage a shorter time to conversion to SP-
MS compared with females. Available immunomodulgtmd immunosuppressive therapies used for RR-M8 hat been effective in SKS.
In clinical trials, these therapies have demonstfaantiinflammatory properties as measured by the redudtonumber and volume
contrast-enhancing or acutely inflammatory CNSdesimost commonly seen in patients with RR-MS. fijpeal SPMS patient, however, h
little or no radiographic evidence of acute inflaatian. It is a striking observation that contrastiancing CNS lesions are uncommon ar
these patients, despite a clearly deterioratingaiegic course. The lack of effect of conventioM therapeutics in SRIS suggests that t
relentless cerebral deterioration characterizimppessive disease may be driven by factors otrer #tute inflammation. For instance,
immunopathology of SP-MS is more consistent wittnaasition to a chronic Tell dependent inflammatory type, which may encosspt
innate immune response and persistent activatianiofoglia cells. Radiographic features that stantd among patients with SRS include
significantly more atrophy of gray matter compareith RR-MS patients. Of note, lontgrm disability in MS in general is more clos
correlated to gray matter atrophy than to whiteteranflammation. Such atrophy is highly predictiokprogressive clinical disability. Bc
clinically and radiographically, SP-MS representslisease process with features strikingly distifiotn those of RRMS, and one wit
extremely limited treatment options.

Current Treatment Options for SP-MS

Only one product, mitoxantrone, is currently apgmebvor the indication of SRIS. However, as of 2005, this drug carries a blagk
warning, due to significant risks of decreaseddigstunction, heart failure, and leukemia. The Aiman Academy of Neurology has issue
report indicating that these risks are even highan suggested in the original report leading ® hkack box warning. Hence, a safe
effective treatment for SPMS remains a signifiaaminet medical need.

Tovaxin Clinical Overview in SP-MS

A total of 142 MS patients have received Tovaxirdate, with no drugelated serious adverse events reported and afiestoaveral
safety profile. Clinical benefit of Tovaxin has Ibesuggested by a reduction in relapse rate, slowindisability progression and relat
preservation of whole brain volume. Tovaxin hasrbadministered to a total of 36 subjects with d8-across three clinical studies. Sa
results as well as preliminary data suggestingilstatl or improved disability among SRS subjects receiving Tovaxin suggests that fu
development of this product in SP-MS is warranted.

Tovaxin for MS

We believe that Tovaxin works selectively on theefity autoreactive T-cells by harnessing the bedyatural immune defense sys
and feedback mechanisms to deplete thesell§-and induce favorable immune regulatory resperby rebalancing the immune sys
Tovaxin is manufactured by isolating the MRTCs frtime blood, expanding them to a therapeutic dosgivo, and attenuating them w
gamma irradiation to prevent DNA replication. Thestenuated MRTCs are then injected subcutanedntsiythe body in therapeutic dosag
The body recognizes specificCBll receptor molecules of these MRTCs as foreiggh iaitiates an immune response reaction agaieshtmo
only destroying the injected attenuated MRTCs,dbsib the circulating, myelin autoreactive T-celsrging the peptide-specific @ell receptc
molecules. In addition, Tell activation molecules on the surface of thévattd MRTCs used as vaccine induce favorable imrenmegulator
responses, which promote anti-inflammatory respenBecause the therapy uses an individualvn cells, the only directly identifiable s
effect observed thus far is injection site reactiamich typically are minor and generally clearhiit24 hours.




We believe that this technology platform may happligations in other T-cell mediated autoimmuneesdiges such as Crokndiseas:
psoriasis, rheumatoid arthritis and Type 1 diabetes

Tovaxin Manufacturing

We manufacture Tovaxin in our own current Good Maoturing Practice (cGMP) facility. The technologyed to produce Tovaxin
similar to that of traditional microbial vaccinecteology, where the pathogen (or the attenuatedvalame) is used to derive the protec
antigens necessary to induce protective immuneress.

Personalized Therapy

The clinical symptoms of MS are the result of amiame attack against the myelin sheaths that iresulatves in the brain and spi
cord that constitute the CNS. A subset of whitéscealled Teells, is the primary orchestrator of this immunitpvaxin is an immunothera
representing an enriched source of the pasemtn MRTCs that are used to invoke a protectigpaase to limit further damage to the my
sheaths within the patient's CNS. Immunity to niyeh terms of the specificity of Tells for myelin proteins varies between individu
Therefore, Tovaxin is further personalized by soiieg the immune response, and detecting thoseipsaotieat are preferentially targeted by T-
cells on a per patient basis. This is achievedguprotein fragments, called peptides, from thee¢hmajor myelin proteins (MOG, MBP ¢
PLP) as targets to finely map immunity to myeli.limited number of peptides are chosen to whiclmimity appears greatest, and
Tovaxin product is manufactured against these gdepti Thus Tovaxin is not only manufactured forhepatient, but it is also tailored aga
each patient’s personalized T-cell immune respaasayelin. In preparing Tovaxin for a patient, thatientspecific MRTCs are expanc
from a unit of whole blood using the selected mygleptides in the presence of growth factors. Guécient numbers of Tells have bee
propagated to support the clinical dosing regintkay are frozen down as individual Tovaxin dosPsior to clinical use, a frozen Tova
dose is thawed, formulated, and attenuated (bgiation) to render the €ells unable to replicate, but viable for theraffter quality contro
and quality assurance, each dose is shipped owrtogthe clinical site for administration over afided schedule of five subcutane
injections. Patients will be treated with a newaine series (five subcutaneous injections) each gased on their altered disease profil
epitope shift.

Tovaxin Safety and Tolerability

We believe that Tovaxin treatment selectively tésgend depletes the pathogeniccdll population. It is not a general immi
suppressant and, accordingly, it is not associatitld the serious side effects seen by those MSnreats that function by systemice
suppressing the immune system. In clinical triadsiducted to date, there have been no serious adesents associated with Tove
treatment. We believe that this favorable safetfiler may be an important advantage as patient tiange represents a significant challe
due to serious side effects associated with mamgiotly available and in development MS treatments.

Licenses, Patents and Proprietary Rights

We believe that proprietary protection of our temlbgies is critical to the development of our bess We will continue to protect «
intellectual property through patents and otherappate means. We rely upon traskecret protection for certain confidential and pretary
information and take active measures to controkesgdo that information. We currently have mbsclosure agreements with all of
employees, consultants, vendors, advisory boardbmesrand contract research organizations.

The initial T-cell vaccination technology was originally discoeetby Dr. Jingwu Zang of Baylor College of MedicineHouston, Texa
Baylor granted Opexa an exclusive, worldwide rigidl license to commercially exploit such technojoglyich includes rights to issued patt
and pending patent applications owned by Baylopexa has since expanded the development of tedwyotlated to Tovaxin and dell
technology and has filed patent applications wikpect thereto, from which several patents havweeisgincluding with respect to t
specificity and veracity of antigens that have bekstovered). There is also substantial propwetarow-how surrounding the Tovar
development and manufacturing processes that renaatrade secret. Consequently, we consider bamdeentry, relative to Tovaxin for t
treatment of MS, to be high.

Our patent portfolio tracks our scientific develaggm programs in autoimmune disease treatments, avitinitial focus on MS. W
believe that our scientific platform is adaptabhetihat any disease with known specific antigenshsas Rheumatoid Arthritis, may b
candidate for treatment, and we believe that oteratrategy is readily extendable to addressethdditional indications.




Competition

The development of therapeutic agents for humaeadis is intensely competitive. Major pharmaceuticehpanies currently offer
number of pharmaceutical products to treat MS ath@rodiseases for which our technologies may bdicgipe. Many pharmaceutical ¢
biotechnology companies are investigating new draigd therapeutic approaches for the same purpesgesh may achieve new effica
profiles, extend the therapeutic window for sucbdorcts, alter the prognosis of these diseasesremept their onset. We believe that
products, when and if successfully developed, edlihpete with these products principally on the $asimproved and extended efficacy
safety and their overall economic benefit to thaltiecare system. We expect competition to incretée believe that our most signific
competitors will be fully integrated pharmaceuticaimpanies and more established biotechnology coiepaSmaller companies may alsc
significant competitors, particularly through chitaative arrangements with large pharmaceuticabiotechnology companies. Some of
primary competitors in the current treatment ofj &mthe development of treatments for, MS incl&ilegen-ldec, Elan, Merclgerono, Tevi
Bayer/Schering AG and Novatrtis.

Sales and Marketing

We may choose to partner with large biotech or pla@eutical companies for sales and marketing, @ amen applicable,
alternatively develop our own sales force to madketMS cell therapy products in the U.S. Given ¢bacentration of MS treatment amor
relatively small number of specialized neurologistshe U.S., we believe that a modest size saleefwould be sufficient to market an
product in the U.S.

We would consider partnering with large biotech am@rmaceutical companies, if and when applicablegssist with marketing a
sales of an MS T-cell therapy product outside th®.U

Government Regulation

Our research and development activities and thedunanufacturing and marketing of our potentialdoicts are, and will be, subjec
regulation for safety and efficacy by a number @fgrnmental authorities in the U.S. and other coesit

In the U.S., pharmaceuticals, biologicals and nedievices are subject to FDA regulation. The Faldéood, Drug and Cosmetic A
as amended, and the Public Health Service Actpended, the regulations promulgated thereunderotimet federal and state statutes
regulations govern, among other things, the testinguman subjects, manufacture, safety, efficéayeling, storage, export, record keep
approval, marketing, advertising and promotion of potential products. Product development and amrwithin this regulatory framewa
takes a number of years and involves significaceuainty combined with the expenditure of substdunésources.

FDA Approval Process

We will need to obtain FDA approval of any theragieproduct we plan to market and sell. The FDAl willy grant marketing appro\
if it determines that a product is both safe arfdatiive. The testing and approval process will ieggubstantial time, effort and expense.
steps required before our products may be marketde U.S. include:

Preclinical Laboratory and Animal TestBreclinical tests include laboratory evaluationtted product candidate and animal studie
specific disease models to assess the potentiatysahd efficacy of the product candidate as wslittee quality and consistency of
manufacturing process.

Submission to the FDA of an Investigational New®#Application, or IND, Which Must Become EffectBefore U.S. Human Clinic
Trials May Commence The results of the preclinical tests are submhitte the FDA, and the IND becomes effective 30 dajlewing its
receipt by the FDA, as long as there are no questiequests for delay or objections from the FDDiAe sponsor of an IND must keep the F
informed during the duration of clinical studiesahgh required amendments and reports, includingrae event reports.

Adequate and Well-Controlled Human Clinical TriadsEstablish the Safety and Efficacy of the Prodiaemididate Clinical trials, whict
test the safety and efficacy of the product cartdida humans, are conducted in accordance withopots that detail the objectives of
studies, the parameters to be used to monitorysafed the efficacy criteria to be evaluated. Angdurct candidate administered in a |
clinical trial must be manufactured in accordand wGMP.

The protocol for each clinical study must be apptbby an independent Institutional Review BoardiRB, at the institution at whic
the study is conducted, and the informed conseutlgfarticipants must be obtained. The IRB wilhsmer, among other things, the exis
information on the product candidate, ethical fesitthe safety of human subjects, the potentiaéfisnof the therapy and the possible liab
of the institution.

Clinical development is traditionally conductedlimee sequential phases, which may overlap:
« InPhase I, product candidates are typically intcedi into healthy human subjects or into selecétigipt populationsi.e., patients
with a serious disease or condition under studgleuphysician supervision) to test for adversetieas, dosage tolerance,

absorption and distribution, metabolism, excre@iod clinical pharmacolog’

« Phase Il involves studies in a limited populatidmpatients with the disease or condition undertiodi) determine the efficacy of
the product candidates for specific targeted irteioa and populations, (ii) determine optimal desagd dosage tolerance and



(iii) identify possible and common adverse effeansl safety risks. (Phase Il may divided into Phsand Phase IIb studies to
address these issues.) When a dose is chosencandidate product is found to have preliminary enize of effectiveness, and to
have an acceptable safety profile in Phase |l et@mos, Phase il trials begi




« Phase lll trials are undertaken to develop additieafety and efficacy information from an expangatient population, generally
at multiple study sites. This information obtainedised to develop a better understanding of 8k i@nd benefits of the product
candidate and to determine appropriate labelingi$er.

Based on clinical trial progress and results, tB\Fnay request changes or may require discontiruaricthe trials at any time
significant safety issues arise.

Submission to the FDA of Marketing Authorizationpkqations and FDA Reviewlhe results of the preclinical studies and clir
studies are submitted to the FDA as part of mangegipproval authorization applications such as [Beug Applications (NDAS) or Biologic
License Applications (BLAs). The FDA will evaluasech applications for the demonstration of safety effectiveness. A BLA is required
biological products subject to licensure underRlblic Health Service Act and must show that thedpct is safe, pure and potent. In add
to preclinical and clinical data, the BLA must caintother elements such as manufacturing matestlbjlity data, samples and labeling. F
approval of a BLA is required prior to commercialesor shipment of a biologic. A BLA may only bepapved once the FDA examines
product and inspects the manufacturing establishitoesssure conformity to the BLA and all applieabtgulations and standards for biolog

The time for approval may vary widely dependingtbe specific product candidate and disease todaged, and a number of facti
including the risk/benefit profile identified inialcal trials, the availability of alternative ttaaents, and the severity of the disease. Addit
animal studies or clinical trials may be requestedng the FDA review period, which might add salpgially to the review time.

The FDA's marketing approval for a product is limited t@ tineatment of a specific disease or conditionpectfied populations
certain clinical circumstances, as described oraffproved labeling. The approved use is known asitidication.” After the FDA approves
product for the initial indication, further clinictrials may be required to gain approval for tise of the product for additional indications.
FDA may also require postarketing testing (Phase IV studies) and surveibato monitor for adverse effects, which could irecsignifican
expense. The FDA may also elect to grant only dardil approval.

Ongoing Compliance Requirements
Even after product approval, there are a numbengbing FDA regulatory requirements, including:

« Registration and listing
« Regulatory submissions relating to changes in adDBLA (such as the manufacturing process orliaggand annual reports;
« Adverse event reportin
« Compliance with advertising and promotion restocs that relate to drugs and biologics; and
« Compliance with GMP and biological product standgglibject to FDA inspection of facilities to detéme compliance)
Other Regulations

In addition to safety regulations enforced by tH®AFwe are also subject to regulations under theupational Safety and Health 2
the Environmental Protection Act, the Toxic SubstmnControl Act and other present and potentialréuforeign, federal, state and Ic
regulations. For instance, product manufacturirnigl@shments located in certain states also magubgect to separate regulatory and licen
requirements.

Outside the U.S., we will be subject to regulatitimst govern the import of drug products from th& Wbr other manufacturing sites .
foreign regulatory requirements governing humanicdil trials and marketing approval for producthe requirements governing the cont
of clinical trials, product licensing, pricing aneimbursements vary widely from country to country.

Research and Development

Research and development expenses for the yead @wmember 31, 2011 were approximately $3.3 millioainly reflecting the cos
of preparation for the next clinical trial for Tovia in MS. Research and development expenseshéoyear ended December 31, 2010
approximately $2.6 million, mainly reflecting thests of key laboratory experiments and manufacgupirocess enhancements in prepar:
for the next clinical trial for Tovaxin.

Organizational History

We are a developmestage company and have a limited operating histty. predecessor company for financial reportingppse
was formed on January 22, 2003 to acquire rightstadult stem cell technology. In November 2004 azquired Opexa Pharmaceuticals,
and its MS treatment technology. Currently, we renfiacused on developing our &ell technology for MS. To date, we have not geteetan
commercial revenues from operations. As we contittuexecute our business plan, we expect our dpredat and operating expense
increase.






Employees

As of January 31, 2012, we had 19 fiithe employees. We believe that our relations vathi employees are good. None of
employees is represented by a union or covereddoylective bargaining agreement.

Available Information

We are subject to the information and reportinguiegments of the Securities Exchange Act of 1934he Exchange Act, under wh
we file periodic reports, proxy and informationtstaents and other information with the United $t&ecurities and Exchange Commissio
SEC. Copies of the reports, proxy statements amer adformation may be examined without chargéhatRublic Reference Room of the S
100 F Street, N.E., Room 1580, Washington, D.C4205r on the Internet at http://www.sec.go@opies of all or a portion of such matet
can be obtained from the Public Reference Roomh®fSEC upon payment of prescribed fees. PleaseahealBEC at 1-800-SEQ330 fo
further information about the Public Reference Room

Financial and other information about Opexa is laléé on our website yww.opexatherapeutics.con). Information on our website
not incorporated by reference into this report. iVake available on our website, free of charge, eopif our annual report on Form KQ-
quarterly reports on Form 10-Q, current report$~orm 8-K, and amendments to those reports filedimished pursuant to Section 13(a) or 15
(d) of the Exchange Act as soon as reasonablyipsdde after filing such material electronically atherwise furnishing it to the SEC. Coy
are available in print to any Opexa stockholderrupequest in writing to Attention: Investor Relaits) Opexa Therapeutics, Inc., 2
Technology Forest Blvd., The Woodlands, TX 77381.

ltem 1A. Risk Factors.

Investing in our common stock and warrants involadsgh degree of risk. You should consider thieviang risk factors, as well i
other information contained or incorporated by mefiece in this report, before deciding to investomr common stock or warrants. 1
following factors affect our business and the indus which we operate. The risks and uncertaistilescribed below are not the only one
face. Additional risks and uncertainties not pregeknown or which we currently consider immatensy also have an adverse effect on
business. If any of the matters discussed inal@afing risk factors were to occur, our businefasancial condition, results of operations, ¢
flows, or prospects could be materially adversdfeated, the market price of our common stock cdeltline and you could lose all or par
your investment in our securitie

Risks Related to Our Business

Our business is at an early stage of developméme are largely dependent on the success of our |peatluct candidate, Tovaxin, and \
cannot be certain that Tovaxin will receive regutaly approval or be successfully commercialized.

Our business is at an early stage of developméfe.do not have any product candidates that haveleted latestage clinical trials n
do we have any products on the market. We hawe @m product candidate, Tovaxin, which has pragédo the stage of being studie
human clinical trials in the United States. We sii# in the very early stages of identifying andnducting research on any other pote
products. Tovaxin, and any other potential prosiuetill require regulatory approval prior to maiket in the United States and ot
countries. Obtaining such approval requires sigaift research and development and preclinicaldingtal testing. We may not be able
develop any products, to obtain regulatory appmval continue clinical development of Tovaxin,etater clinical trials (or any developm
activities) for any other product candidates, océmmercialize any products. Tovaxin, and any off@ential products, may prove to h
undesirable and unintended side effects or otharacheristics adversely affecting their safetyicaffy or coseffectiveness that could prev
or limit their use. Any product using any of ouchaology may fail to provide the intended theraebenefits or to achieve therape
benefits equal to or better than the standardeaftinent at the time of testing or production.

We have a history of operating losses and do ngiest to be profitable in the near future.

We have not generated any profits since our entxythe biotechnology business and we have incwigrdficant operating losses. \
expect to incur additional operating losses forfireseeable future. We have not received, andamveotl expect to receive for at least the
several years, any revenues from the commerai@diz of any potential products. We do not cullsehtive any sources of revenues and
not have any in the foreseeable future.




We will be required to raise significant additionahpital, or secure a development partner, in thean-term, and our ability to obtain
funding is uncertain. If sufficient capital is notawvailable, we may not be able to continue our cgténs as proposed (including any clinic.
trial for Tovaxin), which may require us to modifgur business plan, curtail various aspects of oypayations, cease operations or seek
relief under applicable bankruptcy laws.

As of December 31, 2011, we had cash and cashaqote of $7,109,215. During January 2011, we anldggregate of 384,759 shares
of our common stock for net proceeds of $1,0662@der an “at the market” continuous offering pragnaursuant to a prospectus supplement
dated May 17, 2010. During February 2011, we dhiset proceeds of approximately $7,551,891 thraughblic offering of common stock
and warrants pursuant to a prospectus supplemesd &abruary 8, 2011. In addition to general cafgopurposes (including working capital
and operational purposes), we used part of thenoeeeds from the February 2011 public offeringrigpare for and proceed toward the
initiation of further clinical studies of Tovaxin MS. Our burn rate during 2011, in the absenamngfclinical trial as well as significant
activities in preparation for such a trial, was @pmately $470,000 per month. If we do not comoeea clinical trial, and if we also do not
engage in any significant activities in preparafionsuch a trial, we believe we have sufficiequidity to support operations through
2012. However, we will need to raise additionglita to fund our current business plan and suppartoperations.

We are planning to initiate a Phase IIb clinicaltof Tovaxin in SP-MS patients, subject to seegrihe necessary resources to conduct
such a study. Significant activities in prepamatfor, and the conduct of, a clinical trial widlsult in substantial increases in our monthly cash
burn. A Phase llb clinical study in North AmerigaTovaxin in SP-MS is expected to involve 180igratis and take approximately three years
to complete. If we are able to commence suchdystuthe first half of 2012, the costs of suchdstas well as the ongoing expenses of our
operations through the expected completion daseicii study are estimated at approximately $32anilliOur existing resources would not be
adequate to permit us to proceed materially beybadnitiation of such a studyi.e., the dosing of the first patient) or to complatets study
or any significant portion of it. Unless we secatdeast a substantial portion of the additioeaburces that will be necessary to complete the
planned Phase llb study and support our operatiariag the pendency of such study, or we are redsigitonfident that such resources will
be secured, we would likely not proceed with thgdtion of such study.

Given our need for substantial amounts of capitalridertake a Phase IIb clinical study for TovarisPMS, we intend to continue
explore potential opportunities and alternativeshitain the significant additional resources thiitlve necessary to complete the planned F
IIb study and to support the operations of the Camypduring the pendency of such study. In additmone or more additional financin
these opportunities and alternatives may inclugarnering arrangement with a large biotech or plaaeutical company. There can be
assurance that any such financings or partneriraggement can be consummated on acceptable témmslli

Assuming we are able to achieve financing whicéuificient to support the planned Phase |lb stuldjavaxin in SPMS and to suppc
our operations during the pendency of such studyare also exploring a pivotal Phase Il clinidaldy of Tovaxin in RRMS. Any such stuc
of Tovaxin in RR-MS would also depend upon the lamlity of sufficient resources.

As we have no sources of debt or equity capitalmdtad for funding, we must rely upon best effatigd-party debt or equity fundit
and we can provide no assurance that we will beessful in any funding effort. The timing addgree of any future capital requirements
depend on many factors, including:

« our ability to establish, enforce and maintaintefgec arrangements for research, developmentgalitésting, manufacturing al
marketing;

« the accuracy of the assumptions underlying ounedés for capital needs in 2012 and beyond asasdbr any clinical study ¢
Tovaxin;

« scientific progress in our research and developmeygrams

» the magnitude and scope of our research and devielutprograms;

« our progress with preclinical development and chihirials;

« thetime and costs involved in obtaining regulatpyprovals;

« the costs involved in preparing, filing, prosecgtimaintaining, defending and enforcing patentetaianc
« the number and type of product candidates thatwsue.

If we raise additional funds through any collabmmat partnering or licensing arrangements withdhgarties, we may need to relingt
some rights to our product candidate Tovaxin, iditly commercialization rights, which may harm obility to generate revenues and ach
or sustain profitability.

If we raise additional funds by issuing equity g#@s, stockholders may experience substantiaitioih. Debt financing, if availabl
may involve restrictive covenants that may impedeability to operate our business. Any debt firing or additional equity that we raise r

contain terms that are not favorable to us or ¢ockholders. There is no assurance that our cagitsing efforts will be able to attract
capital needed to execute on our business plassastdin our operations.






If we are unable to obtain additional funding ocige a development partner, we may not be abledeniake, or complete the plan
Phase llb clinical study of Tovaxin in S®S or otherwise continue our operations as propostiith may require us to modify our busir
plan or curtail various aspects of our operatidfishese measures are not sufficient to maintaiadequate level of capital, it may be nece:
to cease operations or seek relief under applichhfkruptcy laws. In such event, our stockholdessy lose a portion or even all of tf
investment.

We will depend on strategic collaborations with tiparties to develop and commercialize product datates, such as Tovaxin, and we may
not have control over a number of key elements tilg to the development and commercialization ofyasuch product candidate.

A key aspect of our strategy, including with regpecTovaxin, is to seek collaboration with a partnsuch as a large pharmaceu
organization, that is willing to further developdanommercialize a selected product candidate. dte,dve have not entered into any ¢
collaborative arrangement with respect to Tovatitowever, we will need to raise significant additi capital in order to undertake
planned Phase llb clinical study of Tovaxin in SE-lsls the total costs of conducting this studypihmenced in the nedéerm, as well as ti
ongoing expenses of our operations through theat@geompletion date of such study are estimateghatoximately $32 million.

By entering into any such strategic collaboratiwe, may rely on our partner for financial resouraad for development, regulatory :
commercialization expertise. Our partner may faiflevelop or effectively commercialize our prodcandidate because they:

« do not have sufficient resources or decide noetwmtk the necessary resources due to internalragrstsuch as limited cash
human resource

« decide to pursue a competitive potential produgetiged outside of the collaboration;

« cannot obtain the necessary regulatory appro

« determine that the market opportunity is not ativa¢ or

« cannot manufacture or obtain the necessary maténialufficient quantities from multiple sourcesabta reasonable cost.

We may not be able to enter into a collaboratinaluiding with respect to Tovaxin, on acceptablenterif at all. We face competition
our search for partners from other organizationsldwdde, many of whom are larger and are able ferafhore attractive deals in terms
financial commitments, contribution of human resas;, or development, manufacturing, regulatoryoonrercial expertise and support.

If we are not successful in attracting a partnet antering into a collaboration on acceptable tenves may not be able to compl
development of or commercialize any product candidecluding Tovaxin. In particular, we may beabte to undertake, or complete,
planned Phase llb clinical study of Tovaxin in BIB- In such event, our ability to generate revernared achieve or sustain profitability wa
be significantly hindered and we may not be abledotinue operations as proposed, requiring usddifiyn our business plan, curtail varic
aspects of our operations or cease operations.

Third parties to whom we may license or transfarettgpment and commercialization rights for prodwaisered by intellectual prope
rights may not be successful in their efforts, asda result, we may not receive future royalty thiep milestone payments relating to tt
products or rights.

We will need regulatory approvals for any producaraidate, including Tovaxin, prior to introductiorto the market, which will requir
successful testing in clinical trials. Clinical tals are subject to extensive regulatory requirent®rand are very expensive, ti-consuming
and difficult to design and implement. Any producandidate, such as Tovaxin, may fail to achievecassary safety and efficacy endpoi
during clinical trials in which case we will be urtde to generate revenue from the commercializateomd sale of our products.

Human clinical trials are very expensive and difficto design and implement, in part because theysabject to rigorous FC
requirements, and must otherwise comply with feldestate and local requirements and policies of rtrelical institutions where they .
conducted. The clinical trial process is also titmasuming. We estimate that a Phase 1lb clinidal in North America of our lead prodi
candidate, Tovaxin, in SKIS will take approximately three years to compléteaddition, we anticipate that a pivotal Phadeclihical trial
would be necessary before we could submit an agific for approval of Tovaxin for SMIS. Failure can occur at any stage of the triatg
we could encounter problems that cause us to beleit@initiate a trial, or to abandon or repeatimical trial.

The commencement and completion of clinical triadsJuding the commencement of the planned Phdselihical trial of Tovaxin il
SP-MS, may be delayed or prevented by severalfgdtwluding:

. FDA or IRB objection to proposed protocols;
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« discussions or disagreement with the FDA over thegaacy of trial design to potentially demonsteffectiveness, and subsequ
design modifications

« unforeseen safety issus

« determination of dosing issues and related adjusisne
« lack of effectiveness during clinical trials;

« slower than expected rates of patient recruitrr

« product quality problems (e.g., sterility or pujity

« challenges to patient monitoring and data collectiaring or after treatment (for example, pati’ failure to return for follov-up
visits); and

» failure of medical investigators to follow our dtial protocols

In addition, we or the FDA (based on its authodtser clinical studies) may delay a proposed ingesidn or suspend clinical trials
progress at any time if it appears that the study pose significant risks to the study participaoit®ther serious deficiencies are identi
Prior to approval of our product the FDA must detiere that the data demonstrate safety and effewase The large majority of di
candidates that begin human clinical trials faitltononstrate the desired safety and efficacy ctexstics.

Furthermore, changes in regulatory requirementsgaimdhnce may occur and we may need to amend alitrial protocols, or otherwi:
modify our intended course of clinical developmeotreflect these changes. This, too, may imgaetbsts, timing or successful completio
a clinical trial. In light of widely publicized ents concerning the safety risk of certain drugdpots, regulatory authorities, member:
Congress, the U.S. Government Accountability Offiteedical professionals and the general public hiaised concerns about potential ¢
safety issues. These events have resulted in itielrawal of drug products, revisions to drug lamglthat further limit use of the dr
products, and establishment of risk managementranag that may, for instance, restrict distributadrdrug products. The increased atter
to drug safety issues may result in a more cautiggsoach by the FDA to clinical trials. Data fratmical trials may receive greater scru
with respect to safety, which may make the FDA threo regulatory authorities more likely to termimatinical trials before completion
require longer or additional clinical trials thataynresult in substantial additional expense ancelaydor failure in obtaining approval
approval for a more limited indication than oridigaought.

Even if we obtain regulatory approvals for any pretdcandidate, such as Tovaxin, that approval negubject to limitations on t
indicated uses for which it may be marketed. Quility to generate revenues from the commercialiraind sale of any potential products
be limited by any failure to obtain or limitatiom mecessary regulatory approvals.

We will rely on third parties to conduct our clinéd trials and perform data collection and analysishich may result in costs and delays that
may hamper our ability to successfully develop ar@mnmercialize any product candidate, including Tosa.

Although we have participated in the design andagament of our past clinical trials, we do not hteeability to conduct clinical trie
directly for any product candidate, including TowaxXWe will need to rely on contract research oigations, medical institutions, clinic
investigators and contract laboratories to conductclinical trials and to perform data collectiand analysis.

Our clinical trials may be delayed, suspended woniteated if:

« any third party upon whom we rely does not sucediystarry out its contractual duties or regulatotyligations or meet expect
deadlines

« any such third party needs to be replace«

« the quality or accuracy of the data obtained bythiirel party is compromised due to its failure thare to clinical protocols or
regulatory requirements or for other reast

Failure to perform by any third party upon whom medy may increase our development costs, delayability to obtain regulatol
approval and prevent the commercialization of arodpct candidate, including Tovaxin. While we bediehat there are numerous alternz
sources to provide these services, we might nahibe to enter into replacement arrangements witbelatys or additional expenditures if
were to seek such alternative sources.

If we fail to identify and license or acquire othgrroduct candidates, we will not be able to expand business over the long terr

Given that we have limited internal discovery caliids, our business over the long term is sultsafin dependent on our ability
license or acquire product candidates and furtkeeldp them for commercialization. The successisf strategy depends upon our abilit
identify, select and acquire the right product ¢datks. We have limited experience identifyinggatéating and implementing economici
viable product candidate acquisitions or licengédsch is a lengthy and complex process. Also,ntaket for licensing and acquiring proc



candidates is intensely competitive, and many of aampetitors have greater resources than we de.mé&y not have the requis
capital resources to consummate product candidagsitions or licenses that we identify to fulfiiir strategy.
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Moreover, any product candidate acquisition thatdeweomplete will involve numerous risks, including

- difficulties in integrating the development progréonthe acquired product candidate into our exgsthperations;

« diversion of financial and management resourca® fa&isting operation:

« risks of entering new potential markets or techgas;

- inability to generate sufficient funding to offsatquisition costs; and

« delays that may result from our having to perfommanticipated preclinical trials or other tests loa product candidat

We are dependent upon our management team and allsmanber of employees.

Our business strategy is dependent upon the skitisknowledge of our management team. If anycetitmployee leaves, we may
unable on a timely basis to hire suitable replaceméo operate our business effectively. We algerate with a very small number
employees and thus have little or no backup caipalidr their activities. The loss of the servioglsany member of our management teau
the loss of just a few other employees could hawveterial adverse effect on our business and esfiltperations.

If we fail to meet our obligations under our liceesagreements, we may lose our rights to key techg@s on which our business depen

Our business depends on licenses from third parfiégese third party license agreements imposeyatiins on us, such as payn
obligations and obligations diligently to pursuevelepment of commercial products under the licenzat@nts. If a licensor believes that
have failed to meet our obligations under a liceatgeement, the licensor could seek to limit amfaate our license rights, which could lea
costly and timezonsuming litigation and, potentially, a loss o ficensed rights. During the period of any sutgdtion, our ability to carr
out the development and commercialization of paaémgroducts could be significantly and negativef§ected. If our license rights w
restricted or ultimately lost, our ability to comtie our business based on the affected technolagfpnn could be adversely affected.

Our current research and manufacturing facility inot large enough to manufacture product candidatesich as Tovaxin, for clinical trial
or, if such clinical trials are successful, commeat applications.

We conduct our research and development in a 10s80@re foot facility in The Woodlands, Texas, whiocludes an approximate
800 square foot suite of three rooms for the mastufa of Teell therapies. We believe our current facilitpshl have the capacity to supy
a Phase IIb trial in North America for the develamof Tovaxin for SAMS. It is not sufficient, however, to support paiael Europea
clinical trials, if required, or the commercial tah of Tovaxin. In this case, we would need toagxpour manufacturing staff and facil
obtain a new facility or contract with corporatdlaborators or other third parties to assist wittufe drug production and commercialization.

In the event that we decide to establish a commkescale manufacturing facility, we will require subnstial additional funds and will
required to hire and train significant numbers wipdoyees and comply with applicable regulationsicilare extensive. We do not have fu
available for building a manufacturing facility,daave may not be able to build a manufacturing figcihat both meets regulatory requiremi
and is sufficient for our commercial-scale manufaci.

We may arrange with third parties for the manufeenf our future products, if any. However, ourdkparty sourcing strategy may |
result in a cost-effective means for manufactuong future products. If we employ thighrty manufacturers, we will not control many asg
of the manufacturing process, including compliabgehese third parties with cGMP and other reguiatequirements. We further may not
able to obtain adequate supplies from tlgedty manufacturers in a timely fashion for develgmt or commercialization purposes,
commercial quantities of products may not be abé&lédrom contract manufacturers at acceptable costs

If any product we may eventually have is not aceapby the market or if users of any such produceamable to obtain adequate covera
of and reimbursement for such product from governmend other third-party payors, our revenues antcbfitability will suffer.

Our ability to successfully commercialize any prodwe may eventually have will depend in significaart on the extent to whi
appropriate coverage of and reimbursement for swoduct and any related treatments are obtained fjovernmental authorities, priv
health insurers and other organizations, such alshhmaintenance organizations, or HMOs. Tlgedty payors are increasingly challenging
prices charged for medical products and servi¥és.cannot provide any assurances that thady payors will consider any product we
eventually have cost-effective or provide coverafyand reimbursement for such product, in wholegrart.
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Uncertainty exists as to the coverage and reimmesé status of newly approved medical products sergices and newly appro\
indications for existing products. Thiphrty payors may conclude that any product we manteially have is less safe, less clinic
effective, or less cost-effective than existingdurcts, and thirgsarty payors may not approve such product for ayemand reimbursement.
we are unable to obtain adequate coverage of amdbuesement for any product we may eventually hfaem third-party payors, physicia
may limit how much or under what circumstances tivdy prescribe or administer them. Such reductozriimitation in the use of any st
product would cause sales to suffer. Even if tipiadty payors make reimbursement available, paymeests may not be sufficient to make
sale of any such product profitable.

In addition, the trend towards managed health icatiee United States and the concurrent growthrgéwizations such as HMOs, wh
could control or significantly influence the purseaof medical services and products, may resuitaddequate coverage of and reimburse
for any product we may eventually have. Many #pedty payors, including in particular HMOs, are fuing various ways to redt
pharmaceutical costs, including, for instance,ube of formularies. The market for any productmesy eventually have depends on acce
such formularies, which are lists of medications ¥chich thirdparty payors provide reimbursement. These fornedaare increasing
restricted, and pharmaceutical companies facefgignt competition in their efforts to place thphoducts on formularies of HMOs and ot
third-party payors. This increased competition has ted downward pricing pressure in the industry. Thet containment measures
third-party payors are instituting could have aemial adverse effect on our ability to operate padfy.

Any product candidate that we develop, such as ™waif approved for sale, may not gain acceptare@ong physicians, patients and tl
medical community, thereby limiting our potentiad tgenerate revenues.

Even if a product candidate, such as Tovaxin, @ged for commercial sale by the FDA or other tatpry authorities, the degree
market acceptance of any approved product candiafhysicians, healthcare professionals and théndy payors, and our profitability a
growth, will depend on a number of factors, inchgli

« demonstration of efficacy;

« relative convenience and ease of administra

« the prevalence and severity of any adverse siéetsff

- availability and cost of alternative treatmentgluding cheaper generic drugs;

« pricing and cost effectiveness, which may be suligecegulatory control

- effectiveness of our or any of our partners’ salesd marketing strategies;

« the product labeling or product insert requiredtus FDA or regulatory authority in other countriasg
« the availability of adequate third-party insuracogerage or reimbursement.

If any product candidate that we develop does movige a treatment regimen that is as beneficiathascurrent standard of care
otherwise does not provide patient benefit, thatdpct candidate, if approved for commercial saleh®yFDA or other regulatory authoriti
likely will not achieve market acceptance and duility to generate revenues from that product cdatdi would be substantially reduced.

We have incurred, and expect to continue to incingreased costs and risks as a result of being &lpucompany.

As a public company, we are required to comply wvilie Sarbane®xley Act of 2002, or SOX, as well as rules andutations
implemented by the SEC and The Nasdaq Stock M@N&EDAQ). Changes in the laws and regulationsatiifg public companies, includi
the provisions of SOX and rules adopted by the 8B€ by NASDAQ, have resulted in, and will contirtoeresult in, increased costs to u
we respond to their requirements. Given the riskerent in the design and operation of internattiads over financial reporting, t
effectiveness of our internal controls over finahceporting is uncertain. If our internal congr@re not designed or operating effectively
may not be able to conclude an evaluation of otariral control over financial reporting as requigedve or our independent registered pt
accounting firm may determine that our internaltooinover financial reporting was not effectiven dddition, our registered public accoun
firm may either disclaim an opinion as it relatesrtanagemenrd’assessment of the effectiveness of our inteordtals or may issue an adve
opinion on the effectiveness of our internal colstraver financial reporting. Investors may losaftdence in the reliability of our financ
statements, which could cause the market priceuofcommon stock to decline and which could affaat ability to run our business as
otherwise would like to. New rules could also makenore difficult or more costly for us to obtagertain types of insurance, includ
directors’ and officersliability insurance, and we may be forced to acaegticed policy limits and coverage or incur sufisa#ly higher cost
to obtain the coverage that is the same or sirtolaur current coverage. The impact of these esvemtld also make it more difficult for us
attract and retain qualified persons to serve anBmard of Directors, our Board committees, anaéxecutive officers. We cannot predic
estimate the total amount of the costs we may ioctine timing of such costs to comply with theskes and regulations.
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Under the corporate governance standards of NASDEAQajority of our Board of Directors and each memdf our Audit Committe
must be an independent director. If any vacanaiesur Board or our Audit Committee occur that neethe filled by independent directc
we may encounter difficulty in attracting qualifipérsons to serve on our Board and, in particalar, Audit Committee. If we fail to attre
and retain the required number of independent direcwe may be subject to SEC enforcement prongedind delisting of our common st
from the NASDAQ Capital Market.

Risks Related to Our Intellectual Property

Patents obtained by other persons may result irrimjement claims against us that are costly to dedeand which may limit our ability t
use the disputed technologies and prevent us fromnsping research and development or commercialipatiof potential products, such
Tovaxin.

If third party patents or patent applications cantaaims infringed by either our licensed techmyylmr other technology required
make or use our potential products, such as Toyaxid such claims are ultimately determined to dleythere can be no assurance the
would be able to obtain licenses to these patdrasraasonable cost, if at all, or be able to dgvelr obtain alternative technology. If we
unable to obtain such licenses at a reasonable w@stmay not be able to develop any affected prodandidate, such as Tova
commercially. There can be no assurance that Wenati be obliged to defend ourselves in court agaallegations of infringement of th
party patents. Patent litigation is very expensiawel could consume substantial resources and csgatdicant uncertainties. An adve
outcome in such a suit could subject us to sigaifidiabilities to third parties, require disputgghts to be licensed from third parties, or reg
us to cease using such technology.

If we are unable to obtain patent protection anchet proprietary rights, our operations will be sigficantly harmed.

Our ability to compete effectively is dependent mpbtaining patent protection relating to our tembgies. The patent positions
pharmaceutical and biotechnology companies, inoydiurs, are uncertain and involve complex andwwvgllegal and factual questions. -
coverage sought in a patent application can besdemi significantly reduced before or after theepais issued. Consequently, we do not k
whether pending patent applications for our tecbgplwill result in the issuance of patents, ornfydssued patents will provide signific.
protection or commercial advantage or will be cinmented by others. Since patent applications areesentil the applications are publisl
(usually 18 months after the earliest effectivinfjldate), and since publication of discoverieghia scientific or patent literature often |
behind actual discoveries, we cannot be certainttigainventors of our owned or licensed intellettoroperty rights were the first to make
inventions at issue or that any patent applicatanissue were the first to be filed for such ini@ms. There can be no assurance that p:
will issue from pending patent applications otisgued, that such patents will be of commerciakfieto us, afford us adequate protection f
competing products, or not be challenged or dedlarealid.

For our licensed intellectual property, we haveitit control over the amount or timing of resourtdest are devoted to the prosecu
of such intellectual property. Due to this lackcohtrol and general uncertainties in the pateosgeution process, we cannot be sure the
licensed patents will result from licensed applmag or, if they do, that they will be maintaindgsued U.S. patents require the payme
maintenance fees to continue to be in force. We arllicensors to do this and their failure to @ocsuld result in the forfeiture of patents
timely maintained. Many foreign patent offices afsguire the payment of periodic annuities to kpafents and patent applications in ¢
standing. As we do not maintain control over thgnpant of annuities, we cannot assure you that icansors will timely pay such annuit
and that the granted patents and pending patetitajgns will not become abandoned. In additionr licensors may have selected a lirr
amount of foreign patent protection, and therefgpplications have not been filed in, and foreigtepes may not have been perfected ir
commercially significant countries.

The patent protection of product candidates, sschowaxin, involves complex legal and factual gioest To the extent that it would
necessary or advantageous for any of our licensateoperate or lead in the enforcement of ounbeel intellectual property rights, we car
control the amount or timing of resources suchnémes devote on our behalf or the priority theycplan enforcing such rights. We may nc
able to protect our intellectual property rightaiagt third party infringement, which may be ditficto detect. Additionally, challenges may
made to the ownership of our intellectual propeigits, our ability to enforce them, or our undertylicenses.

We cannot be certain that any of the patents isswers or to our licensors will provide adequatetg@ction from competing produc
Our success will depend, in part, on whether weunidicensors can:

« Obtain and maintain patents to protect our prodantidates such as Tovax

« oObtain and maintain any required or desirable kesrto use certain technologies of third partigdschvmay be protected by pate!
« protect our trade secrets and ki-how;

« operate without infringing the intellectual propeaind proprietary rights of others;

« enforce the issued patents under which we holdsjgind

« develop additional proprietary technologies that @atentable
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The degree of future protection for our proprietagihts (owned or licensed) is uncertain. For exiamp

« we or our licensor might not have been the firgntke the inventions covered by pending patentiegns or issued patents
owned by, or licensed to, L

« we or our licensor might not have been the firdileopatent applications for these inventions;

- others may independently develop similar or altéveaechnologies or duplicate any of the techn@s@wned by, or licensed 1
us;

« itis possible that none of the pending patentiapppbns owned by, or licensed to, us will resolidsued patent:

« any patents under which we hold rights may not ple@wus with a basis for commercially viable produchay not provide us with
any competitive advantages or may be challengdtiity parties as invalid, or unenforceable undes.Wr foreign laws; o

« any of the issued patents under which we hold sigily not be valid or enforceable or may be circemted successfully in light
the continuing evolution of domestic and foreignepa laws.

Confidentiality agreements with employees and otheray not adequately prevent disclosure of our &escrets and other proprietary
information and may not adequately protect our ifiectual property, which could limit our ability taompete.

We rely in part on trade secret protection in ortleprotect our proprietary trade secrets and wemtetl knowhow. However, trac
secrets are difficult to protect, and we cannotéesain that others will not develop the same arilar technologies on their own. We h
taken steps, including entering into confidentyal#greements with our employees, consultants, amitscientific collaborators and ot
advisors, to protect our trade secrets and unpatdiowhow. These agreements generally require that ther gtarty keep confidential a
not disclose to third parties all confidential infaation developed by the party or made known topiméy by us during the course of the party’
relationship with us. We also typically obtain agrents from these parties which provide that ineestconceived by the party in the cot
of rendering services to us will be our exclusiveperty. However, these agreements may not be bdnand may not effectively ass
intellectual property rights to us. Further, we édimited control, if any, over the protection eohde secrets developed by our licen:
Enforcing a claim that a party illegally obtainentas using our trade secrets or knbaw is difficult, expensive and time consuming, aime
outcome is unpredictable. In addition, courts alggshe United States may be less willing to protesdde secrets or knotvew. The failure t
obtain or maintain trade secret protection coulkasely affect our competitive position.

A dispute concerning the infringement or misappragtion of our proprietary rights or the proprietaryights of others could be tim
consuming and costly, and an unfavorable outcomeiltbharm our business.

A number of pharmaceutical, biotechnology and ottempanies, universities and research institutlemse filed patent applications
have been issued patents relating to cell therdgells, and other technologies potentially relevianbr required by our product candic
Tovaxin. We cannot predict which, if any, of sugipkcations will issue as patents or the claimg thaght be allowed. We are aware
number of patent applications and patents clairasgof modified cells to treat disease, disordenjory.

There is significant litigation in our industry regling patent and other intellectual property sghWhile we are not currently subjec
any pending intellectual property litigation, armé ot aware of any such threatened litigationwey be exposed to future litigation by tt
parties based on claims that our product candidatesh as Tovaxin, or their methods of use, marnufeng or other technologies or activit
infringe the intellectual property rights of sudfirtl parties. If our product candidates, such agaXm, or their methods of manufacture
found to infringe any such patents, we may haveap significant damages or seek licenses under patdnts. We have not conduc
comprehensive searches of patents issued to thiteep relating to Tovaxin. Consequently, no assgacan be given that thighrty patent
containing claims covering Tovaxin, its method s&wr manufacture do not exist or have not beed find will not be issued in the futt
Because some patent applications in the UniteegStaty be maintained in secrecy until the pateetssaued, and because patent applice
in the United States and many foreign jurisdictians typically not published until 18 months afiing, we cannot be certain that others
not filed patent applications that will mature ingsued patents that relate to our current or éupunduct candidates that could have a ma
effect in developing and commercializing one or enof our product candidates. A patent holder cquklent us from importing, makir
using or selling the patented compounds. We mag teeeesort to litigation to enforce our intelleatyroperty rights or to determine the sc
and validity of thirdparty proprietary rights. Similarly, we may be wdijto claims that we have inappropriately usedisclosed trade secr
or other proprietary information of third partidgswe become involved in litigation, it could comsa a substantial portion of our managt
and financial resources, regardless of whether imeowlose. Some of our competitors may be ableustain the costs of complex intellec
property litigation more effectively than we canchase they have substantially greater resourcesm#jenot be able to afford the cost:
litigation. Any legal action against us or our etlbrators could lead to:

- payment of actual damages, royalties, lost prgfibsentially treble damages and attorneys’ feesgifare found to have willfully
infringed a third part's patent rights
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« injunctive or other equitable relief that may etfeely block our ability to further develop, comnsélize and sell our products;

« we or our collaborators having to enter into lieeasrangements that may not be available on coniatigracceptable terms if i
all; or

« significant cost and expense, as well as distraafaour management from our business.
As a result, we could be prevented from commemiiadi current or future product candidates.
Risks Related to Our Industry
We are subject to stringent regulation of our producandidates, such as Tovaxin, which could delavdlopment and commercialization.

We, our thirdparty contractors, suppliers and partners, an¢pmatuct candidates, such as Tovaxin, are subjestritggent regulation t
the FDA and other regulatory agencies in the Un8tates and by comparable authorities in other tcimsn None of our product candidates
be marketed in the United States until it has teggmroved by the FDA. No product candidate of owrs been approved, and we may n
receive FDA approval for any product candidate.abitimg FDA approval typically takes many years aaguires substantial resources. Ev
regulatory approval is obtained, the FDA may impemificant restrictions on the indicated usesditions for use and labeling of st
products. Additionally, the FDA may require pegiproval studies, including additional research daedelopment and clinical trials. Th
regulatory requirements may limit the size of tharket for the product or result in the incurrenéadditional costs. Any delay or failure
obtaining required approvals could substantialjuae our ability to generate revenues.

In addition, both before and after regulatory apptpwe, our partners and our product candidatesh @s Tovaxin, are subject
numerous FDA requirements covering, among othagt)itesting, manufacturing, quality control, lahg] advertising, promotion, distributi
and export. The FDA' requirements may change and additional governmegiations may be promulgated that could affectaur partne
and our product candidates, such as Tovaxin. Givemumber of recent high profile adverse safegné/with certain drug products, the F
may require, as a condition of approval, costli neanagement programs, which may include safetyedlance, restricted distribution and .
patient education, enhanced labeling, special gragaor labeling, expedited reporting of certairvarde events, preapproval of promotic
materials and restrictions on direct-to-consumeedtising. Furthermore, heightened Congressioraitisy on the adequacy of the FDAdru¢
approval process and the agemscgfforts to assure the safety of marketed drugglted in the enactment of legislation addressing dafet
issues, the FDA Amendments Act of 2007. This legish provides the FDA with expanded authority osherg products after approval and
FDA'’s exercise of this authority could result in delay$ncreased costs during the period of produeeldgment, clinical trials and regulat
review and approval, and increased costs to assmmgpliance with new postpproval regulatory requirements. We cannot pretfie
likelihood, nature or extent of government regulatthat may arise from this or future legislatioanadministrative action, either in the Uni
States or abroad.

In order to market any of our products outsidehef tnited States, we and our strategic partnerdieensees must establish and cor
with numerous and varying regulatory requiremeftster countries regarding safety and efficacypiyval procedures vary among count
and can involve additional product testing and @aoigal administrative review periods and the tineguired to obtain approval in ot
countries might differ from that required to obt&BA approval. The regulatory approval processtirencountries may include all of the ri
detailed above regarding FDA approval in the Uni#dtes. Approval by the FDA does not automaticked to the approval of authorit
outside of the United States and, similarly, apptdoy other regulatory authorities outside the EahiStates will not automatically lead to F
approval. In addition, regulatory approval in oraitry does not ensure regulatory approval in arotbut a failure or delay in obtain
regulatory approval in one country may negativelpact the regulatory process in others. Our prodastiidates, such as Tovaxin, may nc
approved for all indications that we request, whiebuld limit uses and adversely impact our poténtigyalties and product sales. S
approval may be subject to limitations on the iatkd uses for which any potential product may beketad or require costly, postarketing
follow-up studies.

If we fail to comply with applicable regulatory nd@gements in the United States and other counteasyng other things, we may
subject to fines and other civil penalties, delmyapproving or failure to approve a product, suspen or withdrawal of regulatory approvi
product recalls, seizure of products, operatingric®ns, interruption of manufacturing or clinldaials, injunctions and criminal prosecuti
any of which would harm our business.

We may need to change our business practices toptpwith health care fraud and abuse regulationsacour failure to comply with such
laws could adversely affect our business, financtaindition and results of operations.

If we are successful in achieving approval to madtee or more of our product candidates, our ofmratwill be directly, or indirectl

through our customers, subject to various statefeateral fraud and abuse laws, including, with@uithtion, the federal AntKickback Statut
and False Claims Act. These laws may impact, anotingr things, our proposed sales, marketing andagtun programs.
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The federal AntiKickback Statute prohibits persons from knowinglgdawillfully soliciting, offering, receiving or pniding
remuneration, directly or indirectly, in exchange ér to induce either the referral of an individua the furnishing or arranging for a gooc
service, for which payment may be made under aré¢dealthcare program such as the Medicare anddsliedorograms. Several courts h
interpreted the statute'intent requirement to mean that if any one pwrpafsan arrangement involving remuneration is ttuge referrals «
federal healthcare covered business, the statwdéan violated. The AnKickback Statute is broad and prohibits many areamgnts ar
practices that are lawful in businesses outsidehef healthcare industry. Recognizing that the Atkback Statute is broad and n
technically prohibit many innocuous or beneficisldagements, Congress authorized the Departmdfealth and Human Services, Office
Inspector General, or OIG, to issue a series aflagipns, known as the “safe harborgliese safe harbors set forth provisions that, ifhelir
applicable requirements are met, will assure heaith providers and other parties that they will betprosecuted under the Aitiekback
Statute. The failure of a transaction or arrangertefit precisely within one or more safe harbdoes not necessarily mean that it is illegi
that prosecution will be pursued. However, condut business arrangements that do not fully sagiafh applicable safe harbor may rest
increased scrutiny by government enforcement aitig®isuch as the OIG. Penalties for violationshef federal AntiKickback Statute incluc
criminal penalties and civil sanctions such asdjnmprisonment and possible exclusion from MedicMtedicaid and other federal health:
programs. Many states have also adopted laws similthe federal AntKickback Statute, some of which apply to the refkof patients fc
healthcare items or services reimbursed by anycsouot only the Medicare and Medicaid programs.

The federal False Claims Act prohibits persons flarawingly filing or causing to be filed a falseath to, or the knowing use of fa
statements to obtain payment from, the federal gouent. Suits filed under the False Claims Act,Wnas “qui tam”actions, can be broug
by any individual on behalf of the government andrsindividuals, sometimes known as “relators”ragre commonly, as “whistleblowers,”
may share in any amounts paid by the entity togthheernment in fines or settlement. The frequencfiliofg of qui tam actions has increa:
significantly in recent years, causing greater neralof healthcare companies to have to defend seKalaims Act action. When an entit'
determined to have violated the federal False Glakut, it may be required to pay up to three tirtfes actual damages sustained by
government, plus civil penalties. Various stategehalso enacted laws modeled after the federakRalsims Act.

In addition to the laws described above, the Healblurance Portability and Accountability Act of%Bcreated two new federal crim
healthcare fraud and false statements relatingeédtticare matters. The healthcare fraud statutieilyt® knowingly and willfully executing
scheme to defraud any healthcare benefit prograohiding private payors. A violation of this staus a felony and may result in fin
imprisonment or exclusion from government sponsgremjrams. The false statements statute prohilbitsvingly and willfully falsifying
concealing or covering up a material fact or malkang materially false, fictitious or fraudulentt&iaent in connection with the delivery of
payment for healthcare benefits, items or servidesgolation of this statute is a felony and maguk in fines or imprisonment.

If our operations are found to be in violation ofyeof the laws described above and other applicstasite and federal fraud and at
laws, we may be subject to penalties, includindl eéimd criminal penalties, damages, fines, exclusiom government healthcare progra
and the curtailment or restructuring of our operadi

If our competitors develop and market products tteae more effective than our product candidateseyhmay reduce or eliminate ot
commercial opportunities.

Competition in the pharmaceutical industry, paftdy the market for MS products, is intense, anel @xpect such competition
continue to increase. We face competition from pteareutical and biotechnology companies, as welhiaserous academic and rese
institutions and governmental agencies, in the éthiStates and abroad. Our competitors have prodoatshave been approved or ar
advanced development and may succeed in develdpiggs that are more effective, safer and more d#fiole or more easily administered t
ours, or that achieve patent protection or comraéreition sooner than our products. Our most sigguift competitors are fully integra
pharmaceutical companies and more establishedcbiotédogy companies. These companies have signiljcgneater capital resources
expertise in research and developmeminufacturing, testing, obtaining regulatory appitsyand marketing than we currently do. Howe
smaller companies also may prove to be significampetitors, particularly through proprietary resbadiscoveries and collaborat
arrangements with large pharmaceutical and eskedali®iotechnology companies. In addition to the petitors with existing products tt
have been approved, many of our competitors atedualong in the process of product developmedtadso operate large, compafuyrdec
research and development programs. As a resultarapetitors may develop more competitive or affdatd products, or achieve earlier pa
protection or further product commercialization rthae are able to achieve. Competitive products memder any products or prod
candidates that we develop obsolete.

Our competitors may also develop alternative thiesaghat could further limit the market for any guats that we may develop.
Rapid technological change could make our produotssolete

Biopharmaceutical technologies have undergone rapidsignificant change, and we expect that thdlycantinue to do so. As a resi
there is significant risk that our product candégatsuch as Tovaxin, may be rendered obsoleteemronomical by new discoveries before

recover any expenses incurred in connection witir thevelopment. If our product candidates, suclT @gaxin, are rendered obsolete
advancements in biopharmaceutical technologiesfubure prospects will suffer.
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Consumers may sue us for product liability, whicbudd result in substantial liabilities that exceeslr available resources and damage our
reputation.

Developing and commercializing drug products estaipnificant product liability risks. Liability alims may arise from our and «
collaborators’ use of products in clinical trialsdathe commercial sale of those products.

In the event that any of our product candidatesoimss an approved product and is commercializedswrnars may make prod
liability claims directly against us and/or our ledorators, and our collaborators or others sellirgge products may seek contribution frot
if they incur any loss or expenses related to slgims. We have insurance that covers clinical &divities. We believe our current insura
coverage is reasonably adequate at this time. Hemveve will need to increase and expand this c@eees we commence additional clin
trials, as well as larger scale trials, and if angduct candidate is approved for commercial SEiés insurance may be prohibitively expen:
or may not fully cover our potential liabilities.uDinability to obtain sufficient insurance coveeagt an acceptable cost or otherwise to pr
against potential product liability claims couldepent or inhibit the regulatory approval or comniization of products that we or one of
collaborators develop. Product liability claims bhave a material adverse effect on our busineds@sults of operations. Liability from st
claims could exceed our total assets if we do n@tail in any lawsuit brought by a third party gileg that an injury was caused by one or r
of our products.

Health care reform measures could adversely affeat business

The business and financial condition of pharmacaui@nd biotechnology companies are affected byefferts of governmental a
third-party payors to contain or reduce the costs oftheare. In the United States and in foreign jucisons, there have been, and we ex
that there will continue to be, a number of ledisand regulatory proposals aimed at changincht#adth care system. For example, in s
countries other than the United States, pricingrefscription drugs is subject to government contiold we expect proposals to implen
similar controls in the United States to contindaother example of reform that could affect ouribass is drug reimportation into the Uni
States (.e., the reimportation of approved drugs originally mi@atured in the United States back into the Uniiates from other countr
where the drugs were sold at lower prices). Inité in this regard could decrease the price wangrpotential collaborators receive for
product candidates if they are ever approved fta, salversely affecting our future revenue growtkd @otential profitability. Moreover, tl
pendency or approval of such proposals could reéswdtdecrease in our stock price or adverselycaffer ability to raise capital or to obt
strategic partnerships or licenses.

Risks Related to Our Securities

There is currently a limited market for our secuils, and any trading market that exists in our seities may be highly illiquid and may n
reflect the underlying value of our net assets ardiness prospects.

Although our common stock and Series E warrantdradeed on the NASDAQ Capital Market, there is eatly a limited market for o
securities and there can be no assurance thattiae atarket will ever develop. Investors are camtid not to rely on the possibility that
active trading market may develop.

Our stock may be delisted from NASDAQ, which coalfect its market price and liquidity.

We are required to meet certain qualitative andrfaial tests (including a minimum stockholdezguity requirement and bid price
our common stock of $1.00 per share) to maintainliting of our common stock on the NASDAQ Caphédrket. During portions of 20!
and 2009, our stockholdersguity was below the continued listing standardimesment of $2.5 million and the bid price for @mammon stoc
was below $1.00 per share for periods of time, @ndcommon stock was in jeopardy of being delisi2aking 2010, the trading price of ¢
common stock was minimally above $1.00 per sharebfief periods of time, and during 2011, the tredprice of our common stock v
minimally above and below $1.00 per share for giviof time. Since the end of December 2011, awrkshas continued to trade below
minimum bid price continued listing requirementdasur common stock is in jeopardy of being delistddFebruary 2012, we received a ¢
deficiency letter from NASDAQ indicating that ounramon stock failed to comply with the minimum bidce requirement because it tra
below the $1.00 minimum closing bid price for 3Msecutive trading days. The notice further stdbed we will be provided a period of 1
calendar days to regain compliance. If our commetmtk maintains a closing bid price of $1.00 pearshor more for a minimum of
consecutive business days (or such longer peridienef as the NASDAQ staff may require in some ainstances, but generally not more 1
20 consecutive business days) before August 8,,20&2will achieve compliance with the listing standls. If our common stock does
achieve compliance with the minimum bid price byg#st 8, 2012, we may be eligible for an additiob®D day grace period so long as
continue to meet the other listing standards amyige timely notice of our intention to cure thefidiency. However, if it appears to
NASDAQ staff that we will not be able to cure thefidiency, or if we do not meet the other listingrelards, NASDAQ could provide not
that our stock will become subject to delistinge e exercising diligent efforts to maintain ttsting of our common stock and warrants
NASDAQ), but there is no assurance we will be abldd so, and if not, our stock could be delistids also possible that we would otherv
fail to satisfy another NASDAQ requirement for domed listing of our common stock. We may receidgitional future notices fro
NASDAQ that we have failed to meet these requirdsidhwe are unable to cure any such failures fimaly manner and our common stoc
delisted, it could be more difficult to buy or selir common stock and to obtain accurate quotatiang the price of our stock could suffi
material decline. Delisting may also impair ourli&pto raise capital.
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As our share price is volatile, and you may notdigle to resell our shares at a profit or at a

The market prices for securities of biopharmacalitand biotechnology companies, and eathge drug discovery and developn
companies like us in particular, have historic&laen highly volatile and may continue to be higid¥atile in the future. The following facto
in addition to other risk factors described in théstion, may have a significant impact on the mtpkice of our common stock:

. the development status of any drug candidates, asidiovaxin, including clinical study results aretetminations by regulato
authorities with respect there!

- theinitiation, termination, or reduction in theope of any collaboration arrangements or any déespat developments regardi
such collaborations

« announcements of technological innovations, newraernial products or other material events by ounpetitors or us
« disputes or other developments concerning our gy rights;

« changes in, or failure to meet, securities ane’ or investor’ expectations of our financial performan

- additions or departures of key personnel;

« discussions of our business, products, financigbpmance, prospects or stock price by the findrania scientific press and onli
investor communities

« public concern as to, and legislative action wikpect to, the pricing and availability of prestidp drugs or the safety of dru
and drug delivery techniques;

« regulatory developments in the United States aridrgign countries

Broad market and industry factors, as well as esoo@nd political factors, also may materially acbety affect the market price of «
common stock.

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

In the past, following periods of market volatility the price of a compang’securities or the reporting of unfavorable nesegurity
holders have often instituted class action litigatilf the market value of our securities expereéeadverse fluctuations and we become invc
in this type of litigation, regardless of the outo® we could incur substantial legal costs andnbamagemens attention could be diverted fri
the operation of our business, causing our busitoessffer.

Our “blank check” preferred stock could be issued to prevent a bussneombination not desired by management or ourremt majority
stockholders

Our articles of incorporation authorize the issu#ant “blank check”preferred stock with such designations, rights preferences
may be determined by our Board of Directors withstotkholder approval. Our preferred stock coulditiezed as a method of discouragi
delaying, or preventing a change in our control asda method of preventing stockholders from reagiva premium for their shares
connection with a change of control.

Future sales of our common stock in the public matkcould lower our stock price.

During 2011, we sold (i) an aggregate of 384,75&eh of common stock in January pursuant to ath&market’continuous offerin
program and (ii) an aggregate of 4,146,500 shdresrocommon stock, and warrants to acquire andtf#s8,600 shares, in a public offerin
February. Sales of a substantial number of additichares of our common stock in the public madaetild cause the market price of
common stock to decline. An aggregate of 23,04B,d8ares of common stock were outstanding as ofuBep 15, 2012, and anotl
13,621,358 shares were issuable upon exercise tefanding options or warrants. A substantial mgjoof the outstanding shares of
common stock are freely tradable without restrictoy further registration under the Securities 8£0933. We may sell additional share
common stock, as well as securities convertible ot exercisable for common stock, in subsequehtipor private offerings. We may a
issue additional shares of common stock, as wellsecurities convertible into or exercisable for ocoom stock, to finance futu
acquisitions. Among other requirements, we wiledie¢o raise significant additional capital, or seca partnering arrangement, in orde
undertake the planned Phase llb clinical study ofakin in SPMS, and this may require us to issue a substaati@unt of securiti¢
(including common stock as well as securities cdille into or exercisable for common stock). Waot predict the size of future issuat
of our common stock, as well as securities convierinto or exercisable for common stock, or thfedaf if any, that future issuances and ¢
of our securities will have on the market priceoof common stock. Sales of substantial amountsuofcommon stock, as well as secur
convertible into or exercisable for common stocigluding shares issued in connection with an adéprsor securing funds to complete
clinical trial plans, or the perception that suekes could occur, may adversely affect prevailiragkat prices for our common stock.
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We presently do not intend to pay cash dividendsoon common stock.

We currently anticipate that no cash dividends b&lpaid on the common stock in the foreseeableduiVhile our dividend policy w
be based on the operating results and capital refatie business, it is anticipated that all eagsijrif any, will be retained to finance the ful
expansion of our business.

Our stockholders may experience substantial dilutim the value of their investment if we issue atidhal shares of our capital stock.

Our charter allows us to issue up to 100,000,0@deshof our common stock and to issue and desiginateghts of, without stockholc
approval, up to 10,000,000 shares of preferredkstiocthe event we issue additional shares of @ital stock, dilution to our stockhold
could result. In addition, if we issue and desigraitclass of convertible preferred stock, thesariigas may provide for rights, preference:
privileges senior to, and thus adverse to, thodelfers of our common stock.

We may issue debt and equity securities or secesittonvertible into equity securities, any of whingfay be senior to our common stock a:
distributions and in liquidation, which could negately affect the value of our common stock.

In the future, we may attempt to increase our ehapésources by entering into debt or diéle-financing that is unsecured or secure
up to all of our assets, or by issuing additionalbtdor equity securities, which could include isses of secured or unsecured comme
paper, mediunterm notes, senior notes, subordinated notes, giess, preferred stock, hybrid securities, or sgesarconvertible into ¢
exchangeable for equity securities. In the evérduo liquidation, our lenders and holders of oebtdand preferred securities would rec
distributions of our available assets before distiobns to the holders of our common stock. Beeamsr decision to incur debt and is
securities in future offerings may be influencedrbgrket conditions and other factors beyond outrobrwe cannot predict or estimate
amount, timing or nature of our future offeringsdetbt financings. Further, market conditions caelguire us to accept less favorable term
the issuance of our securities in the future.

Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdivorking capital and operational purposes), wedusart of the approximate
$7.6 million net proceeds from the February 201hligwffering to prepare for and proceed toward ithigation of further clinical studies
Tovaxin in MS. We are currently planning to inidaa Phase llb clinical trial of Tovaxin in $®S patients, subject to securing the nece:
resources to conduct such a study. We also regmammitted to further advancing Tovaxin in RIS (also subject to securing the neces
resources to do so). A Phase Ilb clinical studyra¥axin in SPMS is expected to involve 180 patients and take@pmately three years
complete. If we are able to commence such a situdlge first half of 2012, the costs of such studywell as the ongoing expenses of
operations through the expected completion dateuch study are estimated at approximately $32 anilliOur existing resources are
adequate to permit us to proceed materially beybednitiation of such a studyi.e., the dosing of the first patient) or to completersatudy o
any significant portion of it. Unless we securdeatst a substantial portion of the additional veses that will be necessary to complete
planned Phase IIb study and support our operatanisag the pendency of such study, or we are reddgrconfident that such resources
be secured, we would likely not proceed with thgdtion of such study.

Depending on future developments and circumstanveesnay use some of our available cash for othgpqaes. Notwithstanding ¢
current intention to use our available cash fothier clinical studies of Tovaxin, our managemernt have significant flexibility in using ol
current available cash. The actual amounts anithgiraf expenditures will vary significantly dependion a number of factors, including
amount and timing of cash used in our operatiomlscam research and development efforts. Managéméilure to use these funds effecti
would have an adverse effect on the value of oomoon stock and could make it more difficult andtlyo® raise funds in the future.

Iltem 1B. Unresolved Staff Comments

None.
ltem 2. Properties.

Our 10,200 square foot facility is located on thaeees at 2635 Technology Forest Boulevard in Tledands, Texas. This locat
provides space for research and development andfawuaring capacity for clinical trials; a spectad Flow Cytometry and Microscopy |.
support of clinical trials with 800 square feetocMP manufacturing suites; Quality Systems managénvih a Quality Control Laboratol
Regulatory Affairs, and Quality Assurance; as veslladministrative support space. Approximately @ &fuare feet of space remains avail

for future buildeut. We lease the facility for a term ending in 204ith two options for an additional five years leat the then prevailit
market rate.
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Item 3. Legal Proceedings
We are not currently a party to any material lggaceedings.

Item 4. RESERVED.
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PART Il
ltem 5. Market for Registrant’s Common Equity, Related Stockholder Matters and Isuer Purchases of Equity Securities
Market Information and Holders

Our common stock is traded on the NASDAQ Capitaridaunder the symbol “OPXA.Our common stock has, from time to til
traded on a limited, sporadic and volatile basis.

The table below shows the high and low sales pfimesur common stock for the periods indicatediegmorted by NASDAQ.

Price Ranges

High Low

Fiscal Year Ended December 31, 201

First Quarte! $ 2.8€ $ 1.82
Second Quarte 3.07 1.4z
Third Quartel 2.1C 1.0z
Fourth Quarte 1.6€ 1.2¢
Fiscal Year Ended December 31, 201

First Quarte! $ 28C $ 1.52
Second Quarte 2.01 1.5¢
Third Quartel 1.64 1.11
Fourth Quarte 1.4C 0.9C

The closing price of our common stock on January2®12 was $0.99 per share, and there were appatedyn250 holders of record
our common stock. This number does not includekstolders for whom shares were held in “hominee®street name.”

Dividends

We have never declared or paid any cash dividendsuo common stock and we do not intend to pay dagbends in the foreseea
future. We currently expect to retain any futuren@ggs to fund the operation and expansion of ausirtess.

Securities Authorized for Issuance Under Equity Corpensation Plans

The following table sets forth information, as oéd@mber 31, 2011, with respect to our compensatems under which common st
is authorized for issuance, which consist of out@8tock Incentive Plan and its predecessor, owe 2004 Compensatory Stock Option F
We believe that the exercise price for all of tipians granted under these plans reflect at |6@@¥lof fair market value on the dates of g
for the options at issue.

Equity Compensation Plan Information

Number of
Securities
Remaining
Available for
Future Issuance
Under Equity

Number of Securities ~ Weighted Average Compensation
to be Issued Upon Exercise Price of Plans (Excluding
Exercise of Outstanding Securities
Outstanding Options,  Options, Warrants Reflected in
Warrants and Rights and Rights Column A)
Plan Category (A) (B) (©)
Equity Compensation Plans Approved by Stockhol 1,771,700 $ 1.9¢ 2,781,17!
Equity Compensation Plans Not Approved by Stockédd — — —
Total 1,771,700 $ 1.93 2,781,17!

Refer to Note 9 “Options and Warranig’the Notes to our financial statements for ttsedl year ended December 31, 2011, incl
elsewhere in the annual report for a descriptioaurf2010 Stock Incentive Plan and 2004 Compeng&tarck Option Plan.
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Recent Sales of Unregistered Securities and EquiBurchases by Company
None.
Item 6. Selected Financial Data
Not applicable.
ltem 7. Managemen’s Discussion and Analysis of Financial Condition ahResults of Operations

The following discussion of our financial conditiamd results of operations should be read in codfiem with the accompanyi
financial statements and the related footnotesetwe

Organizational Overview

We are a developmestage company and have a limited operating hisry. predecessor company for financial reportingppse
was formed on January 22, 2003 to acquire rightmtadult stem cell technology. In November 2004aeguired Opexa Pharmaceuticals,
and its MS treatment technology. Currently we renfacused on developing ourckll technology for MS. To date, we have not geteetan
commercial revenues from operations.

Critical Accounting Policies

Our discussion and analysis of our financial caaditand results of operations is based on our &i#rstatements, which have b
prepared in accordance with accounting principlesegally accepted in the U.S. The preparation e$¢hfinancial statements requires
make estimates and judgments that affect the regp@mnounts of assets, liabilities and expensesh&¥e our estimates on historical experi
and on various other assumptions that we believieetoeasonable under the circumstances, the resfultdich form the basis for maki
judgments about the carrying values of assetsiahdities that are not readily apparent from oteeurces. Actual results may differ from tr
estimates under different assumptions or conditigvis believe the following critical accounting pmdis affect our most significant judgme
and estimates used in preparation of our finarsté&ements.

Stock-Based CompensationOn January 1, 2006, we adopted the provisionsFafancial Accounting Standards Board (FA
Accounting Standards Codificatio’ASC) 718 which establishes accounting for equistriiments exchanged for employee service. We &
the BlackScholes option pricing model to estimate the falue of employee stock based compensation at tieeofigrant, which requires t
input of highly subjective assumptions, includingpected volatility and expected life. Changes iesthinputs and assumptions can mate
affect the measure of estimated fair value of dwarebased compensation. These assumptions are subjectil’generally require significi
analysis and judgment to develop. When estimatiigvilue, some of the assumptions will be basedodetermined from, external data
other assumptions may be derived from our histbegperience with stockased payment arrangements. The appropriate wiigiiace o
historical experience is a matter of judgment, Hamerelevant facts and circumstances.

We estimated volatility by considering historicedck volatility. We have opted to use the simptifimethod for estimating the expec
term of stock options equal to the midpoint betwt#envesting period and the contractual term.

Research and DevelopmentThe costs of materials and equipment or facilitiest are acquired or constructed for researcl
development activities and that have alternatitariuses are capitalized as tangible assets wdgirad or constructed. The cost of <
materials consumed in research and developmentitesiand the depreciation of such equipment ailifies used in those activities i
research and development costs. However, the obstsiterials, equipment, or facilities acquiredconstructed for research and developt
activities that have no alternative future usescaresidered research and development costs arkpeased at the time the costs are incurred.

Results of Operations
Comparison of Year Ended December 31, 2011 with théear Ended December 31, 2010
Net SalesWe recorded no commercial revenues for the yeatedeBecember 31, 2011 and 2010.

Research and Development ExpenseResearch and development expenses were $3,34M038ef year ended December 31, 2
compared to $2,584,734 for the year ended DeceB1he?010. The increase in expenses was primarigy tduan increase in personne
conduct increased development activities as welprapare for our next clinical trial, an increasedevelopment fees, the initiation of |
experiments in preparation for our next clinicahlirand an increase in facilities costs due tadased activity in our laboratory, and
partially offset by a decrease in the engagemerdoofultants and a decrease in stock compensatjmense. The increase in research
development expenses for the year ended Decemb@031 compared to the year ended December 31,\284@lso due in part to a otime
$244,479 credit received from the Internal ReveBeevice during the year ended December 31, 20ayment for our application for t
Qualifying Therapeutic Discovery Grant for qualifgi 2009 research and development expenses. Wenteke and expect to continue to
substantial investments in research and developmeanmtler to develop and market our technology.a&xgense research and development
as incurred. Acquired research and developmentésno alternative future use is expensed wheuirgct] Property, plant and equipment
research and development that has an alternativeefuse is capitalized and the related deprediagiexpensed.



23




General and Administrative ExpensesOur general and administrative expenses were $2896or the year ended December
2011, as compared to $2,216,043 for the year eBdegmber 31, 2010. The increase in expense isodae increase in business developr
costs, an increase in investor relations outreachincrease in stock compensation expense andcegase in facilities costs, and was part
offset by a reduction in professional service fees.

Depreciation and Amortization Expenses Depreciation and amortization expenses were B20for the year ended December
2011, as compared to $168,843 for the year endedrbiger 31, 2010. The increase in expense is dae iocrease in depreciation for faci
build-out costs incurred during the first half of 201h,iacrease in depreciation for laboratory and mactufing equipment acquired dur
2011 to support increased development activitisbamnincrease in depreciation for information tedbgy equipment to replace and upgt
obsolete equipment.

Interest Expense.Interest expense was $3,135 for the year ended nileme31, 2011, compared to $500,648 for the yeded
December 31, 2010. The decrease in interest expeas@rimarily related to the amortized interestuimed during the first half of 2010 and
amortization of the remaining discount and defeffiencing fees in connection with the June 23,@®6anversion of the 10% Converti
Promissory Notes (these notes were converted tormmnstock in June 2010). Interest expense fortledve months ended December 31, 2
related solely to the financing costs on insurgraeies and the loan payable on an equipment line.

Interest Income. Interest income was $932 for the year ended DeceB81he2011, compared to $1,660 for the year endecebiber 3:
2010.

Net Loss.We had a net loss for the year ended December(31, @f $5,968,448, or $0.26 per share (basic ated), compared with
net loss of $5,469,067, or $0.32 per share (basladduted), for the year ended December 31, 200tk increase in net loss is primarily du
increases in research and development, generad@dmihistrative, and depreciation expenses, andpaeslly offset by a decrease in inte
expense.

Liquidity and Capital Resources

Historically, we have financed our operations prilgerom the sale of debt and equity securities.@ December 31, 2011, we had ¢
and cash equivalents of $7,109,215. Our financictiviies generated $8.6 million for the year endedcember 31, 2011, comparec
approximately $0.04 million for the year ended Dmber 31, 2010. The cash generated in 2011 was guledeom the sale of our securitie
two separate offerings. During January 2011, wd aalaggregate of 384,759 shares of our commog ftocet proceeds of $1,066,266 ur
an “at the markettontinuous offering program pursuant to a prospestipplement dated May 17, 2010. During Februafyl 2@e raised n
proceeds of $7,551,891 through a public offeringarhmon stock and warrants pursuant to a prospsopsement dated February 8, 2011.

Our burn rate during 2011, in the absence of aimycell trial as well as significant activities imgparation for such a trial, was
approximately $470,000 per month. If we do not neence a clinical trial, and if we also do not ergagany significant activities in
preparation for such a trial, we believe we havé@eant liquidity to support operations throughZ) However, we will need to raise
additional capital to fund our current businessad support our operations.

We currently intend to continue to use our avadatdsh to fund general corporate purposes (inajudiorking capital and operatiol
purposes) and to prepare for and proceed towardnttiation of a Phase Ilb clinical study of Tovaxin SPMS, subject to securing t
necessary resources to conduct such a study. seehain committed to further advancing TovaxilRR-MS at a later date (also subjec
securing the necessary resources to do Significant activities in preparation for, and thenduct of, a clinical trial will result in substél
increases in our monthly cash burm Phase IlIb clinical study in North America of viaxin is expected to involve 180 patients and
approximately three years to complete. If we ale &b commence such a study in the first half cf2Qhe costs of such study as well as
ongoing expenses of our operations through the atggdecompletion date of such study are estimatedpptoximately $32 million. O
existing resources would not be adequate to parsmtb proceed materially beyond the initiation ofts a study {(.e., the dosing of the fir
patient) or to complete such study or any signiftqgaortion of it. Unless we secure at least a sutigtl portion of the additional resources
will be necessary to complete the planned Phasstlithy and support our operations during the perndeh such study, or we are reason:
confident that such resources will be secured, welavlikely not proceed with the initiation of sustudy.

Given our need for substantial amounts of capdalinidertake a Phase IlIb clinical study in North Aice of Tovaxin in SEMS, we
intend to continue to explore potential opport@stiand alternatives to obtain the significant aoldil resources that will be necessar
complete the planned Phase IIb study and to supperoperations of the Company during the pendefiguch study. In addition to one
more additional financings, these opportunities altdrnatives may include a partnering arrangemétit a large biotech or pharmaceut
company. There can be no assurance that any maitiings or partnering arrangement can be constiethwa acceptable terms, if at all.

Assuming we are able to achieve financing whictuificient to support the planned Phase Ilb studiaérth America and to support «

operations during the pendency of such study, weako exploring a pivotal Phase Il clinical stumfyTovaxin in RRMS. Any such study
Tovaxin in RR-MS would also depend upon the avditgitof sufficient resources.
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We do not maintain any external lines of credithave commitments for equity funds, and should eednany additional capital in 1
future, management will be reliant upon “best @éffodebt or equity financings. As our prospects fordiag, if any, develop during the fisi
year, we will assess our business plan and makestaagnts accordingly. Although we have successfiulhded our operations to date
attracting additional investors in our equity arebtdsecurities, there is no assurance that outatapiising efforts will be able to attri
additional necessary capital for our operationthénfuture. If we are unable to obtain additionadding for operations in the future, we may
be able to continue operations as proposed, reguis to modify our business plan, curtail vari@spects of our operations or ce
operations.

Off-Balance Sheet Arrangements

None.
Inflation

We believe that inflation has not had a materigdast on our results of operations for the two yesded December 31, 2011 and 2
since inflation rates have generally remained &itikeely low levels and our operations are not otfise uniquely affected by inflati
concerns.
Recently Issued Accounting Pronouncements

On July 1, 2009, the FASB officially launched th&SB Accounting Standards Codification, which hasdree the single official sour
of authoritative, nongovernmental U.S. Generallycé&yated Accounting Principles, in addition to guidanssued by the Securities .
Exchange Commission. The codification supersedgsialr FASB, AICPA, EITF, and related literaturEhe codification, which is effective 1
interim and annual periods ending after SeptembelQ09, is organized into approximately 90 accimgntopics. The FASB no longer iss
new standards in the form of Statements, FASB Seaffitions, or Emerging Issues Task Force Abstrdostead, amendments to
codification are made by issuing “Accounting StamdaJpdates.”

There were various other accounting standards mtedpretations issued during 2011 and 2010, nonghi¢h are expected to hav
material impact on the Company'’s financial positioperations or cash flows.

ltem 7A. Quantitative and Qualitative Disclosures About Market Risk.
Not applicable.
Item 8. Financial Statements and Supplementary Date

The financial statements and notes thereto andlewmgntary data required by this Item are presebtginning on page E-of this
annual report on Form 10-K.

ltem 9. Changes in and Disagreements With Accountants on Aounting and Financial Disclosure

None.
Iltem 9A. Controls and Procedures
Evaluation of Disclosure Controls and Procedures

In accordance with Exchange Act Rules 13a-15 amd185 we carried out an evaluation, under the supinviand with the participati
of management, including our Chief Executive Offie@d Acting Chief Financial Officer, of the effa@ness of our disclosure controls
procedures as of the end of the period coverednisyréport. Based on that evaluation, our Chiefdaige Officer and Acting Chief Financ
Officer concluded that our disclosure controls gmdcedures were effective as of December 31, 2@1&nabling us to record, proce
summarize and report information required to béuithed in our periodic SEC filings within the recgdrtime period.
Management’'s Report on Internal Control over Finandal Reporting

Our management is responsible for establishingnaaidtaining adequate internal control over finah@porting, as such term is defir
in Exchange Act Rules 13a-15(f) and 1B8{f). Under the supervision and with the partitipa of our management, including our Cl
Executive Officer and Acting Chief Financial Officave conducted an evaluation of the effectiverafssur internal control over financ

reporting based on the framework limernal Control—Integrated Framewoiiksued by the Committee of Sponsoring Organizatiminthe
Treadway Commission (COSO).
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Based on our evaluation under the frameworlnternal Control—Integrated Framewoiksued by COSO, our management concl
that our internal control over financial reportingas effective as of December 31, 2011 in providiegsonable assurance regarding

reliability of financial reporting and the prepacet of financial statements for external purposesaccordance with generally accej
accounting principles.

This annual report does not include an attestatport of our registered public accounting firmagding internal control over financ
reporting. Managemerst’report was not subject to attestation by ourstegéd public accounting firm pursuant to ruleshef SEC that pern
us to provide only management’s report in this ahmeport.

Changes in Internal Control over Financial Reportirg

There was no change in internal control over fimaneporting (as such term is defined in ExchaAgeRules 13a-15(f) and 155(f))
during our fourth fiscal quarter that has mateyiaffected, or is reasonably likely to materiallffeat, our internal control over financ
reporting.

ltem 9B. Other Information.

None.
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PART Il
ltem 10. Directors, Executive Officers and Corporate Governace.
Executive Officers

Our executive officers are elected by the BoarDiogéctors and serve at the discretion of the Bo@uak. executive officers are as folloy

Name Age Position

Neil K. Warma 49 President, Chief Executive Officer, Acting Chieh&ncial Officer
and Directol

Jaye L. Thompso 46 Senior Vice President of Clinical Development arefy@atory
Affairs

Donna R. Rill 58 Senior Vice President of Operations and Qualityt&ys

Biographical information for our executive officassset forth below:

Neil K. Warma has served as President and Chief Executive Officere June 2008, as Director since September 200&s Actin
Chief Financial Officer since March 2009. From Ja04 to September 2007, Mr. Warma served as mnetsehd chief executive officer
Viron Therapeutics Inc., a privately-held clinicstage biopharmaceutical company. From 2000 to 2@d@3Warma was cdeunder an
president of MedExact USA, Inc., an Internet conmyparoviding clinical information and services toysitians and pharmaceutical compat
From 1992 to 2000, Mr. Warma held senior positiohgcreasing responsibility at Novartis Pharmails (previously Cibaseigy Ltd.) at it
corporate headquarters in Basel, Switzerland. Watilovartis, Mr. Warma served as the Head of hagonal Pharma Policy & Advocacy ¢
in senior management within global marketing whagewvorked on the international launch of a gastesitinal product. Mr. Warma obtair
an honors degree specializing in Neuroscience ftioenUniversity of Toronto and an International MAB.from the Schulich School
Management at York University in Toronto. As ouesident and Chief Executive Officer, Mr. Warma iiedtly involved in all aspects of c
operations. He has extensive experience in comdrasiness development within the biopharmaceutiwhistry, in addition to executi
leadership and management experience.

Jaye L. Thompson, Ph.D.has served as Senior Vice President of Clinicaldigment and Regulatory Affairs since November 2
From April 2006 to September 2009, Dr. Thompsowvextras Senior Vice President of Regulatory and EimgrTechnologies for inVent
Clinical Solutions, LLC, a subsidiary of inVentivedth, Inc., a publicly traded company providing &evrange of services to f
pharmaceutical industries. inVentiv Health acquiBeINERGOS, Inc., the company founded in 1991 byThompson. SYNERGOS wa:!
contract research organization helping companiegentarough the clinical and regulatory hurdles afduct development. She currently se
as a director of Repros Therapeutics, Inc. Dr.nipson received a doctorate and masters degreeogtaistics from the University of Te»
Health Science Center, School of Public Health, @BdS. in Applied Mathematics from Texas A&M Unisiy.

Donna R. Rill has served as Senior Vice President of OperatinodsQaiality Systems since January 2009. From Nover2®@4 unti
January 2009, she served as Vice President of @mesaFrom April 2003 to November 2004, she wass director of quality systems ¢
process development at Opexa PharmaceuticalsFinom November 1997 to April 2003, she was the dineof translational research for
Center for Cell & Gene Therapy at Baylor College Médicine. Ms. Rill has worked to design and qyal3MP Cell & Gene Theraj
Laboratories, GMP Vector Production facilities, ahdnslational Research Labs at St. Jude ChildrBe'search Hospital, Texas Children’
Hospital, and Baylor College of Medicine. Ms. Rékceived her B.S. in Medical Technology from theudrsity of Tennessee, Memphis.

Directors

All of the current directors serve until the nerhaal stockholdergheeting or until their successors have been delgtetl and qualifie
Our current Board of Directors is as follows:

Name Age Position
David E. Jordel 49 Director
Gail J. Maderis 54 Director
Michael S. Richmai 51 Director
Scott B. Seama 56 Director
Neil K. Warma 49 Director, President, Chief Executive Officer andiAg Chief

Financial Officer

27




David E. Jorden has served as a Director since August 2008. Mdejohas served as Executive Chairman for Cytomélix,sinct
February 2012 and previously as an executive boemshber since October 2008. Mr. Jorden previouslyeskas vice president with Morg
Stanley in its Wealth Management group where he ne@sgonsible for equity portfolio management fagrhinet worth individuals since 20
Prior to Morgan Stanley, Mr. Jorden served as pi@sident and chief financial officer of Genometiixc., a private genomics/life scien
company focused on highroughput microarray applications from March 2G060September 2002. Mr. Jorden was a principal \ilye:
Sarofim & Co. prior to joining Genometrix. Mr. Jand earned a MBA from Kellogg School of Managemermi@thwestern University in 19:
and a BBA from the University of Texas/Austin in849 He currently serves as a director of Cytomelig, and PLx Pharma, Inc. Mr. Jort
is a Chartered Financial Analyst and Certified RuBlccountant. He has extensive experience in uariaspects of corporate finance
accounting for public companies including capitahfiation and deployment.

Gail J. Maderis has served as a Director since October 2011. Mxleks has served as President and CEO of BayBig e
Bioscience Association), an independent, poofit trade association serving the life sciencetustry in Northern California, since Octo
2009 and joined BayBig'board in 2004. From July 2003 to June 2009, MWederis served as President and CEO of FivePrinszapeutic:
Inc., a biotechnology company focused on the diegpand development of innovative protein and amtybdrugs, and served as a dire
until 2010. Prior to that, Ms. Maderis held generelnagement positions at Genzyme Corporation fré@v Xo 2003, including founder &
president of Genzyme Molecular Oncology, a publichded division of Genzyme, and corporate vicesigent of Genzyme Corporation. |
Maderis has served as a director of NovaBay Pharut@als, Inc. since October 2010. Ms. Maderis lesn a member of several priy
company boards, and currently serves on The Majiotech Advisory Council of San Francisco, as vaalthe HBS Healthcare Initiat
board. Ms. Maderis received a B.S. degree in lessirfrom the University of California at Berkeleydaan M.B.A. from Harvard Busine
School. Ms. Maderis has extensive experience animrsexecutive of life sciences companies, givireg valuable operational and indu:
experience and leadership skills, as well as aansite network of contacts related to financingtrpaing and support services in the bio
industry and visibility into business and policgnids that impact the biopharmaceutical industry.

Michael S. Richmanhas served as a Director since June 2006. Mr. Richhas served as president and chief executiveeoft
Amplimmune, Inc. since July 2008. Mr. Richman seéras president and chief operating officer of Ammptiune, Inc. from May 2007 to Ji
2008. From April 2002 to May 2007, Mr. Richman sstvas executive vice president and chief operatifiger of MacroGenics, In
Mr. Richman joined MacroGenics, Inc. in 2002 witppeoximately 20 years experience in corporate lassindevelopment within t
biotechnology industry. Mr. Richman served as adaor of Cougar Biotechnology from June 2006 ty 2009. Mr.Richman obtained his B.
in Genetics/Molecular Biology at the University Gflifornia at Davis and his MSBA in Internationaldness at San Francisco S
University. He has extensive experience in busirdmsslopment and strategic planning for life sceemompanies, as well as execu
leadership and management experience.

Scott B. Seamarhas served as a Director of since April 2006. MrarSan has served for over five years as the execdiiector an
treasurer of the Albert and Margaret Alkek Fourmtatdf Houston, Texas, a private foundation prinyasiipporting institutions in the Te»
Medical Center in Houston, Texas. Since Januarys 1®9present, Mr. Seaman has served as the chiafidial officer of Chaswil Ltd.,
investment management company. Since September, M8&Geaman has served as secretary and treasutdr& A Properties Inc.,
ranching and real estate concern. In April 2009, $&aman became the Managing Member of ICT Devedoptol C which is the Managit
Member of ICT Holdings LLC, an energy services digsppFrom January 2003 to April 2009, Mr. Seamarved as chairman and from J
2004 to April 2009, as president of ICT Managemiexct, the general partner of Impact Composite Tetgy Ltd., a composite indus
supplier. From October 2007 to December 2010, Man$an served on the board of GeneExcel, Inc. vatpty held biotechnology compa
From May 2004 to December 2010, Mr. Seaman sersedMember of the Investment Committee of Globaddtsl Equity Fund LP, a hec
fund. Mr. Seaman received a bachedodegree in business administration from Bowlingédar State University and is a certified pu
accountant. Mr. Seaman has extensive experienoedrall financial management and corporate devetoprcombined with operational &
corporate governance experience.

Neil K. Warma —refer to “Executive Officers” section above for MWarma'’s biographical information.
Audit Committee

The Board of Directors has established a standingjt”ACommittee currently composed of three momployee directors, Messrs. Jor(
Richman and Seaman, each of whom the Board hagvdeésl is “independentiithin the meaning of SEC rules and regulations ISAGDAQ
listing standards. The Audit Committee selectsbehalf of our Board, an independent public accagntirm to audit our financial statemet
discusses with the independent auditors their iadéence, reviews and discusses the audited filatataments with the independent aud
and management, recommends to our Board whetheguttieed financials should be included in our AririReport to be filed with the SE
and oversees managemaenitentification, evaluation, and mitigation of mijisks to Opexa. The Board has determined thegdvé. Jorde
and Seaman each qualifies as an “audit committemndial expert'as defined in SEC rules and regulations and alssgsses the financ
sophistication and requisite experience as requinettr NASDAQ listing standards.
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Code of Ethics

In 2005, in accordance with SEC rules, the thenitAGdmmittee and the Board of Directors adopted Rodicy on Whistleblowe
Protection and Code of Ethics which is applicabletr principal executive officer, principal finaaktofficer, principal accounting officer
controller, or persons performing similar functiomdiich we sometimes refer to as our senior fir@mafficers. The Board of Directors belie
that these individuals must set an exemplary stahdaconduct, particularly in the areas of accogtinternal accounting control, audit
and finance. This Code of Ethics sets forth ethgtahdards to which the designated officers mukerand other aspects of accoun
auditing and financial compliance. The Code of &his available on our website &tvw.opexatherapeutics.com. Please note that t
information contained on our website is not incogbed by reference in, or considered to be a gathis document.

Section 16(a) Beneficial Ownership Reporting Compdince

Section 16(a) of the Exchange Act requires ouratlins and executive officers, and persons who ligal§y own more than 10% of
registered class of our equity securities, to \fiith the SEC initial reports of ownership and répasf changes in ownership. These repo
persons are required by SEC regulations to furasstvith copies of all such reports they file. To &nowledge, based solely on our reviey
the copies of such reports furnished to us andewritepresentations from certain insiders thattheroreports were required, we believe a
the reporting persons complied with all applicaBkction 16(a) filing requirements applicable tontheith respect to transactions during
fiscal year ended December 31, 2011.

ltem 11. Executive Compensation
Executive Officer Compensation

The following table sets forth certain informatiooncerning compensation earned by or paid to cegaisons who we refer to as
“Named Executive Officersfor services provided for the fiscal year endedddelger 31, 2011. Our Named Executive Officers inelpdrsor
who (i) served as our principal executive officeragted in a similar capacity during 2010, (ii) eeserving at fiscal yeagnad as our two mc
highly compensated executive officers, other tham irincipal executive officer, whose total commdim exceeded $100,000, and (iii
applicable, up to two additional individuals for erh disclosure would have been provided as a mgstyhcompensated executive officer,
for the fact that the individual was not servingaasexecutive officer at fiscal year-end.

2011 Summary Compensation Table

Options All Other

Name and Principal Position Year Salary Bonus Awards ) Compensatior Total

Neil K. Warma 2011 $ 385,000 $ 50,00 $ 115,05: — $ 550,05:
President, Chief Executive Officer, Acting 2010 $ 362,080 $ 50,00( — — $ 412,08
Chief Financial Officel

Donna R. Rill 2011 $ 200,000 $ 15,00 $ 38,35( — $ 253,35(
Senior Vice President of Operatio 2010 $ 208,000 $  25,00( — — $ 233,00(
and Quality Systenr

Jaye L. Thompson, Ph.l 2011 $ 200,000 $ 15,00 $  38,35( — $ 253,35(
Senior Vice President of Clinical 2010 $ 200,000 $ 25,00( — — $ 225,00(

Development and Regulatory Affa

(1) Amounts in this column represent the aggregatetgtate fair value of awards computed in accordavite FASB ASC Topic 718. Si
Note 9 to our financial statements included in #risual report on Form -K for assumptions underlying the valuation of eguaitvards

Executive Employment Agreemen

We entered into an employment agreement on Jun20D® with Neil K. Warma pursuant to which he seras our President and Cl
Executive Officer. Pursuant to the agreement, whigtomatically renews for 12wonth periods, Mr. Warma is currently paid $396,p80yeal
In addition, Mr. Warma is entitled to the following) an annual cash bonus of up to 50% of his lsas&ry based upon milestones to be a¢
upon; (i) a oneime payment of $50,000 cash and 25,000 sharesioé@mmon stock to be issued if and when the cipbid price of oL
common stock equals or exceeds $4.00 for 20 cotigedvading days; and (iii) a 1Pear stock option to purchase 250,000 shares ofrum
stock with an exercise price of $1.01 per shar¢ tleats 50,000 shares immediately and the balaneetagly in equal amounts over th
years. In addition, we provided Mr. Warma with i&tion assistance and our standard benefits andaimse coverage as generally provide
our management, as well as contractual indemnificatights by reason of his service as an officed @mployee. If his employment
terminated by the Board without cause, as defimethé agreement, Mr. Warma will be entitled to reeea severance payment eque
12 months of his base salary plus a payment equz0% of base salary in lieu of any potential bomusddition any earned but unpaid bo
In addition, vesting of stock options will acceleran full. We will also reimburse Mr. Warma for BRA expenses for a 1wonth perioc
subject to a cap equal to Opexatandard contribution to employee health bendfigon the effectiveness of a change in controfjefsed ir
the agreement, Mr. Warma will receive 18 monthsalry and COBRA reimbursement and a payment équéb% of base salary in lieu
any potential bonus, in addition to any earnedumgaid bonus. In addition, all vesting of option#l accelerate in full. Any payment or ben



Mr. Warma might receive upon a change of controictwtwould constitute a “parachute paymentider Section 280G of the Inter
Revenue Code will be reduced so as not to triggeise tax under Section 4999 of such Code. Mr. Viésragreement also provides that f
12-month period following his termination of employngehe will not engage or participate in any comtpegibusiness or solicit or recruit &
of Opexas employees. The severance and change of conmefitseeare subject to Mr. Warma executing and égihg a general release
waiver of claims in favor of Opexa.
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We entered into an amended and restated employegeaément with Donna R. Rill on April 21, 2010 whis effective as of April
2010, pursuant to which Ms. Rill serves as our &eviice President of Operations and Quality Systeifisis agreement superseded Ms. Rill’
prior agreement. Ms. Rill is currently compensadéthe rate of $220,000 per annum and is eligibleceive an annual discretionary bont
up to 20% of her base salary per 12-month periadeth on the achievement of objectives as deternipédpexas Board and Chief Executi
Officer. In addition, Ms. Rill receives our standabenefits and insurance coverage as generallyiggdwto our management, as wel
contractual indemnification rights by reason of kervice as an officer and employee. Ms. Rifmployment may be terminated at any
voluntarily by her or without cause (as definedhe agreement) by the Board. If her employmeneiminated by the Board without cat
Ms. Rill will be entitled to receive a severancempant equal to six months of her base salary astingefor any unvested stock options
accelerate by six additional months. The sever@ecefits are subject to Ms. Rill having been camdimsly employed through the termina
event, executing and delivering a general releasevaiver of claims in favor of Opexa, not beingoireach of the employment agreemet
Opexas proprietary information and inventions agreemant] not engaging in any activity which is competitwith Opexa during the term
the employment agreement or while receiving thesewce benefits. The timing of any payments to Ri.under the employment agreem
is subject to applicable requirements of Sectiod6f the Code and the related Treasury Regulations

We entered into an amended and restated employegesement with Jaye L. Thompson, Ph.D., on Jun@@7, pursuant to which [
Thompson serves as our Senior Vice President oficali Development and Regulatory Affairs. This agnent superseded Dr. Thompson’
prior agreement dated November 16, 2009. Dr. Thomfis currently compensated at the rate of $220p@0Gnnum and is eligible to rece
an annual discretionary bonus of up to 20% of laselsalary per 1&onth period, based upon the achievement of obgxts determined
Opexas Board and Chief Executive Officer. In additidr, Thompson receives our standard benefits angrange coverage as gener
provided to our management. Dr. Thompsosmployment may be terminated at any time volilgtay her or without cause (as defined in
agreement) by the Board. If her employment is teatd@d by the Board without cause, Dr. Thompson béllentitled to receive a severa
payment equal to six months of her base salaryaddition, in the event of a change of control (a$inred in the agreement) and
Thompson$ employment is terminated without cause or Dr.riipson resigns for good reason (as defined in theeagent) within 12 mont|
of such change of control, Dr. Thompson will beitéed to receive a severance payment equal to sinths of her base salary and all unve
equity awards will immediately vest in full and loege exercisable pursuant to their terms. The seeerbenefits are subject to Dr. Thomy
having been continuously employed through the teation event, executing and delivering a genellaebee and waiver of claims in favol
Opexa, not being in material breach of the emplaoynagreement or Opexa’proprietary information and inventions agreemami nc
engaging in any activity which is competitive wi@pexa during the term of the employment agreememtole receiving the severar
benefits. The timing of any payments to Dr. Thompander the employment agreement is subject thcajpe requirements of Section 40
of the Code and the related Treasury Regulations.

2011 Grants of Plan Based Awards

The following table presents information regardstgck options granted during the fiscal year eridedember 31, 2011 pursuant to
2010 Stock Incentive Plan to our Named Executiviicefs.

Number of

Securities Exercise Price Grant Date

Underlying of Option Fair Value of
Name Grant Date Options Awards Options ()
Neil K. Warma 01/04/11 75,00(@ $ 15€¢ $ 115,05:
Donna R. Rill 01/04/11 25,00(@ $ 15¢ $ 38,35(
Jaye L. Thompso 01/04/11 25,00(@ $ 15¢ $ 38,35(

(1) Amounts in this column represent the aggregatetglate fair value of awards computed in accordamitk Financial Accountin
Standards Board Accounting Standards Codificatiopid@ 718. See Note 9 to our financial statementkided in this annual report
Form 1(-K for assumptions underlying the valuation of eguaitvards

(2) The shares vest quarterly over a t-year period from the grant da
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2011 Outstanding Equity Awards at Fiscal Year-End

The following table presents information regardmgstanding equity awards at December 31, 201®d&oh of the Named Execut

Officers.
Option Awards
Number of Number of
Securities Securities
Underlying Underlying
Unexercised Unexercised Option Option
Options (#) Options (#) Exercise Expiration
Name Exercisable Unexercisable Price Date
Neil K. Warma 250,00( — 3 1.01 06/16/18
150,00( — 3 0.22 01/16/19
75,00( 25,00 $ 2.0t 11/30/19
31,25( 43,750 $ 1.5¢ 01/04/21
Donna R. Rill 6,00( — 3 7.0C 12/05/15
23,38( — 3 5.0C 04/20/16
32,00( — 3 5.47 06/18/17
3,00( — 3 1.0¢ 05/06/18
33,00( — 3 1.17 06/26/18
40,00( — 3 0.2z 01/16/19
8,39¢ — 3 0.47 02/06/19
37,50( 12,50 $ 2.0t 11/30/19
10,417 14,58 $ 1.5¢ 01/04/21
Jaye L. Thompso 37,50( 12,50 $ 2.0t 11/30/19
10,417 14,58 $ 1.5¢ 01/04/21
(1) The shares vest quarterly over a t-year period from the grant da

2011 Director Compensation

The following table presents summary informatiogareling compensation of the nemployee members of our Board of Directors

served during any part of the fiscal year endedebdaer 31, 2011.

Fees Earnec

or Paid Options

Name in Cash Awards Total

David Hung (former directoi® —  $ 35,71 ®) “ ¢ 35,71¢

David E. Jordel $ 60,00(®) $ 3571 “ $ 95,71¢

Gail J. Maderi«®) — 3 23,81 (7" ¢ 23,81¢

Michael S. Richmai — % 3571 “ $ 35,71¢

Scott B. Seama — % 35,712 “ $ 35,71¢

(1) Dr. Hung did not stand for -election following expiration of his term of offiaghich expired on October 27, 20:

(2) Amounts in this column represent the aggregatetglate fair value of awards computed in accordamitk Financial Accountin
Standards Board Accounting Standards Codificatiopid@ 718. See Note 9 to our financial statementkided in this annual report
Form 1(-K for assumptions underlying the valuation of egaitvards

(3) As compensation for Board services, Dr. Hung anddvke Jorden, Richman and Seaman were issuedllihwifig two options on Apr
5, 2011 to purchase shares of our common stock a&xarcise price of $1.78 per share, the marketevah the date of grant: (i)
option to purchase 10,000 shares, with 50% vedtimgediately upon grant and the remaining 50% vgstim April 30, 2012; and (ii) ¢
option to purchase 10,500 shares in lieu of cashpemsation for services, with 50% vesting immedijatgon grant and the remain
50% vesting on December 31, 20

(4) The aggregate number of shares underlying outstgnalption awards as of December 31, 2011 was:HDng, 89,139 shares; M
Jorden, 81,269 shares; Ms. Maderis, 23,423 shislieRichman, 142,039 shares; and Mr. Seaman, 18%b8res

(5) Compensation for services as chair of the Audit @iftee.

(6) Ms. Maderis was elected as a director at the Oct®be2011 annual meeting of sharehold

(7)  As compensation for Board services, Ms. Maderis isssed the following three options on OctoberZ¥],1 to purchase shares of (

common stock at an exercise price of $1.05 perslilae market value on the date of grant: (i) amago purchase 20,000 shares, with
33.33% vesting immediately upon grant, 33.33% wgstin October 27, 2012 and 33.33% vesting on Oct®be2013; (ii) an option to
purchase 1,667 shares, with 50% vesting immediafgbn grant and the remaining 50% vesting on Aprl2012; and (iii) an option to
purchase 1,756 shares in lieu of cash compensaiagervices, with 50% vesting immediately uponngrand the remaining 50% vest



on December 31, 201
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Standard Compensation Arrangemer

Employee directors do not receive any compensdtioservices as a member of our Board. We reimbatsedirectors for travel ai
lodging expenses in connection with their attendaaicBoard and committee meetings. As compenséiotheir services on our Board,
2011 our noremployee directors were issued options to purcbhaees of Opexa common stock in lieu of cash cosgiem. Each option
granted with an exercise price equal to the fairkeiavalue of Opexa common stock on the date of grant and is issitkdrdully vested ¢
with a vesting schedule over a period of time uprie year (or up to two years in the case of aralrgrant to a new director). In addition,
pay a quarterly retainer of $15,000 in cash tocthesr of our Audit Committee.

ltem 12.  Security Ownership of Certain Beneficial Owners andManagement and Related Stockholder Matters

The following table sets forth, as of February 2§12, the number and percentage of outstandingeshafr our common sto
beneficially owned by: (a) each person who is kndoyrus to be the beneficial owner of more than 5%uw outstanding shares of comn
stock; (b) each of our directors; (c) the Nameddtxige Officers; and (d) all current directors andkcutive officers, as a group. As of Febr
15, 2012 there were 23,048,488 shares of commak &sued and outstanding.

Beneficial ownership has been determined in acemelavith Rule 13&® under the Exchange Act. Under this rule, cersaiares may |
deemed to be beneficially owned by more than onsope(if, for example, persons share the powerdte wr the power to dispose of
shares). In addition, shares are deemed to be ibiatlgfowned by a person if the person has thétrip acquire shares (for example, u
exercise of an option or warrant) within 60 daystaf date as of which the information is providedcomputing the percentage ownershi
any person, the amount of shares is deemed tod@dhe amount of shares beneficially owned by suerison by reason of such acquisi
rights. As a result, the percentage of outstandimayes of any person as shown in the followingetaloles not necessarily reflect the person’
actual voting power at any particular date.

To our knowledge, except as indicated in the fo@wdo this table and pursuant to applicable conityyroperty laws, the persc
named in the table have sole voting and investpewer with respect to all shares of common stodwshas beneficially owned by them.

Beneficial Ownership Table

Number of Shares Percentage of

Name and Address of Beneficial Owne(®) Owned Class
Beneficial Owners of more than 5%:

Albert and Margaret Alkek Foundatid? 2,091,13@) 8.82%
Charles E. Sheec® 1,608,15!®) 6.8(%
Visium Balanced Master Fund Lt(®) 1,411,787 6.07%
LBI Group, Inc.® 1,461,750 6.1%
Alkek & Williams Ventures Ltd(0) 1,302,32:11) 5.54%

Officers and Directors:

David E. Jordel 1,530,38(12) 6.4€%
Scott B. Seama(19 1,523,09(13) 6.42%
Neil K. Warma 566,54((14) 2.4(%
Donna R. Rill 198,50:15) *
Michael S. Richmau 142,03416) S
Jaye L. Thompso 55,42¢17) *
Gail J. Maderis 10,09(18) S
All directors and executive officers as a groupé€rsons)** 4,026,07!19) 15.9%

*  Lessthan 19
** Includes only current directors and officers segvim such capacity as of the date of the tg
(1) Unless otherwise indicated in the footnotes, thdingaaddress of the beneficial owner is c/o Op&karapeutics, Inc., 2635 Technol
Forest Boulevard, The Woodlands, Texas 77.
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2)

3)

(4)

(5)

(6)

(7)
(8)

(9)
(10)

This information is based on the Schedule 13D/édfilvith the SEC on December 16, 2009, by Albert lladgaret Alkek Foundatic
(the “Foundation”), Alkek & Williams Ventures, Ltd:Ventures”), Scott Seaman, DLD Family InvestmehtsC (“DLD Family”), anc
the other reporting persons named therein (the rilation 13D")and other information available to us. The Fouraticts through ¢
investment committee of its board of directors, etthincludes Mr. Daniel Arnold, Mr. Joe Bailey, Micott Seaman and Ms. Ra
Duncan Williams. Mr. Seaman is the executive divecif the Foundation and chairman of the investnommimittee. The investme
committee has sole voting and investment power allerf the shares of common stock beneficially ediby the Foundation. Howev
pursuant to the Foundation 13D, neither the exeewdirector nor any member of the investment cotemitmay act individually to vc
or sell shares of common stock held by the Foundatherefore, the Foundation has concluded thandioidual committee member
deemed to beneficially own, within the meaning oldR13d3 of the Exchange Act, any shares of common steddk Iy the Foundatic
solely by virtue of the fact that he or she is amher of the investment committee. Additionally, suant to the Foundation 13D,
Foundation has concluded that because Mr. Seaméis capacity as executive director or chairmathefinvestment committee, can
act in such capacity to vote or sell shares of comstock held by the Foundation without the appro¥dhe investment committee,
is not deemed to beneficially own, within the meandf Rule 13d3 of the Exchange Act, any shares of common stad# hy th
Foundation by virtue of his position as executiirector or chairman of the investment committeee Tiiling address of the benefii
owner is 1100 Louisiana, Suite 5250, Houston, T&x&02.

Consisting of: (i) 1,432,965 shares of common stdick 250,000 shares of common stock underlyirgi€s E warrants; (iii) 158,1
shares of common stock underlying Series F warramd (iv) 250,000 shares of common stock undeglBeries G warrants. Pursu
to the Foundation 13D, the Foundation and otheorteyy persons named therein may be deemed toittdasa group for purposes
Section 13(d) or Section 13(g) of the Exchange Adtwever, the Foundation, Ventures, Chaswil, Ltdd &r. Seaman expres
disclaim (i) that, for purposes of Section 13(d)S®ction 13(g) of the Exchange Act, they are a menuh a group with respect
securities of Opexa held by DLD Family, Mr. ArnoMyr. Bailey or Ms. Williams and (ii) that they haegreed to act together with DI
Family, Mr. Arnold, Mr. Bailey or Ms. Williams as group other than as described in the Foundatidd. ITherefore, this does r
include the following securities: (i) 804,593 sharef common stock held by DLD Family; (ii) 100,08bares of common stc
underlying Series E warrants held by DLD Familyi) 68,781 shares of common stock underlying SeFewarrants held by DL
Family; (iv) 100,000 shares of common stock undedySeries G warrants held by DLD Family; (v) 8@0ghares of common stc
underlying Series H warrants held by DLD Familyi) (26,667 shares of common stock held by Mr. Arndgldi) 50,000 shares
common stock held by Mr. Bailey; (viii) 840,814 sk of common stock held by Ventures; (ix) 200,8d@res of common stc
underlying Series E warrants held by Ventures;6xp09 shares of common stock underlying SeriesaFramts held by Venture
(xi) 200,000 shares of common stock underlying €36 warrants held by Ventures; (xii) 43,655 sharfesommon stock held |
Mr. Seaman; (xiii) 10,000 shares of common stocleulying Series E warrants held by Mr. Seaman;)(Xik,573 shares of comm
stock underlying Series F warrants held by Mr. Sagnand (xv) 149,539 shares of common stock unierlgurrently exercisable stc
options held by Mr. Seama

Charles E. Sheedy exercises sole voting and dispogdower over all of the shares of common stoekdiicially owned. Tk
information in this footnote is primarily based mfiormation reported on the Schedule 13G/A filedtmthe SEC on February 11, 2(
by Charles E. Sheedy and other information avadlablus. The mailing address of the beneficial avim®09 Fannin Street, Suite 29
Houston, Texas 7701

Consisting of: (i) 998,423 shares of common stdqdk;150,000 shares of common stock underlying &eifit warrants; (iii) 353,7:
shares of common stock underlying Series F waryinds50,000 shares of common stock underlyinge®e® warrants; and (v) 56,C
shares of common stock underlying Series H warr.

This information is based on the Schedule 13G fileth the SEC on February 10, 2012, by Visium Ba&h Master Fund, Lt
(“Visium”), Visium Asset Management, LP (“VAM"), JRAsset, LLC (“JGA"), and Jacob Gottlieb (the “Viglu13G") and othe
information available to us. Pursuant to the MisiLi3G, (i) as investment manager to the pooledsiment funds, VAM may be deen
to beneficially own the shares beneficially ownedthe funds, (i) as general partner to VAM, JGAynee deemed to beneficially o
the shares beneficially owned by VAM, and (iii)raanaging member of JGA, Mr. Gottlieb may be deethedbeneficial owner of tl
shares beneficially owned by JGA, and he has sofiey and dispositive power over the shares. VARA and Mr. Gottlieb disclai
beneficial ownership of the securities, excepth® éxtent of his or its pecuniary interest therélihe mailing address of the benefi
owner is 950 Third Avenue, New York, NY 100:

Consisting of: (i) 1,219,785 shares of common st (i) 192,000 shares of common stock underl@eges H warrant:

Lehman Brothers Holdings Inc. exercises sole vating dispositive power over all of the shares ohicmwn stock beneficially owned
LBI Group Inc. The information in this footnote psimarily based on information reported on the Siche 13G filed with the SEC «
August 19, 2008 by LBI Group Inc. The mailing acktref the beneficial owner is 399 Park Avenue, Nenk, New York 10022
Consisting of: (i) 675,675 shares of common stoauk @) 786,079 shares of common stock underlyieges F warrants

Chaswil, Ltd. is the investment manager of Ventured holds voting power and investment power wéspect to Company securi
held by Ventures pursuant to a written agreemerttt®. Seaman is a principal of Chaswil, Ltd. &ad shared voting power and shi
investment power over all of the shares of comntonksbeneficially owned by Ventures. The informatio this footnote is primari
based on the Foundation 13D and other informatroriged to us. The mailing address of the bendfmener is 1100 Louisiana, Su
5250, Houston, Texas 770(
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(11) Consisting of: (i) 840,814 shares of common st@itk200,000 shares of common stock underlying &eE warrants; (iii) 61,509 sha
of common stock underlying Series F warrants; ad200,000 shares of common stock underlying SeBevarrants

(12) Consisting of: (i) 890,000 shares of common stddk;145,000 shares of common stock underlying &el: warrants; (iii)) 314,1.
shares of common stock underlying Series F warréims100,000 shares of common stock underlyinge8eG warrants; and (v) 81,2
shares of common stock underlying currently exatiis stock options

(13) Consisting of: (i) 840,814 shares of common stoekl by Ventures; (ii) 200,000 shares of commonisioederlying Series E warrai
held by Ventures; (iii) 61,509 shares of commorcistonderlying Series F Warrants held by Venturad; 200,000 shares of comir
stock underlying Series G warrants held by Ventufes 149,539 shares underlying currently exerdisattock options held by N
Seaman; (vi) 10,000 shares of common stock undeyl§gieries E warrants held by Mr. Seaman; (vii) 73,5hares of common stc
underlying Series F warrants held by Mr. Seamad,; (&iii) 43,655 shares of common stock held by Beaman. (See footnotes 10
11 for additional discussion of the information &mth in clauses (i) through (iv) of the precedsentence.) Pursuant to the Found:
13D, this does not include the following shareschhMr. Seaman has determined he does not haveitiehefwnership of or h:
disclaimed beneficial ownership: (i) 1,432,965 sisaof common stock held by the Foundation; (ii) ,280 shares of common st
underlying Series E warrants held by the Foundatfiij 158,165 shares of common stock underlyirgyi€& F warrants held by f
Foundation; and (iv) 250,000 shares of common stoxerlying Series G warrants held by the Foundat{See footnotes 2 and 3
additional discussion of the information set foithclauses (i) through (iv) of the preceding seoéeh The mailing address of -
beneficial owner is 1100 Louisiana, Suite 5250, $ton, Texas 7700:.

(14) Consisting of: (i) 32,234 shares of common stoitk3(515 shares of common stock underlying Sefiegarrants; (iii) 10,000 shares
common stock underlying Series G Warrants; and520),791 shares of common stock underlying cutyeércisable stock option

(15) Consisting of: (i) 1,610 shares of common stock @nd 96,892 shares of common stock underlyingeuntly exercisable stock optior

(16) Consisting of: 142,039 shares of common stock uyitkgrcurrently exercisable stock optiol

(17) Consisting of: (i) 4,313 shares of common stock @né1,116 shares of common stock underlying entlly exercisable stock optior

(18) Consisting of: 10,090 shares of common stock ugiteylcurrently exercisable stock optiol

(19) Consisting of: (a) the following held by Mr. Jord€i 890,000 shares of common stock; (ii) 145,88@res of common stock underly
Series E warrants; (iii) 314,117 shares of comntonksunderlying Series F warrants; (iv) 100,000rehainderlying Series G warral
and (v) 81,269 shares of common stock underlyingeatly exercisable stock options; (b) the follogineld by Mr. Seaman or for whi
Mr. Seaman may be deemed to have voting and inesstpower: (i) 840,814 shares of common stock bgld/entures; (ii) 200,0(
shares of common stock underlying Series E wartagits by Ventures; (iii) 61,509 shares of commatktunderlying Series F warra
held by Ventures; (iv) 200,000 shares of commogkstmderlying Series G warrants held by Venturey;149,539 shares of comn
stock underlying currently exercisable stock omidreld by Mr. Seaman; (vi) 10,000 shares of commstmgk underlying Series
warrants held by Mr. Seaman; (vii) 17,573 sharesomimon stock underlying Series F warrants heldMbySeaman; and (viii) 43,6!
shares of common stock held by Mr. Seaman; (cjahewing held by Mr. Warma: (i) 32,234 shares ohtmon stock; (ii) 3,515 shal
of common stock underlying Series F warrants; (ii)000 shares of common stock underlying Seriesa@ants; and (iv) 520,7!
shares of common stock underlying currently exafdis stock options; (d) 1,610 shares of commorkstod 196,892 shares of comr
stock underlying currently exercisable stock opidmeld by Ms. Rill; (e) 142,039 shares of commooclkstunderlying current
exercisable stock options held by Mr. Richman;4f313 shares of common stock and 55,429 sharesrofmon stock underlyir
currently exercisable stock options held by Dr. fipson; and (g) 10,090 shares of common stock widgrturrently exercisable stc
options held by Ms. Maderi

ltem 13. Certain Relationships and Related Transactions, an®irector Independence.
Transactions with Related Persons

The Audit Committee of our Board is responsibledaersight and review of any related person traimas We have no related per
transactions that require disclosure under this@ec

Director Independence

The Board determined that Ms. Maderis and Messrgleh, Richman and Seaman (and Dr. Hung, duringithe he served on ¢
Board), are each an independent director withinntleaning of NASDAQ listing standards, which dirgstoonstitute a majority of the Boa
The Board has determined that each member of tledBoAudit, Compensation and Nominating and Corpoaeernance Committees
independent (or similarly designated) based orBtb&rd's application of the standards of NASDAQ, the rdad regulations promulgated
the SEC or the Internal Revenue Service, as apptepfor such committee membership. The current beemof these committees are
follows:
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Nominating and

Corporate
Audit Compensation Governance
Director Independent Committee Committee Committee
David E. Jordel X X X
Gail J. Maderis X X X
Michael S. Richmal X X X
Scott B. Seama X X X X

ltem 14. Principal Accountant Fees and Services

The following table presents the estimated aggeefgss billed by MaloneBailey, LLP for servicesfpemed during our last two fisc
years.

Years Ended
December 31,

2011 2010
Audit fees®) $ 75,000 $ 74,18¢
Tax fees 3,75( 10,41(
All other fees® 18,02: 7,34(
$ 96,77: $ 91,93t

(1) Audit fees include professional services renderad(i) the audit of our annual financial statemefus the fiscal years end
December 31, 2010 and 2011, (ii) the reviews offit@ncial statements included in our quarterlyortp on Form 1@ for sucl
years and (iii) the issuance of consents and ottaters relating to registration statements filgdib.

(2) Tax fees include professional services relatingréparation of the annual tax retu

(3) Other fees include professional services for reviéwarious filings and issuance of conse

Policy on Audit Committee Pre-Approval and Permisdble Non-Audit Services of Independent Auditors

The Board’s policy is to pre-approve all audit gyermissible noraudit services provided by the independent audifbngese servict
may include audit services, audit-related servitasservices and other services. Bpproval is generally provided for up to one yeaat an
pre-approval is detailed as to the particular serviceategory of services and is generally subjeet $pecific budget. The independent aud
and management are required to periodically refmithe Board regarding the extent of services plediby the independent auditor:
accordance with this pre-approval, and the feesHerservices performed to date. The Board of Darscmay also prepprove particul
services on a case-by-case basis. The Audit Coranitteapproved 100% of the tax services and other sexpcevided by our independ:
auditors during the last two fiscal years.
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Item 15.

@ 1.

PART IV

Exhibits and Financial Statement Schedules

Financial Statemen

INDEX TO FINANCIAL STATEMENTS

Audited Financial Statements for years ended Deceneb 31, 2011 and 2010 and the period from January 22003 (Inception)
through December 31, 2011

Report of Independent Registered Public Accourfimm F-1
Balance Sheets as of December 31, 2011 and F-2
Statements of Expenses for the Years Ended Dece®ib@011 and 2010 and the period from Januar2@23 (Inception) throug!

December 31, 201 F-3
Statement of Changes in Stockholders Equity fronudey 22, 2003 (Inception) through December 31,12 F-4
Statements of Cash Flows for the years ended Dezedih 2011 and 2010 and the period from Januar2@23 (Inception)

through December 31, 20: F-6
Notes to Financial Statemer F-7

2. Financial Statement Schedu

The required information is included in the final@tatements or notes thereto.

3. List of Exhibits
Exhibit No. Description

2.1 Stock Purchase Agreement by and among SportandJmigeistries, Inc., Jason G. Otteson, PharmaFmsn@erp., Warren C
Lau and other PharmaFrontiers stockholders, dateyl 312004 (incorporated by reference to Exhitfittd.the Company’s
Current Report on Forrr-K filed June 4, 2004, File No. 0-25513).

2.2 Agreement and Plan of Reorganization liyamong PharmaFrontiers Corp., Pharma Acquisitiorp@nd Opexa
Pharmaceuticals, Inc. dated October 7, 2004 (ircratpd by reference to Exhibit 2.1 to the Compa@usrent Report on 8-K
filed October 8, 2004, File No. 0-25513).

3.1 Articles of Amendment and Restatement of the Aesabf Incorporation (incorporated by referencexbikit 3.1 to the
Compan’s Current Report on Forn-K filed on June 19, 2006, File No. (-25513).

3.2 Articles of Amendment to the Amended and Restatditlds of Incorporation (incorporated by referemad=xhibit 3.1 to the
Compan’s Current Report on Forn-K filed on November 13, 2009

3.3 Amended and Restated By-laws, as amerideatorated by reference to Exhibit 3.3 to the @any’s Annual Report on form
10K filed on March 8, 2011

4.1 Form of Common Stock Certificate (incomted by reference to Exhibit 4.7 to the CompanyégiRration Statement on Form S-
3 filed on November 13, 2009, File No. -163108).

4.2 Form of Series E Warrant (incorpordigdeference to Exhibit 4.2 to the Company’s Region Statement on Form SB-2
(Amendment No. 1) filed December 20, 2007, File B®t-147167).

4.3 Warrant Agent Agreement by and betwbenCompany and Continental Stock Transfer & T@mipany dated February 13,
2008 for the Series E Warrants (incorporated bgresfce to Exhibit 4.3 to the Company’s Current Repo Form 8-K filed
February 14, 2008

4.4 Form of Underwriter Warrant Agreement by and between the Company actdwaderwriter party thereto for the Serie
Warrants (incorporated by reference to Exhibitté.the Compar’s Current Report on Forn-K filed February 14, 2008

4.5 Form of Underwriter Warrant to Acquire Warrants Agreement by and betwthe Company and each underwriter party the
for the Series E Warrants (incorporated by refezednd=Exhibit 4.5 to the Company’s Current Reporfonm 8-K filed
February 14, 2008

4.6 Unit Purchase Agreement dated Augu2088 by and among the Company and the Investomgd therein in connection with

Unit offering of common stock and Series F Warrdimtsorporated by reference to Exhibit 10.1 to @@mpanys Current Repo
on Form K filed August 12, 2008)
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Exhibit No.

Description

4.7

4.8

4.9

4.10

4.11

4.12

4.13

4.14

10.1+

10.2+

10.3+

10.4+

10.5+

10.6

10.7

10.8

10.9

Form of Series F Warrant issued imeation with August 8, 2008 financing (incorporalsdreference to Exhibit 10.3 to the
Compan’s Current Report on Forn-K filed August 12, 2008)

Registration Rights Agreement datedusi 8, 2008 between the Company and the Investomed therein in connection with
common stock and Series F Warrants (incorporategfeyence to Exhibit 10.2 to the Company’s CurfRaport on Form 8-K
filed August 12, 2008

Unit Purchase Agreement dated April 14, 2009 by amdng the Company and the Investors party théoetthe 10%
Convertible Notes and Series G Warrants (incorearaly reference to Exhibit 10.1 of the Company’sré€ut Report on Form 8-
K filed April 16, 2009).

Form of Series G Warrant issued by thea@any on April 14, 2009 (incorporated by referetw&xhibit 10.4 of the Company’s
Current Report on Formr-K filed April 16, 2009).

Placement Agent Agreement dated Dece®2009 by and between the Company and Rodman &Hen LLC for Unit
offering of Common Stock and Series A and Seriéd@rants (incorporated by reference to Exhibitth.the Company’s
Current Report on Forr-K filed December 10, 2009

Form of Securities Purchase Agreement dated agoéiber 9, 2009 by and between the Company andressior signator
thereto for Unit offering of Common Stock and Sereand Series B Warrants (incorporated by refexéadExhibit 10.1 to the
Compan’s Current Report on Forn-K filed December 10, 2009

Form of Common Stock Purchase WarranGésies A and Series B Warrants (incorporated fgreace to Exhibit 4.1 to the
Compan’s Current Report on Forn-K filed December 10, 2009

Form of Series H Warrant issued by thm@any on February 11, 2011 (incorporated by refaréa Exhibit 4.1 of the
Compan’s Current Report on Forn-K filed February 8, 2011

Opexa Therapeutics, Inc. June 2004 ConaperysStock Option Plan (incorporated by referetacExhibit B to the Company’s
Definitive Information Statement on Schedule 14€dion June 29, 2004, File No. (-25513).

Certificate of Amendments to the Opexardpeutics, Inc. June 2004 Compensatory Stock Ojftian (incorporated by
reference to Exhibit 10.15 of the Comp’s Annual Report on Form -K filed March 5, 2010)

Employment Agreement dated June 16, 290 between the Company and Neil K. Warma (inmaied by reference to
Exhibit 10.1 to the Compa’s Current Report on Forn-K filed on June 18, 2008

Amended and Restated Employment Agreement entetedin April 21, 2010 by and between the Compard/@onna R. Rill
(incorporated by reference to Exhibit 10.1 of tr@r@anys Current Report on Forn-K filed April 27, 2010).

Amended and Restated Employment Agreement entetedin June 27, 2011 by and between the CompanyarelL.
Thompson (incorporated by reference to Exhibit Xd.the Compan’s Current Report on Forn-K filed June 30, 2011

License Agreement dated September 5, 2001 by ameba the Company and Baylor College of Medicinedrporated b
reference to Exhibit 10.14 to the Comp’s Annual Report on Form -KSB filed April 15, 2005, File No. 0(-25513).

Lease dated August 19, 2005 by and between the &woyrgnd Dirk D. Laukien (incorporated by referetw&xhibit 10.13 to th
Compan’s Annual Report on Form -KSB filed March 31, 2006, File No. 0-25513).

License Agreement dated January 13, 2006 by ameketthe Company and Shanghai Institute for Bialaigbervice:
(incorporated by reference to Exhibit 10.23 to@wmpany’s Registration Statement on Form SB-2 (Adngmt No. 1) filed
February 9, 2006, File No. 3-126687).

Fourth Amended and Restated License Agreement] dkdgember 2, 2011, by and between Opexa Therayseltic. and the

University of Chicago (incorporated by referencdkhibit 10.2 to the Company’s Current Report onnfr 8-K filed November
4, 2011).
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Exhibit No.

Description

*

+

10.10+

10.11+

10.12

10.13

23.1*

31.1*

32.1*

Opexa Therapeutics, Inc. 2010 Stock Incentive ftarorporated by reference to Appendix A to the @any’s Schedule 14A
definitive proxy statement filed September 14, 20

Form of award agreement for awards to be made uhdeDpexa Therapeutics, Inc. 2010 Stock IncerRiea (incorporated by
reference to Exhibit 10.2 of the Comp’s Current Report on Forn-K filed October 22, 2010

Continuous Offering Program Agreement dated May2040 by and between the Company and Rodman & Rendhi C
(incorporated by reference to Exhibit 10.1 of tr@rany’s Current Report on Form 8-K filed on May 2810) (subsequently
terminated February 7, 2011 as disclosed in thegamy s Current Report on Forn-K filed on February 7, 2011

Assignment Agreement and General Release, datedoer 2, 2011, by and between Opexa Therapeuticsahd Novarti:
Institutes for BioMedical Research, Inc. (incorgerhby reference to Exhibit 10.1 to the Companyisrént Report on Form B-
filed November 4, 2011

Consent of Independent Registered Pubdicofinting Firm MaloneBailey, LLP, dated February 2012 to the incorporation by
reference of their report dated February 27, 20ilthe Compan’'s Registration Statements on For-8 and :-3.

Certification of Chief Executive Officer and Chigihancial Officer pursuant to Section 302 of theb&ae-Oxley Act of 2002

Certification of Chief Executive Officer and Chiginancial Officer pursuant to Section 906 of theb&ae-Oxley Act of 2002

Filed herewittr
Management contract or compensatory plan or arrapge
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SIGNATURES

Pursuant to the requirements of Section 13 or 1&f{the Securities Exchange Act of 1934, the regigthas duly caused this report tc

signed on its behalf by the undersigned, therednlp authorized.

OPEXA THERAPEUTICS, INC.

By: /s/ Neil K. Warma

Neil K. Warma

President, Chief Executive Officer and
Acting Chief Financial Officer

Date: February 27, 201

Pursuant to the requirements of the SecuritiesoAdt934, this report has been signed below by tleviing persons on behalf of 1

Registrant and in the capacity and on the datasdtet!.

Signature

Title

Date

President and Chief Executive Officer

/s/ Neil K. Warma

Neil K. Warma (Principal Financial and Accounting Officer)

/s/ David E. Jorden

David E. Jorden

/s/ Gail J. Maderis

Gail J. Maderis

/s/ Michael S. Richman

Michael S. Richman

/sl Scott B. Seaman

Scott B. Seaman
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(Principal Executive Officer)
Acting Chief Financial Officer

Director

Director

Director

Director

Director

February 27, 201

February 27, 2012

February 27, 2012

February 27, 201

February 27, 201




REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

To the Board of Directors
Opexa Therapeutics, Inc.

(a development stage company)
The Woodlands, Texas

We have audited the accompanying balance she@p®fa Therapeutics, Inc. (a development stage coyppas of December 31, 2C
and 2010 and the related statements of expensasges in stockholdergquity and cash flows for each of the years thetedrand for th
period from January 22, 2003 (Inception) througle&eber 31, 2011. These financial statements areeiponsibility of Opexa managemet
Our responsibility is to express an opinion on ¢hi@sancial statements based on our audits.

We conducted our audits in accordance with starsdafdthe Public Company Accounting Oversight Bo#ddited States). Tho
standards require that we plan and perform thetatmliobtain reasonable assurance about whethdintrecial statements are free of mate
misstatements. The Company is not required to hawewere we engaged to perform, an audit of itsrival control over financial reportir
Our audits included consideration of internal cohtiver financial reporting as a basis for desigrandit procedures that are appropriate il
circumstances, but not for the purpose of exprgsaimopinion on the effectiveness of the Compaimyternal control over financial reporti
Accordingly, we express no such opinion. An audiiudes examining, on a test basis, evidence stippdhe amounts and disclosures in
financial statements. An audit also includes assgghe accounting principles used and signifiesttmates made by management, as w
evaluating the overall financial statement pred@rmaWe believe that our audits provide a reastenbasis for our opinion.

In our opinion, the financial statements referredabove present fairly, in all material respedig financial position of Opexa as
December 31, 2011 and 2010 and the results ofpésations and its cash flows for each of the y¢lae® ended and for the period fr
January 22, 2003 (Inception) through December B112n conformity with accounting principles gerigraccepted in the United States
America.

/sl MALONEBAILEY, LLP
www.malonebailey.com
Houston, Texas

February 27, 2012
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OPEXA THERAPEUTICS, INC.
(a development stage company)

BALANCE SHEETS

December 31

December 31

Assets
Current assett
Cash and cash equivale! $
Other current assets

Total current asse
Property & equipment, net of accumulated depremiatif $1,193,601 and $1,109,5respectively

Total assets $

Liabilities and Stockholders' Equity
Current liabilities:
Accounts payabl $
Accounts payab—related partie
Accrued expense
Current maturity of loan payab

Total current liabilities

Total liabilities

Commitments and contingenci
Stockholder equity:
Preferred stock, no par value, 10,000,000 shart®ared, none issued and outstanc
Common stock, $0.01 par value, 100,000,000 shatee@zed, 23,048,488 and 18,466,924 shi
issued and outstandi
Additional paid in capita
Deficit accumulated during the development stage

Total stockholders’ equity

Total liabilities and stockholde’ equity $

2011 2010
7109211 $  3,81253
124,77 85,52t
7,233,908 3,898,06
1,029,23 815,95¢
8,263,22. $  4,714,01
476,31 $ 358,83
15,00( 15,00
576,54 335,86

— 35,60°
1,067,86! 745 30!
1,067,86! 745 30!
230,48! 184,67(

107,645,66 98,496,38

(100,680,78) (94,712,33)
7,195,36. 3,068,71
8,263,22. $  4,714,01

See accompanying summary of accounting policiesnatek to financial statements
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OPEXA THERAPEUTICS, INC.
(a development stage company)

STATEMENTS OF EXPENSES
Years ended December 31, 2011 and 2010 and the
Period from January 22, 2003 (Inception) to Decemlne31, 2011

Inception
through
2011 2010 2011
Research and developm $ 3,340,030 $ 2,584,73. $  70,178,87
General and administratiy 2,406,26! 2,216,04 27,609,07
Depreciatior 210,25: 168,84: 1,346,48.
Loss on disposal of fixed ass! 9,68¢ 45¢ 510,24t
Operating los: (5,966,24) (4,970,07) (99,644,67)
Interest incomt 932 1,66( 1,358,41
Other income and expense, — — 661,14t
Gain on extinguishment of de — — 1,612,441
Gain (loss) on derivative instrumet — — 1,388,84:
Gain on sale of technolo¢ — — 3,000,00!
Interest expense (3,135 (500,649 (9,056,95)
Net loss $ (5,968,44) $ (5,469,06) $ (100,680,78)
Basic and diluted loss per shi $ (0.2¢) $ (0.32)
Weighted average shares outstanc 22,532,49 17,071,69

See accompanying summary of accounting policiesnateks to financial statements
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OPEXA THERAPEUTICS, INC.
(a development stage company)

STATEMENTS OF CHANGES IN STOCKHOLDERS' EQUITY
Period from January 22, 2003 (Inception) through Deember 31, 2011

Common Stock Additional
Paid in Accumulated
Shares Par Capital Deficit Total

Shares issued for ca 525,00 $ 262,50( (261,500 $ — % 1,00(
Shares repurchased and cance (170,629 (85,319 84,98¢ — (325
Discount related tc

beneficial conversion featu — — 28,18( — 28,18(

warrants attached to de — — 28,18( — 28,18(
Net loss — — — (126,00) (126,00
Balances at December 31, 2( 354,37! 177,18 (120,157 (126,007) (68,96¢)
Shares issued fo

cash 2,25( 1,12¢ 7,87¢ — 9,00(

services 206,50( 103,25( 745,75( — 849,00(

license 24,26¢ 12,13¢ 414,94( — 427,07"

reverse merger with Sporti 99,74( 49,87( (197,607 — (147,73)

acquisition of Opex: 250,00( 125,00( 23,625,00 — 23,750,00

additional shares attached to convertible 16,10( 8,05( 280,31¢ — 288,36¢

conversion of convertible not; 60,75( 30,37¢ 217,99! — 248,37(
Shares cancelle (8,000 (4,000 4,00( — —
Discount related tc

beneficial conversion featu — — 855,84 — 855,84

warrants attached to de — — 1,848,50:; — 1,848,50:;
Option expens — — 123,33: — 123,33:
Net loss — — — (31,411,73) (31,411,73)
Balances at December 31, 2( 1,005,98. 502,99. 27,805,80 (31,537,73) (3,228,94)
Shares issued fa

cash, net of offering cos 389,45: 194,72¢ 5,151,49. — 5,346,21

convertible deb 611,02¢ 305,51 7,343,93: — 7,649,441

debt 2,30( 1,15C 159,85( — 161,00(

license 29,19 14,597 1,853,78 — 1,868,38:

services 24,00( 12,00( 1,000,40! — 1,012,401
Discount related tc

beneficial conversion featu — — 831,94 — 831,94

warrants attached to de — — 1,433,10: — 1,433,10:
Option expens — — 2,487,74. — 2,487,74.
Warrant expens — — 2,373,88: — 2,373,88:
Transition of warrants from equity instrumentsiabllity

instruments — — (10,658,49) — (10,658,49)
Net loss — — — (14,856,72) (14,856,72)
Balances at December 31, 2( 2,061,95! 1,030,97 39,783,45 (46,394,46) (5,580,03)
Shares issued fa

cash, net of offering cos 4,600,001 2,300,001 18,853,51 — 21,153,51

debt 34,82¢ 17,37 162,62t — 180,00
Option expens — — 2,749,61 — 2,749,61
Warrant expens — — 1,568,96! — 1,568,96!
Net loss — — — (12,649,17) (12,649,17)
Balances at December 31, 2( 6,696,78: 3,348,35. 63,118,18 (59,043,63) 7,422,89:
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OPEXA THERAPEUTICS, INC.
(a development stage company)

STATEMENTS OF CHANGES IN STOCKHOLDERS’ EQUITY—(Cont inued)

Period from January 22, 2003 (Inception) through Deember 31, 2011

Cumulative change in derivative liabili

Option expens
Warrant expens
Net loss
Balances at December 31, 2(
Shares issued fa
cash, net of offering cos
services
Issuance of warrants for ca
Option expens
Net loss
Balances at December 31, 2(

Cumulative effect of change in accounting princ

Par value adjustme!
Reduction in derivative liabilit'
Discount on convertible nott
Discount on warrant
Shares issued fo
cash, net of offering cos
exercise of option
exercise of warrant;
Option expens
Net loss
Balances at December 31, 2(
Shares issued fa
conversion of convertible not
exercise of option
exercise of warrant
services
Option expens
Net loss
Balances at December 31, 2(
Shares issued fa
cash, net of offering cos
services
Option expens
Net loss
Balances at December 31, 2(

Common Stock Additional
Paid in Accumulated

Shares Par Capital Deficit Total
— — 10,658,49 (4,001,82) 6,656,67!
— — 1,876,10: — 1,876,10:
— — 845,27: — 845,27:
— — — (14,667,36) (14,667,36)
6,696,78: 3,348,35. 76,498,05. (77,712,82) 2,133,58!
5,503,87- 2,751,93 5,899,64; — 8,651,57!
45,20( 22,60( 26,36¢ — 48,96
— — 603,85( — 603,85(
— — 1,901,571 — 1,901,571
— — — (11,852,15) (11,852,15)
12,245,85 6,122,88: 84,929,48 (89,564,97) 1,487,39
(1,976,45) 1,755,62; (220,83Y
— (6,329,88)) 6,329,88: — —
— — 587,60 — 587,60
— — 439,49: — 439,49:
— — 37,45 — 37,45
2,550,00! 25,50( 4,663,66! — 4,689,16!
60,40( 26,28( 37,324 — 63,60
619,96 309,98: 764,95; — 1,074,93!
— — 650,24¢ — 650,24¢
— — — (1,433,92) (1,433,92)
15,476,22 154,76: 96,463,65 (89,243,27) 7,375,14:
2,760,18: 27,60: 1,352,48! — 1,380,09:
141,52( 1,41¢€ 108,22! — 109,64
34,00: 34C (340 — —
55,00( 55C 63,80( — 64,35(
— — 508,55( — 508,55(
— — — (5,469,06) (5,469,06)
18,466,922 184,67( 98,496,38 (94,712,33) 3,968,71.
4,531,25! 45,31 8,572,84! — 8,618,15
50,30¢ 503 86,52 — 87,02¢
— — 489,91« — 489,91«
— — — (5,968,440 (5,968,44)
23,048,48 % 230,48 $107,645,66 $(100,680,78) $ 7,195,36

See accompanying summary of accounting policiesnatek to financial statements
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OPEXA THERAPEUTICS, INC.
(a development stage company)

STATEMENTS OF CASH FLOWS

Years ended December 31, 2011 and 2010 and the
Period from January 22, 2003 (Inception) to Decemlne31, 2011

Cash flows from operating activitit
Net loss
Adjustments to reconcile net loss to net cash usegerating activitie:
Stock payable for acquired research and develop
Stock issued for acquired research and develop
Stock issued for servict
Stock issued for debt in excess of princi
Amortization of discount on notes payable due torargts and beneficit
conversion featur
Gain on extinguishment of de
Depreciatior
Amortization of debt financing cos
Option and warrant expen
Loss (gain) on derivative instrumet
Loss on disposal of fixed ass:
Changes in
Accounts receivabl
Prepaid and other expens
Accounts payabl- third parties and related parti
Accrued expenses
Net cash used in operating activities
Cash flows from investing activitie
Purchase of property & equipment
Net cash used in investing activiti
Cash flows from financing activitie
Common stock and warrants sold for cash, net @friof§j costs
Common stock repurchased and canc
Proceeds from exercise of warrants and opt
Proceeds from del
Repayments on loan payable
Net cash provided by financing activities
Net change in cash and cash equival
Cash and cash equivalents at beginning of gerio
Cash and cash equivalents at end of pe

Cash paid for
Income tax
Interest

NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho
Issuance of common stock for accrued inte
Issuance of warrants to placement a(
Conversion of notes payable to common si
Conversion of accrued liabilities to common st
Conversion of accounts payable to note pay
Discount on convertible notes relating
Warrants
Beneficial conversion featu
Stock attached to not
Fair value of derivative instrume
Derivative reclassified to equi
Unpaid additions to property and equipm

Inception
through
2011 2010 2011

(5,968,44) $ (5,469,06) $(100,680,78)
— — 112,44(

— — 26,286,58

87,02¢ 64,35( 2,061,74.

— — 109,07(

— 314,74¢ 6,752,69
— — (1,612,441
210,25: 168,84: 1,346,48.
— 108,11° 524,37¢
489,91« 508,55( 15,575,20
— — (1,388,84))

9,68¢ 45¢ 510,24
26,24t (26,245 —
(65,499 19,90¢ (541,449
(13,02¢) (251,76Y (89,24))
234,92! 186,08" 522,22(
(4,988,92) (4,376,01) (50,511,68)
(296,949 (35,350 (1,671,810
(296,949 (35,350 (1,671,81)
8,618,15 — 49,072,48
— — (325)

— 109,64: 1,248,58:

— — 9,283,18.
(35,607 (67,329 (311,22)
8,582,55I 42,31¢ 59,292,71
3,296,68! (4,369,04) 7,109,21!
3,812,53! 8,181,58: —
7,109,21! 3,812,53" $ 7,109,21!
— — % —

3,13¢ 86,49 153,16:

— — 147,73:

— 78,09: 603,60:

— — 37,45:

— 1,302,00! 7,709,98!

— — 197,17¢

— — 93,36«

— — 3,659,73

— — 1,805,51!

— — 1,287,44

- — 4,680,22!

— — 587,60¢
136,26¢ — 136,26¢

See accompanying summary of accounting policiesnabek to financial statements
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OPEXA THERAPEUTICS, INC.
(a development stage company)
NOTES TO FINANCIAL STATEMENTS

NOTE 1—BUSINESS OVERVIEW AND SUMMARY OF ACCOUNTING POLICIES

Opexa Therapeutics, Inc. (“Opexa” or “the Compamy/gs incorporated in Texas in March 1991 as apbi@armaceutical compa
engaged in developing autologous personalized laeltherapies. During the development stage, Omequired the worldwide license
technology developed at Argonne National Laborat@ayU.S. Department of Energy Laboratory operatedihe University of Chicac
(“Argonne”). This is an exclusive license to a steafl technology in which adult mulfietent stem cells are derived from monocytes obt
from the patient’s own blood (the “LicenseA.patent application was filed in November 2003hwtihe United States Patent and Trade C
regarding the technology involved in the License.

In June 2004, PharmaFrontiers Corp. (“Pharma”) aagiired by Sportan United Industries, Inc. (“Spof} in a transaction account
for as a reverse acquisition. Pharmatockholders were issued 6,386,439 Sportan sh@regchange for 100 percent of the outstan
common shares of Pharma. Immediately followingtthasaction, Sportan changed its name to Pharma,888,838 shares were outstanding.

On October 7, 2004, Opexa acquired all of the antling stock of Opexa Pharmaceuticals, Inc., aityetitat has the exclusi
worldwide license from Baylor College of Medicine an individualized T-cell therapeutic vaccine, @®w ® , for the treatment of multip
sclerosis (MS).

In June 2006, Opexa (i) changed its name to Op&esiapeutics, Inc. from Pharma and (ii) effectedhe-forten reverse common stc
split (the “Split”). In January 2007, Opexa Therapeutics, Inc., thenpamgerged with its wholly owned subsidiary, Op&tearmaceuticals, Ir
with Opexa Therapeutics, Inc. being the survivingipany.

In August 2009, Opexa entered into an exclusiveement with Novartis whereby Novartis acquired X3 rights to the stem c
technology platform and had full responsibility fanding and carrying out all research, developnamt commercialization activities. Opi
received an upfront cash payment of $3 million te time the agreement was entered into and subsiyueceived $0.5 million as
technology transfer fee milestone. On November(,12 Opexa recquired the stem cell assets from Novartis in ickenation for releasir
Novartis with respect to any further payment oliigas owed to Opexa by Novartis, including the ravimg $0.5 million technology transt
milestone payment. In connection with theaguisition of the stem cell assets, a relatechieeagreement with the University of Chicago
assigned back to Opexa. Opexa and the UniversiGh@ago entered into a Fourth Amended and Resbtatense Agreement in connect
with such assignment to Opexa.

Development Stage CompanyOpexa is considered to be in development stagdasithad no commercial revenues to date.

Basis of Presentation. All references to number of shares and per saareunts reflect the Split as if it occurred on fingt day of th
first period presented. The financial statementtuite the accounts of Opexa and its former whollsred subsidiary, Opexa Pharmaceuti
Inc. through December 31, 2006. All inter-compangaants and transactions have been eliminated.

Reclassifications Certain prior year amounts have been reclassifiedhform with the current year presentation.

Use of Estimates in Financial Statement PreparatiarThe preparation of financial statements in conftymiith accounting principle
generally accepted in the United States of Amemcpiires management to make estimates and assusiat affect the reported amount
assets and liabilities, the disclosure of contitgessets and liabilities at the date of the finahstatements, and the reported amoun
revenues and expenses during the reporting pekittdal results could differ from those estimates.

Cash and Cash Equivalentd=or purposes of the statements of cash flows, egsivalents include all highly liquid investmentih
original maturities of three months or less. Thiengry objectives for the fixed income investmenttfmio are liquidity and safety of princip.
Investments are made with the objective of achggtire highest rate of return consistent with these objectives. Opexa’investment polic
limits investments to certain types of instrumedgsaied by institutions primarily with investmentde credit ratings and places restriction
maturities and concentration by type and issuer.

Long-lived Assets.Property and equipment are stated on the basidstdrical cost less accumulated depreciation. Deptien it
provided using the straiglite method over the estimated useful lives of desets. Major renewals and improvements are cipitialwhile
minor replacements, maintenance and repairs angethdo current operations. Impairment losses acerded on londived assets used
operations when indicators of impairment are preaad the undiscounted cash flows estimated toehergted by those assets are less th:
assets’ carrying amount.

Income Taxes.Income tax expense is based on reported earninfgsebmcome taxes. Deferred income taxes refleetithpact ¢
temporary differences between assets and liakiligeognized for financial reporting purposes amchsamounts recognized for tax purpa
and are measured by applying enacted tax rateffaat én years in which the differences are expedte reverse. A valuation allowance
recorded to reduce the net deferred tax assetrto lzrause it is more likely than not that the defe tax asset will not be realized. -
Company recognizes the effect of income tax pasdtionly if those positions are more likely than abbeing sustained upon an examination.
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Stock-Based CompensationOpexa accounts for share-based awards issued toyaap and noemployees in accordance with FA
ASC 718. Accordingly, employee sharased payment compensation is measured at thedasmtbased on the fair value of the award, &
recognized as an expense over the requisite sgpeited (generally the vesting is over a 3-yeaiquir Additionally, shardased awards
non-employees are expensed over the period in ihehelated services are rendered at their faireva

Research and DevelopmentResearch and development expenses include salegiated employee expenses, clinical trial expe
research expenses, consulting fees, and laboratmtg. All costs for research and development itieivare expensed as incurred. Oy
expenses the costs of licenses of patents andrtiseqution of patents until the issuance of sudkmia and the commercialization of relz
products is reasonably assured. Research and geveid expense for the years ended December 31, 20412010 was $3,340,038
$2,584,734, respectively.

NOTE 2—CASH AND CASH EQUIVALENTS

At December 31, 2011, Opexa invested approxim&gI million in a money market account with an ager market yield of 0.01%. The
money market fund invests exclusively in high-qgtyalshort-term money market instruments consistihg.S. government obligations and
repurchase agreements collateralized by the U.8et@ment. While this fund seeks current income &pileserving capital and liquidity, the
fund is subject to risk, including U.S. governmehligations risk, and is not federally insured aatanteed by or obligations of the Federal
Deposit Insurance Corporation or any other ageimtgrest income of $932 was recognized for the geaied December 31, 2011 in the
statements of expenses.

At December 31, 2010, Opexa invested approxima&8ly million in a money market account with an ager market yield of 0.03¢
Interest income of $1,660 was recognized for the yeded December 31, 2010 in the statements ehseg.

NOTE 3—PROPERTY AND EQUIPMENT

Property and equipment consisted of the followinBecember 31, 2011 and 2010:

Description Life 2011 2010

Computer equipmet 3year $ 99,60: $ 117,78¢
Office furniture and equipme! 5-7 year: 251,17( 246,11
Software 3 year 96,09’ 80,48(
Laboratory equipmer 7 year 994,99 990,96:
Leasehold improvemen 10 year 603,44! 465,60:
Manufacturing equipmer 7 year 177,52¢ 24,56¢
Subtotal 2,222,83 1,925,511
Less: accumulated depreciati (1,193,60) (1,109,55)
Property and equipment, r $ 102923 $ 81595t

Property and equipment is carried at cost lessraatated depreciation. Depreciation is calculatedhgy straightine method over tt
estimated useful life of three to ten years, depgndpon the type of equipment, except for leasgimlprovements which are amortized u:
the straightine method over the remaining lease term or tfee df the asset, whichever is shorter. The costephirs and maintenance
charged as an expense as incurred. Depreciatioensgptotaled $210,252 and $168,843 for the yeatede@ecember 31, 2011 and 2(
respectively.

NOTE 4—INCOME TAXES

Opexa uses the liability method, where deferredatesets and liabilities are determined based oexpected future tax consequence
temporary differences between the carrying amooféssets and liabilities for financial and incotae reporting purposes.

At December 31, 2011, Opexa had approximately $8llomof unused net operating losses availabledamryforward to future yea
The unused net operating losses begin to expil@eaember 31, 2024. At December 31, 2011, Operaferred tax asset resulting fror
cumulative NOLs amounted to $20,876,592 which igeced by a full valuation allowance due to uncetaiof Opexas ability to genera
future taxable income necessary to realize theéewldeferred tax asset.

During 2010, Opexa received a direct payment of4$229 from the Internal Revenue Service in paynodriheir application for tr
Qualifying Therapeutic Discovery Grant. Opexa acted for this payment as a reduction of researchdavelopment expenses for the
ended December 31, 2010.

NOTE 5—LOAN PAYABLE

Loan payable consisted of an equipment line of w$250,000 with Wells Fargo of which $0 and $35,6@5te outstanding as
December 31, 2011 and 2010, respectively. This luah an interest rate of 7.61% per annum, maturedline 2011 and was securec
Opexas furniture and equipment purchased with the lcacgeds. For the years ended December 31, 2012041f] Opexa recognized intel
expense of $775 and $5,522, respectively, assdorth its equipment line.
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NOTE 6—CONVERTIBLE PROMISSORY NOTES

On April 14, 2009 and May 14, 2009, Opexa closgutigate offering consisting of secured convertibtges (the “Notes”for gros:
proceeds of approximately $1.3 million. The Notestumed in two years from the date of issue andugttinterest at a 10% rate, compour
annually. The interest was payable at maturity ithee cash or common stock at Opexaption. The Notes were secured by substar
all of Opexas assets and were convertible into common stodkeabption of the holders, at a price of $0.50g&re. Additionally, subject
the satisfaction of certain conditions, the Notesevmandatorily convertible into common stock, gegas option, during their term also
$0.50 per share. The required conditions wereOfigxa enters into an agreement that will fund asht or Phase Ill clinical trial for tl
further development of Opexa’s product known asakav® , (2) Opexas common stock trades at a price greater than waleq $1.00 pe
share for 20 consecutive trading days, and (3) @pexs an effective registration statement on filéh whe Securities and Exchat
Commission for the resale of the shares of comnmrkdssuable upon conversion of the Notes.

In connection with the issuance of the Notes, wasrdo purchase a total 4£302,000 shares of common stock were issued 1
investors. See Note 9 “Broker and Investor Warfafas details on the warrants. The Notes were evatu&br a beneficial conversion feat
under FASB ASC 470 and determined to have a beakfionversion feature totaling $89,546. Opexa réed a debt discount of $439,
related to the warrants granted to the investarssitnt to FASB ASC 470, the discount on the Nite@snortized over the period between
issuance date and the maturity of the Notes utdeeffective interest method.

Opexa analyzed the Notes and the warrants for at@rér accounting consideration under FASB ASC 4@Pexa determined t
embedded conversion option in the Notes and theawesr met the criteria for classification in stoclders equity under FASB ASC 4
Therefore, derivative accounting was not applicibtehese Notes payable or their associated wesran

The total of the fees associated with the finan¢bmgpker commissions and legal fees) were $158,468se fees were to be amorti
over the life of the Notes using the effective et method.

Upon notice of Opexa’intent to prepay the then outstanding $1.25 onilliggregate principal balance of the Notes indallJune 2!
2010, the noteholders elected to convert the audstg principal balance of the Notes into share©péxa common stock at the conver
price of $0.50 pursuant to the terms of the NofHse conversion of all outstanding Notes was eéféclune 23, 2010, with one Note
$50,000 in principal amount having been previouslgverted in May 2010 by the holder thereof int®,000 shares of Opexa common s
pursuant to the terms thereof.

In settlement of accrued and unpaid interest orNities in the approximate amount of $156,000, titeholders accepted Opegaiffe
to pay 50% of the accrued interest to June 23, 201¢ash and 50% of the accrued interest to Jun@@80 in shares of common st
calculated at the same $0.50 conversion pricea Agndition to accepting Opesadffer, each noteholder agreed to immediately itsta an
release the security interest associated with thiesNas well as Opexabbligations under the Unit Purchase AgreemengidRation Right
Agreement and Security Agreement that were exedntednnection with the original issuance of thetd¢o

The conversion of the Notes and payment of accimedest resulted in the issuance of an aggreda®760,181 shares of comn
stock and an aggregate cash payment in the amduBt8p115. As debt was extinguished in exchangeetpity pursuant to a preexist
contractual obligation recognized in the finangttements, management has concluded that no gaassoshould be recognized upon
conversion. As of the date of the conversion,uthamortized discount related to the beneficial ersion feature and the warrants issued
the Notes amounting to $211,590 as well as the ontérad deferred financing costs of $70,191 werargld to interest expense for the
ended December 31, 2010.

NOTE 7—COMMITMENTS AND CONTINGENCIES

In October 2005, Opexa entered into ayear lease for its office and research facilitiise facility including the property is leased fi
term of ten years with two options for an additidinge years each at the then prevailing markeg.r&tture minimum lease payments unde
non<cancellable operating lease are $150,133 for 26187,896 for 2013, $157,896 for 2014 and $118,4#22015. Rent expense v
approximately $136,000 for each of the years emstember 31, 2011 and 2010.

NOTE 8—EQUITY

During 2003, equity related transactions were 84eVis:

« 525,000 shares of common stock were sold for $1,000
« 170,625 shares were reacquired for $325 and cah

« Additional contributions to capital of $56,360 réed from the discounted value to notes payabletdwearrants and beneficial
conversion features attached to convertible notesiasued in 200:

F-9




During 2004, equity related transactions were 84eVis:

2,250 shares of common stock were sold for $9,000.

206,500 shares of common stock valued at their fliewalue of $849,000 were issued to employe@scamsultants for the
services

24,269 shares of common stock valued at their thiervalue of $427,075 were issued to the UnivgrsftChicago per the terms
a license agreement. See Note 11 for de!

99,740 shares of common stock were issued foiatgtities of $147,733 pursuant to the 2004 reoizgtion.

250,000 shares of common stock valued at their iliewvalue of $23,750,000 were issued to Opexarhaeeuticals, Inc.
stockholders

16,100 shares of common stock with a relativevfaiue of $288,366 were issued to noteholders asadhditional shares for their
subscription investmen

60,750 shares of common stock were issued to niotetsofor the conversion of $248,370 of principad énterest from convertible
notes.

8,000 shares of common stock were cancelled pursodine terms of an employment separation agreemen

Additional contributions to capital of $2,704,3%kulted from the discounted value to notes payathe warrants and benefici
conversion features attached to convertible ni

Employee stock option compensation expense was,$323or 2004.

During 2005, equity related transactions were HeVi:

389,451 shares of common stock with warrants telmage 1,070,993 shares were sold for $5,841,7&9rélative fair value of the
common stock was $1,103,714 and the relative fdirevof the warrants was $4,738,055. Offering cob#495,552 related to
shares issued were charged to additional paidpitadz

45,168 shares of common stock with a relativeviaiue of $999,074 were issued to noteholders asdhbditional shares for the
subscription investmen

565,858 shares of common stock were issued to olokets for the conversion of $6,124,859 of printgrad $525,513 intere
from convertible notes

2,300 shares of common stock valued at their fainey of $161,000 were issued to noteholders foctimversion of $51,930 «
principal and interest from the not

29,194 shares of common stock were issued to tleetsity of Chicago per the terms of a license agrent. These shares wi
recorded at $1,868,384. See Note 11 for del

24,000 shares of common stock valued at theivtire of $1,012,400 were issued to consultantghf@ir services.

Additional contributions to capital of $2,265,05ating to the discounted value to notes payalole fivarrants, beneficial
conversion features attached to convertible ni

Employee stock option compensation expense wa8%Z41 for 2005
Non-employee stock option compensation expense wa3 3333 for 2005

Transition of warrants from equity instrumentsitbllity instruments in the amount of $10,658,49%swecorded.

During 2006, equity related transactions were HeVi:

In March 2006, 34,829 shares of common stock weseeid to settle an outstanding accounts payaltte iamount of $180,00

In April 2006, Opexa sold 4,600,000 shares of @smon stock and warrants to purchase 2,300,00@sl0fiOpexa’s common
stock for $23 million. Opexa paid $1,846,481 foe tommissions and fees related to this offeringgradted to its brokers
warrants to purchase 213,720 shares of common ataak exercise price of $5.00 per share. Thesentsrare not callable and
have a cashless exercise opti



« Employee stock option compensation expense wagi$8Y7 for 2006.

« Non-employee stock option compensation expense w&681566 for 2006.
During 2007, equity related transactions were d4eVis:

« Employee stock option compensation expense wag 61,83 for 2007

« Non-employee stock option compensation expense was, 83 for 2007.
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During 2008, equity related transactions were 84eVis:

In February 2008, Opexa sold 3,500,000 sharesmofroan stock and 4,025,000 Series E warrants in Acpoitiering for
approximately $7.6 million. Opexa paid approximat®l.2 million for the underwriter discounts, conssions and other expenses
related to this offering and granted to the undi&ewivarrants to purchase 350,000 shares of constuak at a price of $2.40 per
share and an option to acquire 350,000 Series Eantarat a price of $0.18 per Series E wari

In August, Opexa sold 2,003,874 shares of commueksind Series F warrants to purchase 2,003,8%ésb&écommon stock in a
private offering to certain institutional and addited investors for approximately $3.0 million. Gaepaid approximately $100,000
in expenses related to this offeril

45,200 shares of restricted common stock valu§d&965 were issued to Board members as compendatitheir Board
services

Employee stock option compensation expense wa$%1384 for 2008

Non-employee stock option compensation expense was #dB4or 2008

During 2009, equity related transactions were 84eVis:

In December 2009, Opexa sold 2,550,000 shares obinmon stock and warrants to purchase 1,275/0@s of Opexa’s
common stock for $5.1 million. Opexa paid $310,5@0the commissions related to this offering ananged broker warrants to
purchase 89,250 shares of common stock at an sgeurce of $2.50 per share. These warrants areatlable and have a cashless
exercise option

60,400 shares of common stock were issued in ctioneegith the exercise of stock optior

48,200 shares of common stock were issued in ctionewith the exercise of Series E warrants.

472,968 shares of common stock were issued in otionewith the exercise of Series F warre

98,796 shares of common stock were issued in ctionerith the exercise of broker warrants.

On November 11, 2009, the Comp’s stockholders approved an amendment to the Astafiéncorporation reducing the par ve
of the common stock from $.50 to $.01 per sharea Assult of the reduction in par value, the “Commstock” account was

reduced by $6,329,888 and the “Additional paidapital” account was increased by the same amouheiaccompanying
Statements of Changes in Stockhol’ Equity.

During 2010, equity related transactions were 84eVis:

In June 2010, 2,760,181 shares of common stock issued to noteholders for the conversion of $1,BW2 of principal and
$78,091 of accrued interest from the 10% Convextitiomissory Note:

141,520 shares of common stock were issued in cbionewith the exercise of stock options.
34,001 shares of common stock were issued in coionewith the cashless exercise of broker warre

55,000 shares of common stock valued at theiwelire of $64,350 were issued to a consultant itnamxge for services.

During 2011, equity related transactions were 4eVis:

In January 2011, 384,759 shares of common stoc& s@d under the Continuous Offering Program Agesgindated May 14,
2010 (the “ATM Agreement”) for net proceeds of $86®66. Compensation and fees totaling $10,826paakto the placement
agent with respect to the shares sold. The ATMeAgrent was subsequently terminated by Opexa omu&gbr, 2011

In February 2011, an aggregate of 4,146,500 urgte wold in a public offering, with each unit catisig of one share of commi
stock and a warrant to purchase four-tenths (@#i&)share of common stock, at a price to the puddl$2.05 per unit, for gross
proceeds of $8,500,325. The shares of common stedkvarrants were immediately separable and wsuedsseparately such that
no units were issued. The warrants were exercisabitediately upon issuance, having a five-year tenth an exercise price of
$2.61 per share. Net proceeds from this offeringevegproximately $7,551,891, after deducting undiging discounts and
commissions and other estimated offering expendes offering closed on February 11, 20

50,305 shares of common stock valued at theiwelire of $87,028 were issued to a consultant itnamxge for services.
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NOTE 9—OPTIONS AND WARRANTS

On September 2, 2010, the Board adopted the Oplegeapeutics, Inc. 2010 Stock Incentive Plan (“tB&@Plan”)for the granting c
equity incentive awards to employees, directors emsultants of Opexa. The 2010 Plan was approyethe Company stockholders ¢
October 19, 2010. The 2010 Plan is the successandocontinuation of Opexa’s June 2004 Compensgdtogk Option Plan (the200<
Plan”). The 2004 Plan reserved a maximum of 2,300,000 shefecommon stock for issuance pursuant to incensitock options ai
nonqualified stock options granted to employeesatiors and consultants. Awards were made as @itbentive stock options or nonqualif
stock options, with the Board having discretiordegermine the number, term, exercise price andngesf grants made under the 2004 F
All outstanding equity awards granted under the42Btan continue to be subject to the terms anditiond as set forth in the agreeme
evidencing such stock awards and the terms of @@ Plan, but no additional awards will be grantedler the 2004 Plan subsequer
approval of the 2010 Plan. Under the 2010 Plamtdtal number of shares of common stock resereets$uance consists of 2,500,000 st
plus the number of shares subject to stock optirtstanding under the 2004 Plan that are forfesteterminate prior to exercise and wc
otherwise be returned to the share reserves uhdePQ04 Plan and any reserved shares not issusdbfect to outstanding grants, up
maximum of 2,066,800 shares. The 2010 Plan provioethe grant of either incentive stock optionsnonqualified stock options, as well
restricted stock, stock appreciation rights, retd stock units and performance awards that maetiked in cash, stock or other property.
Board of Directors or Compensation Committee, gdiegible, administers the 2010 Plan and has discréb determine the recipients,
number and types of stock awards to be grantedrantérms and conditions of the stock awards, dinlyithe period of their exercisability &
vesting. Subject to a limitation on repricing withostockholder approval, the Board or CompensaGommittee, as applicable, may ¢
determine the exercise price of options granteceutite 2010 Plan.

Employee Options

During 2004, options to purchase 96,500 shares wrnted to employees at exercise prices rangioig f830.00 to $50.00. The
options have terms of five years and vest fromtorthree years. Fair value of $5,623,186 was rembrigsing the Black-Scholes optipnieing
model. Variables used in the Black-Scholes optidning model for options issued during the yeadexh December 31, 2004 inclt
(1) discount rate of 2%, (2) option life of fiveays, (3) expected volatility of 75.1% and (4) zexpected dividends.

During 2005, options to purchase 63,050 shares grengted to employees at an exercise price of $708se options have terms of
years and vest in four years. Fair value of $264 ®@s recorded using the Bli-Scholes option-pricing model. Variables used i Black-
Scholes optiorpricing model for options issued during the yeadeshDecember 31, 2005 include (1) discount rat2%6f (2) option life of te
years, (3) expected volatility of 175.4% and (4)ozexpected dividend

During 2005, options to purchase 4,167 shares foefeited and cancelled.

During 2006, options to purchase 389,160 sharewfmon stock were granted by Opexa to its emplogéexercise prices rangi
from $5.00 to $9.40. These options have terms fliemto ten years and vest from one to three ydaag. value of $3,126,168 was recor
using the Black-Scholes option-pricing model. VBalgs used in the Black-Scholes optioricing model for options issued during the
ended December 31, 2006 include (1) discount eatge of 4.72% to 5.22%, (2) option life of fivetem years, (3) expected volatility rangs
401.3% to 429.9% and (4) zero expected dividends.

During 2006, options to purchase 14,133 shares foefeted.
Opexa recorded $2,749,617 stock-based compensatimmse to management and employees during 2006.

During 2007, options to purchase 224,400 sharewfmon stock were granted by Opexa to its emplogéexercise prices rangi
from $3.96 to $5.47. These options have termsrofears and vest annually over a three year pdfaid value of $958,011 was recorded u
the Black-Scholes option-pricing model. Variabledi in the Black-Scholes optigmicing model for options issued during the yeadex
December 31, 2007 include (1) discount rate rarfgé.22% to 5.07%, (2) option life is a term withetlexpected term of five to six ye:
(3) expected volatility range of 95.4% to 103.9% &) zero expected dividends.

During 2007, options to purchase 17,345 shares foefeted.

Opexa recorded $1,876,103 stock-based compensatimmse to management and employees during 2007.

During 2008, options to purchase 469,100 sharewfmon stock were granted by Opexa to its emplogéexercise prices rangi
from $1.09 to $1.17. These options have termsmfytars and have vesting ranges from 8 monthsrée tyears. Fair value of $433,164
recorded using the Black-Scholes option-pricing elodariables used in the Black-Scholes optiting model for options issued during
year ended December 31, 2008 include (1) discatatrange of 3.15% to 3.73%, (2) option life i®ant with the expected term of five to
years, (3) expected volatility of 115.3% and (4)ozexpected dividend

During 2008, options to purchase 104,578 shares foefeited.

Opexa recorded $1,467,364 stock-based compensatimmse to management and employees during 2008.

During 2009, options to purchase 535,959 shareofmon stock were granted by Opexa to its emplogéexercise prices rangi

from $0.22 to $2.05. These options have termsmfytars and have vesting ranges from 6 monthsrée tyears. Fair value of $512,919-
recorded using the Bla-Scholes optic-pricing model. Variables used in the Bl-Scholes optio-pricing model for options issued during



year ended December 31, 2009 include (1) discatatrange of 1.47% to 2.01%, (2) option life i®art with the expected term of fi
to six years, (3) expected volatility of 192.4%—20% and (4) zero expected dividends.

During 2009, options to purchase 228,786 shares foefeited.
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Opexa recorded $402,803 stock-based compensatipens& to management and employees during 2009. ditiaed stockbase
compensation expense as of December 31, 2009 aethtn$586,467.

During 2010, options to purchase 60,000 sharesminton stock were granted by Opexa to its emplogeesercise prices ranging fri
$1.53 to $2.25. These options have a term of tamsyand vest over three years. Fair value of $1B2y&as recorded using the BlaSkhole
option-pricing model. Variables used in the Bladh8les optiorpricing model for options issued during the yeadesh December 31, 20
include (1) discount rate range of 1.93% to 2.78%%option life is an expected term of six to eigkars, (3) expected volatility of 206.6%
212.1% and (4) zero expected dividends.

During 2010, options to purchase 352,578 shares feefeited and cancelled.

Opexa recorded $289,413 stock-based compensatipense to management and employees during 2010. ditiaed stockbase
compensation expense as of December 31, 2010 aethtm$399,638.

During 2011, options to purchase 175,000 sharesmimon stock were granted by Opexa to its emplogeas exercise price of $1.
These options have a term of ten years and vesttbree years. Fair value of $268,451 was recordsiolg the Black-Scholes optigicing
model. Variables used in the Black-Scholes oppidoing model for options issued during the yeadesh December 31, 2011 include
discount rate of 3.36%, (2) option life is an expederm of six years, (3) expected volatility 8214% and (4) zero expected dividends.

During 2011, options to purchase 75,000 shares foefieited and cancelled.

Opexa recorded $304,024 stock-based compensatipense to management and employees during 2011. ditiaed stockbase
compensation expense as of December 31, 2011 aethtm$364,064.

Non-Employee Options:

During 2004, options to purchase 20,000 shares weamted to consultants at exercise prices ranfiimg $30.00 to $50.00. The
options have terms of five years and vest fromtorthree years. Fair value of $1,011,770 was rembigsing the Black-Scholes optipnieing
model. Variables used in the Black-Scholes opfidning model for options issued during the yeadexh December 31, 2004 incl
(1) discount rate of 2% (2) option life of five ysa(3) expected volatility of 75.1% and (4) zerpected dividends.

During 2005, options to purchase 71,060 shares gramted to consultants. Using the Black-Scholé®pgpricing model fair value fc
2005 was $1,552,936. Variables used in the Bladiol®s optionpricing model for options issued during the yeatexhDecember 31, 20
include (1) discount rate of 2%, (2) option lifefofe years, (3) expected volatility of 175.4% g@dl zero expected dividends.

During 2005, options to purchase 10,000 shares foefieited and cancelled.

During 2006, options to purchase 156,500 sharesoofmon stock were granted by Opexa to its condsltatirectors and exitit
directors at exercise prices ranging from $5.283@0. These warrants have a term of ten yearvestdrom one to three years. Fair valu
$1,496,375 was recorded using the Black-Scholesropiricing model. Variables used in the Black-Sekooptionpricing model for optior
issued during the year ended December 31, 200&6dac(1) discount rate range of 4.7%-2%, (2) option life of ten years, (3) expet
volatility range of 401.3% to 429.9% and (4) zexpected dividends.

During 2006, options to purchase 5,000 shares expir
Opexa recorded $1,568,966 stock-based compensatimmse to consultants, directors and exiting tireacuring 2006.

During 2007, options to purchase 69,500 sharesmiton stock were granted by Opexa to its consgitand directors at exercise pri
ranging from $3.95 to $5.47. These options hawerra of ten years, and have vesting dates thatfvamy either full or partial vesting at date
grant to full vesting at the first and second yaaniversary of the date of grant. Fair value of&885 was recorded using the Blag&hole
option-pricing model. Variables used in the Blaat8les optiorpricing model for options issued during the yeadexh December 31, 20
include (1) discount rate range of 4.20% to 5.072ppption life is a term with the expected ternfigé and threeguarters years, (3) expec
volatility range of 95.4% to 95.9% and (4) zero esied dividends.

Opexa recorded $845,275 stock-based compensatines to consultants and directors during 2007.

During 2008, options to purchase 171,300 sharesonfmon stock were granted by Opexa to its condsltand directors at exerc
prices ranging from $0.88 to $1.55. These opticmseta term of ten years, and have vesting datévana from either full or partial vesting
date of grant to full vesting at the first year ensary of the date of grant. Fair value of $149,%as recorded using the Black-Scholes option
pricing model. Variables used in the Black-Schalpton{pricing model for options issued during the yeadleshDecember 31, 2008 inclt
(1) discount rate range of 3.07% to 3.44%, (2)aplife is a term with the expected term of fivedaonehalf years, (3) expected volatil
range of 115.3% to 116.5% and (4) zero expecteidetins.

During 2008, options to purchase 22,000 shares foefeted.

Opexa recorded $434,207 stock-based compensafmnsa to consultants and directors during 2008.
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During 2009, options to purchase 238,380 sharesowfmon stock were granted by Opexa to its condsltand directors at exerc
prices ranging from $0.47 to $2.10. These opticmgela term of ten years, and have vesting datévang from either full or partial vesting
date of grant to full vesting at the first year mensary of the date of grant. Fair value of $2¥5,%as recorded using the Black-Scholes option
pricing model. Variables used in the Black-Schalpton{pricing model for options issued during the yeadleshDecember 31, 2009 inclt
(1) discount rate range of 1.87% to 2.46%, (2)aptife is a term with the expected term of 5 wefand ondralf years, (3) expected volatil
range of 192.9% to 208.9% and (4) zero expecteidetins.

During 2009, options to purchase 113,750 shares foefeited.

Opexa recorded $247,446 stock-based compensatipansa to consultants and directors during 2009.mdnzed stockase
compensation expense as of December 31, 2009 aethtmn$33,715.

During 2010, options to purchase 92,556 sharesmiton stock were granted by Opexa to its consgitand directors at exercise pri
ranging from $1.53 to $2.25. These options havadesf two to ten years, and have vesting datesvirgtfrom either full or partial vesting
date of grant to full vesting within one to two yeaf the date of grant. Fair value of $200,209 vex®rded using the Black-Scholes option-
pricing model. Variables used in the Black-Schalptonpricing model for options issued during the yeadezhDecember 31, 2010 inclt
(1) discount rate range of 0.97% to 2.43%, (2)@plife is an expected term of two to five and ouarter years, (3) expected volatility
206.0%—271.6% and (4) zero expected dividends.

During 2010, options to purchase 40,136 shares foefeted.

Opexa recorded $219,138 stock-based compensatipansa to consultants and directors during 2010.mdnigzed stockbase
compensation expense as of December 31, 2010 aetbtmn$14,788.

During 2011, options to purchase 129,633 shareofmon stock were granted by Opexa to its condsltand directors at exerc
prices ranging from $0.95 to $1.78. These opticagehterms of two to ten years, and have vestingsdétat vary from either full or part
vesting at date of grant to full vesting within aietwo years of the date of grant. Fair value D3& 783 was recorded using the Bl&#hole
option-pricing model. Variables used in the Bladh8les optiorpricing model for options issued during the yeadesh December 31, 20
include (1) discount rate range of 0.25% to 3.5@)ppption life is an expected term of two to fimed oneguarter years, (3) expected volati
of 84.7%—198.2% and (4) zero expected dividends.

Opexa recorded $185,890 stock-based compensatipansa to consultants and directors during 2011.mdnzed stockase
compensation expense as of December 31, 2011 aethtmn$19,658.

Broker and Investor Warrants
During 2003, warrants to purchase 15,000 shares granted to investors related to the convertibles
During 2004, warrants to purchase 142,800 shares granted to investors related to the convertioles.

During 2005, warrants to purchase 46,084 shareoofmon stock were issued to several brokerage famhe offering costs a
commissions for Opexafinancing activities at an exercise price of $1bhese warrants have a fair value of $2,197, héRvast immediately

During 2005, warrants to purchase 2,386,984 shages granted to investors related to the convertiloites.
During 2005 warrants to purchase 254,362 shares foefeited.

In April 2006, warrants to purchase 213,720 shafssommon stock were granted by Opexa to the beokeronnection with the $
million equity financing, at an exercise price & ®0. These warrants have a term of three yearyestdmmediately. Fair value of $1,077,
was recorded using the Black-Scholes option-pricimgdel. Variables used in the Black-Scholes opfidoing model for warrants issu
during the year ended December 31, 2006 includdi§tpunt rate of 5.22%, (2) warrant life of thyeears, (3) expected volatility of 429.!
and (4) zero expected dividends.

During 2006, warrants to purchase 2,765,043 shaees granted to investors related to the April 260&ncing. These warrants hav
term of five years and vest immediately. Fair vadfié11,729,982 was recorded using the Black-Sshofgionpricing model. Variables us
in the Black-Scholes optiopricing model for warrants issued during the yeadesl December 31, 2006 include (1) discount raté.85%
(2) warrant life of five years, (3) expected vdigtiof 429.9% and (4) zero expected dividends.

During 2006, warrants to purchase 1,644,908 shaees forfeited.
During 2007, there were no warrants granted tostors.

During 2008, Series E warrants to purchase 4,0050@ares of common stock were issued by Opexatmtlestors and underwriters
connection with the February 2008 public offeriagj,an exercise price of $2.00. These warrants ivesiediately and have a fair value
$603,750. During 2008, Opexa issued warrants tatioerwriter of the February 2008 public offerimgpurchase 350,000 shares of com
stock at a price of $2.40 per share and an optiatguire 350,000 Series E warrants at a pric®df8Sper Series E warrant. These warrant
classified as equity and are immediately exercesabhir value of $350,061 was recorded using trech-Scholes optio-pricing model



Variables used in the Black-Scholes optmicing model for options issued during the yeadexh December 31, 2008 inclt
(1) discount rate of 2.93%, (2) warrant life iseant with the expected term of five years, (3) expewolatility of 97. 7% and (4) zero expec
dividends.
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During August 2008, in connection with a privateafincing, Opexa issued warrants to purchase 2,003/&res of its common stocl
certain institutional and accredited investors. Wagrants expire four years from issuance, ar¢ dxsrcisable after six months of the closin
the financing and are exercisable at $1.78 peresiidrese warrants are classified as equity. Fairevaf $1,976,457 was recorded using
Black-Scholes option-pricing model. Variables usedhe Black-Scholes optiopricing model for warrants issued during the yeades
December 31, 2008 include (1) discount rate of &2{2) warrant life is a term with the expectedrtesf four years, (3) expected volatility
116.5% and (4) zero expected dividends.

In connection with the April and May 2009 privatéfening of convertible notes, investors were issfmat-year warrants to purchase
to an aggregate of 1,302,000 shares of common ,stb@n exercise price of $0.75 per share. Thenastd fair value of the investor warre
was $478,577 and was calculated using the B&aihoeles valuation model. The following assumptiase used: (1) no expected dividel
(2) risk free interest rate of 0.86%—0.87%, (3)ented volatility range of 195%,—197% and (4) expddife of four years.

As additional compensation, Opexa issued warrantse broker to purchase 112,140 shares of comhook also at a price of $0.75 |
share. The estimated fair value of the broker wasravas $37,453 and was calculated using the Biatioles valuation model. The follow
assumptions were used: (1) no expected divide2)sisk free interest rate of 0.87%, (3) expectethtility of 195% and (4) expected life
four years.

In connection with the December 2009 registere@atioffering, institutional investors were issueeri€s A warrants to purche
892,500 shares of common stock and Series B wartarjiurchase 382,500 shares of common stock. €hesSA and Series B warrants
exercisable at $2.55 per share and were first esadie on June 15, 2010. The Series A Warrantsrexpi June 15, 2015 and the Seri
warrants expire on June 15, 2011.

As additional compensation, Opexa issued warrantise placement agent to purchase 89,250 shamswhon stock at $2.50 per st
that were first exercisable on June 15, 2010 apitexn November 23, 2014.

During 2010, warrants to purchase 1,156,633 shaeges forfeited.

During 2010, options to acquire Series E warrah5867 shares at a price of $0.18 per Series Eavawere exercised.

At December 31, 2010, the aggregate intrinsic vafube outstanding options and warrants was $%88zhd $1,330,134, respectively.

During 2011, warrants to purchase 2,687,890 shages forfeited.

In connection with Opexa’February 2011 public offering, as disclosed ined\®, Opexa issued warrants to purchase an aggre(
1,658,600 shares of common stock to the investoen a&xercise price of $2.61 per share. These wartzave a term of five years and

immediately exercisable.

At December 31, 2011, the aggregate intrinsic vafitbe outstanding options and warrants was $8Z7ghd $435,913, respectively.
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Summary information regarding options and warrénts follows:

Outstanding at December 31, 20

Year ended December 31, 20!
Grantec
Forfeited and canceled

Outstanding at December 31, 2(

Year ended December 31, 20!
Grantec
Forfeited and cancele

Outstanding at December 31, 2(

Year ended December 31, 20!
Grantec
Exercisec
Forfeited and canceled
Outstanding at December 31, 2(
Year ended December 31, 20
Grantec
Exercisec
Forfeited and canceled
Outstanding at December 31, 2(
Year ended December 31, 20.
Grantec
Exercisec
Forfeited and canceled

Outstanding at December 31, 2011
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Weighted Weighted

Average Average

Exercise Exercise

Options Price Warrants Price

762,97( $ 11.4¢ 3,670,36. $ 19.51
293,90( 5.2¢ — —
(17,345 7.7¢4 — _
1,039,52! $ 9.7¢ 3,670,36. $ 19.57
640,40( 1.1C 6,728,87 1.9¢
(126,579 6.5% — —
1,553,334 $ 6.47 10,399,23 $ 8.1%
773,33¢ 0.9¢ 3,204,62 1.67
(60,77 1.0t (718,76 1.6€
(342,53¢) 10.5¢ (208,33() 5.0C
1,923,371 $ 3.7C 12,676,76 $ 6.95
152,55¢ 2.0¢ 7,86 2.0C
(141,149 0.7 (68,41)) 2.1C
(392,719 9.11 (1,156,64) 29.4(
1,542,07. $ 2.1 11,459,57 $ 2.7¢
304,63: 1.57 1,658,601 2.61
(75,000 5.0C (2,687,89) 5.9:
1,771,700 $ 1.9: 10,430,28 $ 1.9C




Summary of options outstanding and exercisabld 8e2oember 31, 2011 is as follows:

Weighted Average

Range of Exercise Remaining Contractual Number of Options Number of Options
Prices Life (years) Outstanding Exercisable
$ 0.22 to 4.9¢ 6.5C 1,540,76! 1,258,38!
5.00 to 9.80 0.61 230,94( 230,94(
$ 0.22 to 9.8( 7.11 1,771,70! 1,489,32

Summary of warrants outstanding and exercisabtd Becember 31, 2011 is as follows:

Weighted Average

Range of Exercise Remaining Contractual Number of Warrants Number of Warrants
Prices Life (years) Outstanding Exercisable
$ 0.18 to 2.61 1.7¢ 10,430,28 10,430,28
$ 0.18to 2.61 1.7¢ 10,430,28 10,430,28

NOTE 10—LICENSES AND GAIN ON EXTINGUISHMENT OF DEBT
University of Chicago License Agreement

In 2004, Opexa entered into an agreement with the&ddsity of Chicago (“University”)for the worldwide license to technolc
developed at Argonne National Laboratory, a U.Soddenent of Energy Laboratory operated by the Uisite The license was later amen
granting Opexa an exclusive, non-transferable wddd license to the University’stem cell technology. In consideration for theedise an
amendment, Opexa paid the University a total of2$28 and issued the University 53,462 shares ofnoon stock valued at $2,295,4
Opexa also agreed to pay the University $1.5 nniland to issue the University 21,623 shares of @mexnmon stock. In April 2007, the $
million cash payment obligation was extended uhtily 31, 2007 and the obligation to issue share@méxas common stock was extent
until July 31, 2007, with $112,440 accrued as ofeJ80, 2007.

In July 2007, Opexa entered into a second amendédestated license agreement with the Universigg eliminated the obligatio
under the prior agreement for the payment of $lilBom due July 31, 2007 and the obligation to 41,623 shares of Opexa common s
These obligations were recorded as an intangitdetawith the liabilities recorded as a notes plratcurrent portion of $1.5 million anc
stock payable of $112,440. As a result of the amnd and restatement of the license agreementthettuniversity, $1,612,440 was repol
as a gain on extinguishment of liability. Opexa laggp the accounting guidance related to transferd servicing of financial assets
extinguishments of liabilities as well as the guica on debtos accounting for a modification or exchange of destruments. In August 20(
the University of Chicago license agreement wagyaed to Novartis as part of Opesasale of its stem cell technology platform to Nubig:
and effective November 2, 2011, the license agreemvas assigned back to Opexa and the license ragrdevas amended and restate:
further described below.

Stem Cell Technology Agreeme

In August 2009, Opexa entered into an exclusiveagent with Novartis for the further developmenttsfstem cell technology. Tt
technology, which has generated preliminary dats im early preclinical development. Under the teahthe agreement, Novartis acquirec
stem cell technology from Opexa and Novartis hall fasponsibility for funding and carrying out aikesearch, development ¢
commercialization activities. Opexa received arrapf cash payment of $3 million at the time theeagnent was entered into and subsequ
received $0.5 million as a technology transfer sidee fee.

On November 2, 2011, Opexaaeguired the stem cell assets from Novartis in icenation for releasing Novartis with respect ty
further payment obligations owed to Opexa by Nasaincluding the remaining $0.5 million technolognansfer milestone payment.
connection with the racquisition of the stem cell assets, a relatechieeagreement with the University of Chicago wasgagd back 1
Opexa. Opexa and the University of Chicago enténtal a Fourth Amended and Restated License Agreemmeconnection with suc
assignment to Opexa.

NOTE 11—SUBSEQUENT EVENTS

Subsequent to December 31, 2011, Opexa grantathitagement and employees options to purchase asgade of 1,409,367 share:
common stock with a fair value of $1,323,063 ataercise price of $0.95 and an aggregate of 10s8860es of common stock with a fair ve
of $9,064 at an exercise price of $0.92. Of thmstons, 1,019,036 are performance-based and anfincence thregear quarterly vesting, if
all, in two tranches upon Opexa achieving certay kilestone events. The remaining options to lpase 400,331 shares are tibeesed an
vest quarterly over a three-year period.

On February 15, 2012, Opexa entered into an agmetewi¢h Pharmaceutical Research Associates, IMRRA”), a contract resear
organization (CRO), in which PRA will provide Opewéh services related to the design, implementatind management of Opeggilanne
Phase Il clinical trial program in SRAS. Under the terms of the agreement, Opexa willgraupfront cash payment to PRA of $236,830 w
ten days of contract execution, an upfront cashmeay to PRA of $45,365 as an advance payment of dfd¥e estimated pass through cos
be incurred by PRA during the term of the agreenaert an upfront cash payment of approximately &6 PRA for certain propriete



system support and administration licensure necg$sadata reporting and management. Future paysney Opexa to PRA under 1
agreement are based on the achievement of ceirteenand performance milestones as presented iagteement. Unless terminated by ei
party without cause on 60 days prior notice or loorter notice with cause, the initial term of thggreement is for four years and automatic
renews for successive one year terms.
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Stock Purchase Agreement by and among SportandJlmigeistries, Inc., Jason G. Otteson, PharmaFmsn@erp., Warren C
Lau and other PharmaFrontiers stockholders, dateyl 312004 (incorporated by reference to Exhitfittd.the Company’s
Current Report on Forrr-K filed June 4, 2004, File No. 0-25513).

Agreement and Plan of Reorganization liyamong PharmaFrontiers Corp., Pharma Acquisitiorp@nd Opexa
Pharmaceuticals, Inc. dated October 7, 2004 (iraratpd by reference to Exhibit 2.1 to the Compa@usrent Report on 8-K
filed October 8, 2004, File No. 0-25513).

Articles of Amendment and Restatement of the Aesabf Incorporation (incorporated by referencexbikit 3.1 to the
Compan’s Current Report on Forn-K filed on June 19, 2006, File No. (-25513).

Articles of Amendment to the Amended and Restatditlds of Incorporation (incorporated by referemad=xhibit 3.1 to the
Compan’s Current Report on Forn-K filed on November 13, 2009

Amended and Restated -laws, as amended (incorporated by reference tobExhi3 to the Compars Annual Report on forr
10K filed on March 8, 2011

Form of Common Stock Certificate (incomted by reference to Exhibit 4.7 to the CompanyégiRration Statement on Form S-
3 filed on November 13, 2009, File No. -163108).

Form of Series E Warrant (incorpordigdeference to Exhibit 4.2 to the Company’s Region Statement on Form SB-2
(Amendment No. 1) filed December 20, 2007, File BRt-147167).

Warrant Agent Agreement by and betwbenCompany and Continental Stock Transfer & T@mipany dated February 13,
2008 for the Series E Warrants (incorporated bgresfce to Exhibit 4.3 to the Company’s Current Repo Form 8-K filed
February 14, 2008

Form of Underwriter Warrant Agreement by and between the Company actdwaderwriter party thereto for the Serie
Warrants (incorporated by reference to Exhibitté.the Compar’s Current Report on Forn-K filed February 14, 2008

Form of Underwriter Warrant to Acquire Warrants Agreement by and betwthe Company and each underwriter party the
for the Series E Warrants (incorporated by refezednd=Exhibit 4.5 to the Company’s Current Reportonm 8-K filed
February 14, 2008

Unit Purchase Agreement dated Augu2088 by and among the Company and the Investrgd therein in connection with
Unit offering of common stock and Series F Warrdimtsorporated by reference to Exhibit 10.1 to @@mpanys Current Repo
on Form K filed August 12, 2008)

Form of Series F Warrant issued in connection witilgust 8, 2008 financing (incorporated by referetacExhibit 10.3 to ths
Compan’s Current Report on Forn-K filed August 12, 2008)

Registration Rights Agreement dated August 8, 28i8/een the Company and the Investors named thiereomnection witt
common stock and Series F Warrants (incorporategfgyence to Exhibit 10.2 to the Company’s CurfReport on Form 8-K
filed August 12, 2008

Unit Purchase Agreement dated Aprjl20D9 by and among the Company and the Investotyg fhereto for the 10%
Convertible Notes and Series G Warrants (incorgaraly reference to Exhibit 10.1 of the Company’sré€ut Report on Form 8-
K filed April 16, 2009).

Form of Series G Warrant issued by the Company il A4, 2009 (incorporated by reference to Exhilfit4 of the Compar's
Current Report on Forrr-K filed April 16, 2009).

Placement Agent Agreement dated December 9, 20@ thypetween the Company and Rodman & Renshaw fat Onit
offering of Common Stock and Series A and Serid¥d@rants (incorporated by reference to Exhibittb.the Company’s
Current Report on Forrr-K filed December 10, 2009

Form of Securities Purchase Agreemermiddas of December 9, 2009 by and between the Conmgraheach investor signatory
thereto for Unit offering of Common Stock and Sereand Series B Warrants (incorporated by refexéa&Exhibit 10.1 to the
Compan’s Current Report on Forn-K filed December 10, 2009

Form of Common Stock Purchase Warrant for SeriandSeries B Warrants (incorporated by referen&xtobit 4.1 to the
Compan’s Current Report on Forn-K filed December 10, 2009

Form of Series H Warrant issued by the Companyehrirary 11, 2011 (incorporated by reference to lkHi1 of the



Compan’s Current Report on Forn-K filed February 8, 2011
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Opexa Therapeutics, Inc. June 2004 Compensatock &lption Plan (incorporated by reference to ExHibio the Compar’s
Definitive Information Statement on Schedule 14i€dion June 29, 2004, File No. (-25513).

Certificate of Amendments to the Opexa Therapeutics June 2004 Compensatory Stock Option Plasofjporated by
reference to Exhibit 10.15 of the Comp’s Annual Report on Form -K filed March 5, 2010)

Employment Agreement dated June 16, 2008 by andeeet the Company and Neil K. Warma (incorporatedetigrence tc
Exhibit 10.1 to the Compa’s Current Report on Forn-K filed on June 18, 2008

Amended and Restated Employment Agreement entetedin April 21, 2010 by and between the Compard/@onna R. Rill
(incorporated by reference to Exhibit 10.1 of tr@mr@anys Current Report on Forn-K filed April 27, 2010).

Amended and Restated Employment Agreement entetedin June 27, 2011 by and between the CompanyaelL.
Thompson (incorporated by reference to Exhibit Id.the Compan’s Current Report on Forn-K filed June 30, 2011

License Agreement dated September 5, 2001 by amebe the Company and Baylor College of Medicimedrporated b
reference to Exhibit 10.14 to the Comp’s Annual Report on Form -KSB filed April 15, 2005, File No. 0(-25513).

Lease dated August 19, 2005 by and between the &woyrgnd Dirk D. Laukien (incorporated by referetw&xhibit 10.13 to th
Compan’s Annual Report on Form -KSB filed March 31, 2006, File No. 0-25513).

License Agreement dated January 13, 20Ghbybetween the Company and Shanghai InstitutBiédogical Services
(incorporated by reference to Exhibit 10.23 to@m@npany’s Registration Statement on Form SB-2 (Asneent No. 1) filed
February 9, 2006, File No. 3-126687).

Fourth Amended and Restated License Agreement] ddigember 2, 2011, by and between Opexa Theraselnic. and th
University of Chicago (incorporated by referencé&tdnibit 10.2 to the Company’s Current Report omnr&-K filed November
4,2011).

Opexa Therapeutics, Inc. 2010 Stock Incentive Riaorporated by reference to Appendix A to the @any’s Schedule 14A
definitive proxy statement filed September 14, 20

Form of award agreement for awards to be made uhdedpexa Therapeutics, Inc. 2010 Stock IncerRiea (incorporated by
reference to Exhibit 10.2 of the Comp’s Current Report on Forn-K filed October 22, 2010

Continuous Offering Program Agreement dated May204,0 by and between the Company and Rodman & Rendhi.C
(incorporated by reference to Exhibit 10.1 of trerany’s Current Report on Form 8-K filed on May 2810) (subsequently
terminated February 7, 2011 as disclosed in thegamy s Current Report on Forn-K filed on February 7, 2011

Assighment Agreement and General Release, datedrioer 2, 2011, by and between Opexa Therapeuticsahd Novarti:
Institutes for BioMedical Research, Inc. (incorgerhby reference to Exhibit 10.1 to the Companyisrént Report on Form B-
filed November 4, 2011

Consent of Independent Registered Pubticointing Firm MaloneBailey, LLP, dated February 2012 to the incorporation by
reference of their report dated February 27, 20lthe Compan’s Registration Statements on For-8 and $-3.

Certification of Chief Executive Officer and Chiginancial Officer pursuant to Section 302 of theb&ae-Oxley Act of 2002

Certification of Chief Executive Officer and Chiginancial Officer pursuant to Section 906 of theb&ae-Oxley Act of 2002

Filed herewitr
Management contract or compensatory plan or arrapge



Exhibit 23.1

CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

We consent to the incorporation by reference inRhgistration Statement on Forms S-3 (No. 333-147383-153501 and 333-163108), and
Forms S-8 (Nos. 333-139196 and 333-176934) pentgitt the Opexa Therapeutics, Inc. June 2004 Cosapery Stock Option Plan and 2010

Stock Incentive Plan, respectively, of our repated February 27, 2012 with respect to the auditeshcial statements of Opexa Therapeutics,
Inc. for the years ended December 31, 2011 and.2010

/s/ MaloneBailey, LLP
www.malonebailey.com
Houston, Texas

February 27, 2012



EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

[, Neil K. Warma, certify that:

1. I have reviewed this Annual Report on Forn-K of Opexa Therapeutics, In

2. Based on my knowledge, this report does not corgajnuntrue statement of a material fact or omitede a material fact necessar
make the statements made, in light of the circuntgts under which such statements were made, né¢adisg with respect to t
period covered by this repo

3. Based on my knowledge, the financial statementd,ather financial information included in this repdairly present in all materi
respects the financial condition, results of operatand cash flows of the registrant as of, amdtfe periods presented in this rep

4, The registrar's other certifying officer(s) and | are responsifide establishing and maintaining disclosure cdstend procedures (
defined in Exchange Act Rules 13a-15(e) and 15¢t)) and internal control over financial repagtifas defined in Exchange Act Rt
13e-15(f) and 15-15(f)) for the registrant and hav

a. Designed such disclosure controls and proceduresawsed such disclosure controls and procedurdée tdesigned under ¢
supervision, to ensure that material informatiolatmeg to the registrant, including its consolidhtubsidiaries, is made knowr
us by others within those entities, particularlyidg the period in which this report is being pneggh

b. Designed such internal control over financial réipg; or caused such internal control over finahi@aorting to be designed un
our supervision, to provide reasonable assurangardang the reliability of financial reporting anble preparation of financ
statements for external purposes in accordancegeitierally accepted accounting princip!

C. Evaluated the effectiveness of the registsatisclosure controls and procedures and presémthis report our conclusions ab
the effectiveness of the disclosure controls aratquiures, as of the end of the period covered sy réport based on st
evaluation; an

d. Disclosed in this report any change in the regi’s internal control over financial reporting thatomed during the registre’s
fourth fiscal quarter that has materially affected,is reasonably likely to materially affect, thegistrants internal control o
financial reporting; an

5. The registrans’ other certifying officer(s) and | have disclosbedsed on our most recent evaluation of internatrob over financie
reporting, to the registrant’s auditors and theitacmmmittee of the registrast’board of directors (or persons performing the\veden
functions):

a.  All significant deficiencies and material weaknessethe design or operation of internal controtiofinancial reporting which a
reasonably likely to adversely affect the regid's ability to record, process, summarize and refgmahcial information; an

b. Any fraud, whether or not material, that involveamagement or other employees who have a significdatin the registra’s
internal control over financial reportin

Date: February 27, 2012 By: /s/ Neil K. Warme

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



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 Annual Report of Opexa Thpextics, Inc. (the “Company”) on Form Xfor the period ending December
2011, (the “Report)as filed with the Securities and Exchange Commissio the date hereof, |, Neil K. Warma, Presid@itief Executiv
Officer and Acting Chief Financial Officer of theo@pany, certify, pursuant to 18 U.S.C. §1350, aspsatl pursuant to §906 of the Sarbanes.
Oxley Act of 2002, to the best of my knowledge ttha

1. The Report fully complies with the requirementse€tion 13(a) or 15(d) of the Securities Exchangeoh 1934; ant

2. The information contained in the Report fairly mets, in all material respects, the financial ctadiand results of operations of
Company.

Date: February 27, 201 By: /s/ Neil K. Warme

Neil K. Warma

President and Chief Executive Officer
(Principal Executive Officer)

Acting Chief Financial Officer

(Principal Financial and Accounting Office




