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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, 2012
O TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(D) OF THE SECURITIES EXCHANGE ACT OF 1934

Commission File Number: 001-33004

Opexa Therapeutics, Inc.
(Exact Name of Registrant as Specified in Its Glra

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

Registrant’s Telephone Number, Including Area C¢d81) 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 sk The NASDAQ Stock Market LL(

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

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

Indicate by check mark whether the registrant @b filed all reports required to be filed by Secti3 or 15(d) of the Securities Excha
Act of 1934 during the preceding 12 months (ordoch shorter period that the registrant was reduiefile such reports) and (2) has b
subject to such filing requirements for the pastiags. Yes™ No O

Indicate by check mark whether the registrant hdmnitted electronically and posted on its corpok&ieb site, if any, every Interacti
Data File required to be submitted and posted puntsto Rule 405 of Regulation Sduring the preceding 12 months (or for such grgrérioc
that the registrant was required to submit and posh files). YesM No O

Indicate by check mark if disclosure of delinquéilers pursuant to Item 405 of RegulatiorKSs not contained herein, and will not
contained, to the best of registranknowledge, in definitive proxy or information tments incorporated by reference in Part Il ¢ forn
10-K or any amendment to this Form 10-K1

Indicate by check mark whether the registrantlmrge accelerated filer, an accelerated filer, a-accelerated filer, or a smaller repor
company. See the definitions of “large accelerdiled,” “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 registrantshell company (as defined in Rule 12b-2 of the BExgje Act). Yes[] No M

The aggregate market value of the voting and ndimgaommon equity held by naaffiliates of the registrant as of June 29, 2012ek
upon the closing price as of such date was $6,336,7

As of March 15, 2013, 7,991,559 shares of the tegiss common stock, par value $0.01 per shareg watstanding.
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We implemented a one-for-four reverse stock spbiuo common stock on December 14, 2012. All shambers and prices have been
adjusted to reflect the reverse stock split.




Forward Looking Statements

Statements contained in this report, other thartesteents 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 forwardkng statements may be found, among other placeter the headings “Business,Risk
Factore” and “Management’s Discussion and Analysis of Fic&l Condition and Results of Operations.” Thesenvarddooking statemen
do not constitute guarantees of future performariogestors are cautioned that statements which rase strictly historical statemen
including, without limitation, statements regardirayirrent or future financial payments, returns, atiies, performance and positic
managemens' strategy, plans and objectives for future operai plans and objectives for product developmelains and objectives f
present and future clinical trials and results ath trials, plans and objectives for regulatory amyal, litigation, intellectual property, produ
development, manufacturing plans and performannd, management’s initiatives and strategies, camstiforwardiooking 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 incluxlé,are not limited to, those risks discussedRisk Factors,”as well as, without limitatio
risks associated with: market conditions; our capjposition; the rights and preferences providedhe Series A convertible preferred si
and investors in the convertible secured notessseed in July 2012 (including a secured interesdlirof our assets); our ability to comp
with larger, better financed pharmaceutical and tbithnology companies; new approaches to the traatrok our targeted diseases; ¢
expectation of incurring continued losses; our utaiaty of developing a marketable product; ourldpito raise additional capital to contini
our development programs (including to undertaké eomplete any ongoing or further clinical studiesTcelna), including in this regard o
ability to satisfy various conditions required tacass the financing potentially available under thechase agreements with Lincoln F
Capital Fund, LLC (such as the minimum closing @ffier our common stock, the registration of thearhydng shares of common stock ur
the Securities Act of 1933, as amended, and theinagent for an ongoing trading market for our &poour ability to regain and mainta
compliance with NASDAQ listing standards; the ssscof our clinical trials (including the Phaseb Itrial for Tcelna in seconda
progressive MS which, depending upon results, neggrohine whether Merck elects to exercise its @ptiwhether Merck exercises its Opt
and, if so, whether we receive any developmenbomeercialization milestone payments or royaltiesrfrMerck pursuant to the Option; «
dependence (if Merck exercises its Option) on @saurces and abilities of Merck for the further elepment of Tcelna; the efficacy of Tce
for any particular indication, such as for relapgimemitting MS or secondary progressive MS; ourligbto develop and commercial
products; our ability to obtain required regulatoapprovals; our compliance with all Food and DrugrAinistration regulations; our ability
obtain, maintain and protect intellectual properights (including for Tcelna); the risk of litigath regarding our intellectual property rights
the rights of third parties; the success of thiatty development and commercialization efforts wétbpect to products covered by intellec
property rights that we may license or transfery dimited manufacturing capabilities; our dependeneon thirc-party manufacturers; ol
ability to hire and retain skilled personnel; ouolatile stock price; and other risks detailed inrdilings with the Securities and Exchal
Commission. These forwatdeking statements speak only as of the date sfréport. We assume no obligation or undertakingigdate o
revise any forwardeoking statements contained herein to reflect eimgnges in its expectations with regard theret@ioy change in even
conditions or circumstances on which any such statd is based. You should, however, review additidisclosures we make in the rep:
we file with the SEC.




PART |
Item 1. Business.
Overview

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

We are a biopharmaceutical company developing paleed cellular therapies with the potential teatr major illnesses, includi
multiple sclerosis (MS). These therapies are basedur proprietary Tell technology. Information related to our prodwandidate i
preliminary and investigative. Our product cantidaas not been approved by the U.S. Food and Bdugnistration (FDA).

Our product candidate, Tcelna™, is a personalizezliTtherapeutic vaccine licensed from Baylor Cgdleof Medicine, which is
clinical development for the treatment of MS.

Opexa was incorporated in Texas in March 1991. @urcipal executive offices are located at 2635hHretogy Forest Blvd., Tt
Woodlands, Texas 77381, and our telephone nursk{@sil) 775-0600.

T-Cell Therapy and Tcelna™

Tcelna™ is a novel Tell immunotherapy in Phase IIb clinical developirfen the treatment of patients with secondary peegive M!
(SPMS). It is also positioned to enter Phase IHichl development for the treatment of patientthwelapsing remitting MS (RRMS), subj
to the availability of sufficient resources. Tcelsaa personalized therapy that is specificalljoted to each patierst’disease profile. Tcelng
manufactured using ImmPath™, our proprietary metioodhe production of a patient-specificcBll immunotherapy, which encompasses
collection of blood from the MS patient, isolatiohperipheral blood mononuclear cells, generatibarbautologous pool of myelin-reactive T-
cells (MRTCSs) raised against selected peptides froelin basic protein (MBP), myelin oligodendrocyggcoprotein (MOG) and proteolig
protein (PLP), and the return of these expandealimted T-cells back to the patient. These attertliTeells are reintroduced into the pat
via subcutaneous injection to trigger a therapaatimune system response.

Initiation of Phase Ilb Clinical Study in Patientsvith SPMS

In September 2012, we announced the initiation &hase llb clinical trial of Tcelna in patients WiSPMS. The trial is entitlec
A Phase Il Doubl-Blind, Placebo Controlled MultCenter Study to Evaluate the Efficacy and Safetyogfna in Subjects with Second
Progressive Multiple Sclerosand has been named the “Abili-T” trial. The newttiated Phase Ilb trial is a doubdind, 1:1 randomize
placeboeontrolled study in SPMS patients who demonstraigemce of disease progression without associaiegises. The trial is expectel
enroll 180 patients at approximately 30 leadingichl sites in the U.S. and Canada. Accordindnéostudy protocol, patients will receive 1
annual courses of Tcelna treatment consisting \a fubcutaneous injections per year at weeks 8, 42 and 24. The primary effice
endpoint of the trial is the percentage of braifuree change (atrophy) at 24 months. Study invegiig will also measure several impor
secondary outcomes commonly associated with MSudiiied) disease progression as measured by Expandedilily Status Scale (EDS:
annualized relapse rate (ARR) and changes in dityah$ measured by EDSS and the Multiple Sclerbsisctional Composite (MSFC). T
Phase llb clinical study in North America of Tcelisaexpected to complete enroliment of 180 patidaytéate 2013 or early 2014, with-
resulting top-line data expected to be availabléinfirst half of 2016.

Tcelna is the first ever personalizec:@H therapy for MS patients and has received Featk designation from the FDA in SPMS. ~
FDA's Fast Track program is designed to facilitdie development and expedite the review of drutgnred to treat serious or lifereatenin
conditions and that demonstrate the potential tiess unmet medical need.

The estimated future costs of our Phase llb clirstady of Tcelna in SPMS, as well as the ongoixjgeases of our operations thro
the expected completion date of such study an@dselef top-line data, are estimated to be betw888% million as of January 1, 2013. (
existing resources are not adequate to permit unoplete such study or the majority of it. We wikked to secure significant additic
resources to continue and complete the trial apgat our operations during the pendency of tha.tWe believe we have sufficient liquic
to support our clinical trial activities into theurth quarter of 2013. Given our need for subsahatinounts of capital to continue the Phas
clinical study in North America of Tcelna in SPMBg intend to continue to explore potential oppaittas and alternatives to obtain
significant additional resources, including onenoore additional financings, that will be necess@rycomplete the Phase Ilb study an
support our operations during the pendency of siiety. There can be no assurance that any suahcfirgs or potential opportunities ¢
alternatives can be consummated on acceptable,tératsll.




Option and License Agreement with Merck Serono

On February 4, 2013, we entered into an Optionlacehse Agreement with Ares Trading SA (“Merck& wholly owned subsidiary
Merck Serono S.A. Pursuant to the agreement, Mieaskan option (the “Optiontp acquire an exclusive, worldwide (excluding Jggaenst
of our Tcelna program for the treatment of MS. Thaion may be exercised by Merck prior to or ugompletion of our ongoing Phase
trial of Tcelna in patients with SPMS.

Under the terms of the agreement, we received &mntppayment of $5 million for granting the Optiolfi the Option is exercise
Merck would pay us an upfront license fee of $28iom unless Merck is unable to advance directhpia Phase Il clinical trial of Tcelna !
SPMS without a further Phase Il clinical trial @stermined by Merck), in which event the upfrocetise fee would be $15 million. Af
exercising the Option, Merck would be solely resgble for funding development, regulatory and conuiadization activities for Tcelna
MS, although we would retain an option tofomd certain development in exchange for increasgdlty rates. We would also retain right
Tcelna in Japan, certain rights with respect tontlaaufacture of Tcelna, and rights outside of MS.

Based upon the achievement of development milesttoyeMerck for Tcelna in SPMS, we would be eligilbée receive ondime
milestone payments totaling up to $70 million alofes: (i) milestone payments aggregating $35 wmillif Tcelna is submitted for regulat
approval and commercialized in the United Staté};nfilestone payments aggregating $30 million iéelha is submitted for regulat
approval in Europe and commercialized in at lehste major countries in Europe; and (iii) a milestgpayment of $5 million if Tcelna
commercialized in certain markets outside of thétéd¢hStates and Europe. If Merck elects to develogh commercialize Tcelna in RRMS,
would be eligible to receive milestone paymentsregating up to $40 million based upon the achievdrbg Merck of various developme
regulatory and first commercial sale milestones.

If Tcelna receives regulatory approval and is comuaézed by Merck, we would be eligible to receingyalties pursuant to a tiet
structure at rates ranging from 8% to 15% of anmadlsales, with stepps over such range occurring when annual net sxlesed $5C
million, $1 billion and $2 billion. Any royalties euld be subject to offset or reduction in varioitsaions, including if third party rights ¢
required or if patent protection is not availalsiean applicable jurisdiction. We would also be masgible for royalty obligations to certain tF
parties, such as Baylor College of Medicine fromalihwve originally licensed related technology. I€ were to exercise an option to fmd
certain of Mercks development, the royalty rates payable by Merolld/ be increased to rates ranging from 10% to li&%ddition to royalt
payments, we would be eligible to receive ¢oinge commercial milestones totaling up to $85 il with $55 million of such mileston
achievable at annual net sales targets in excek bilion.

SPMS Overviev

SPMS is characterized by a steady accrual of ireflvie disability, despite, in some cases, revésiblapses, remissions or clini
plateaus. Older age at onset of MS diagnosisdssttongest predictor of conversion to SPMS. Malage a shorter time to conversiot
SPMS compared with females. Available immunomadihdaand immunosuppressive therapies used for RRilsA& not been effective
SPMS. In clinical trials, these therapies have destrated antinflammatory properties as measured by the redadticmumber and volume
contrastenhancing or acutely inflammatory central nervoystesn (CNS) lesions most commonly seen in patieitis RRMS. The typici
SPMS patient, however, has little or no radiographiidence of acute inflammation. It is commonbserved that contrasihhancing CN
lesions are uncommon among these patients, deapitkearly deteriorating neurologic course. Theklad effect of conventional M
therapeutics in SPMS suggests that the cerebralidettion characterizing progressive disease neyldven by factors other than ac
inflammation. For instance, the immunopathologyBMS is more consistent with a transition to a slerd-cell dependent inflammatory ty)
which may encompass the innate immune responseeanrsistent activation of microglia cells. Radiodrapfeatures that stand out am:
patients with SPMS include significantly more atmgmf gray matter compared with RRMS patients. Ofenlongterm disability in MS i
general appears more closely correlated to grayematrophy than to white matter inflammation. Swathophy may be suggestive
progressive clinical disability. Both clinicallynd radiographically, SPMS represents a diseaseepsowith certain features distinct from tr
of RRMS, and one with extremely limited treatmeptions.

Current Treatment Options for SPMS

Only one product, mitoxantrone, is currently apgayor the indication of SPMS. However, as of 200fs drug carries a black k
warning, due to significant risks of decreaseddicsftunction, heart failure, and leukemia. The @émsan Academy of Neurology has issus
report indicating that these risks are even highan suggested in the original report leading ® hbkack box warning. Hence, a safe
effective treatment for SPMS remains a signifiaamnet medical need.

Tcelna Clinical Overview in SPMS

In multiple previously conducted clinical trialsrfthe treatment of patients with MS (which haverbeaeighted significantly towa
patients with RRMS), Tcelna has demonstrated ortkeofafest side effect profiles for any marketedevelopmenstage MS therapy, as w
as encouraging efficacy signals. A total of 142 pt8ients have received Tcelna in previously cotatlidrials for RRMS and SPMS. 1
therapy has been well tolerated in all subjectstaasldemonstrated an excellent overall safety Iprofihe most common side effect is mili
moderate irritation at the site of injection, whishtypically resolved in 24 hours. Tcelna hasrbadministered to a total of 36 subjects
SPMS across three previous clinical studies. Basegreliminary data suggesting stabilized or inveib disability among SPMS subje
receiving Tcelna, Opexa believes that further dgwelent of this product candidate in SPMS is wagdnt






Summary of TERMS Phase IIb Clinical Trial Data in RMS

Tovaxin for Early Relapsing Multiple SclerogiBERMS) was a Phase Ilb clinical study of TcelnaRRMS patients completed
2008. Although the study did not show statistigiginificance in its primary endpoint (the cumulatisumber of gadoliniunenhanced bra
lesions using MRI scans summed at various pointeérstudy), the study showed compelling eviderfaefficacy in various clinical and ot
MRI endpoints.

The TERMS study was a multi-center, randomized,btwblind, placebaontrolled trial in 150 patients with RRMS or higisk
Clinically Isolated Syndrome. Patients receivedtal of five subcutaneous injections at weeks,@,42 and 24. Key results from the TER
trial included:

e In the modified intent to treat patient populatim=142), the ARR for Tcelnmeated patients was 0.214 as compared to
for placebotreated patients, which represented a 37% deciieasdrR for Tcelna as compared to placebo in theege
population;

e In a prospective group of patients with more actheease (ARR>1, n=50), Tcelna demonstrated a Ss#action in ARR ¢
compared to placebo, and a 73% reduction in relegisenvas observed in Tcelna patients in this pdmni compared to place
during the 2-week period following the administration of thelfaburse of treatment; ar

e In a retrospective analysis in patients naivprevious disease modifying treatmente(, patients who had not previously u
any drugs other than steroids to treat their dmgabe results showed that patients, when treaiéid Tcelna, had a 64
reduction in ARR versus placebo (p=0.046, n=

We remain committed to further advancing Tceln®RMS at a later date assuming the availabilityuffigient resources. For Ope
however, progressive MS is an area which we beliepeesents a higher unmet medical need.

Other Opportunities

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

We have developed (and, in part, in licensed from Wniversity of Chicago) a proprietary adult steeil technology to produ
monocyte-derived stem cells (MDSC) from blood. Eh&4DSC can be derived from a patient’'s monocytepardedex vivo, and the
administered to the same patient. Our initial fofarsthis technology is the further developmentho$ monocytederived stem cell technolo
as a platform for the vitro generation of highly specialized cells for potelnsipplication in autologous cell therapy for patfewith diabete
mellitus. The diabetes program is in an early (@heical) development stage.

Our T-Cell Platform
Multiple Sclerosis—Background

Multiple sclerosis is a chronic, often disablingefise that attacks the central nervous system (GMNfgh is made up of the bra
spinal cord, and optic nerves. Symptoms may be,mildh as numbness in the limbs, or severe, suphlraysis or loss of vision. The progr
severity and specific symptoms of MS are unprebtletand vary from one person to another. Thereappeoximately 450,000 MS patients
North America and an estimated 2.5 million patientsldwide. Of these, approximately 85% have RRM€Be-half of whom will develo
steadily progressive disease, SPMS, within 10 yeiageasing to 90% within 25 years of MS diagnodise MS drug market w
approximately $13 billion in 2012 and is forecastedeach as much as $16 billion by 2015.

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

In recent years, the understanding of MS pathogehes evolved to comprise an initial, T-celediated inflammatory activity follow:
by selective demyelination (erosion of the myeloating of the nerve fibers) and then neurodegeioeral he discovery of diseaselevan
immune responses has accelerated the developmemgefed therapeutic products for the treatmeth@garly stages of MS.

Some subjects, who have the appropriate genetikgbaend, have increased susceptibility for thesivo activation and expansion
myelin autoreactive T-cells. These myelin autorigact-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 tiesof the brain and spinal cord. The cascade dfoggni
events leads to demyelination of protrusions frarva cells called axons, which causes nerve impwsesmissions to diffuse into the tis
resulting in disability to the individual.




Tcelna for MS

We believe that Tcelna works selectively on the lmyautoreactive T-cells by harnessing the badyatural immune defense system
feedback mechanisms to deplete thesmlls and induce favorable immune regulatory respsrby rebalancing the immune system. Tcel
manufactured by isolating the MRTCs from the bloegpanding them to a therapeutic da@sevivo, and attenuating them with gam
irradiation to prevent DNA replication. These attated MRTCs are then injected subcutaneously imtobbdy in therapeutic dosages.
body recognizes specific dell receptor molecules of these MRTCs as foreigph iaitiates an immune response reaction agaiesh tmot onl
destroying the injected attenuated MRTCs, but #t&ocirculating, myelin autoreactive T-cells cangithe peptide-specific ell receptc
molecules. In addition, Tell activation molecules on the surface of thévatéd MRTCs used as vaccine induce favorable ingmegulator
responses, which promote anti-inflammatory respenBecause the therapy uses an individualvn cells, the only directly identifiable s
effect observed thus far is injection site reaciamich typically are minor and generally clearhwit24 hours.

We believe that this technology platform may hagpligations in other T-cell mediated autoimmuneedies such as Crobndiseas!
psoriasis, rheumatoid arthritis and Type 1 diabetes

Tcelna Manufacturing

We manufacture Tcelna in our own current Good Maawiring Practice (cGMP) facility. The technologsed to produce Tcelna
similar to that of traditional microbial vaccinectaology, where the pathogen (or the attenuateiat®we) is used to derive the protec
antigens necessary to induce protective immunensgs.

If Merck exercises its Option to acquire an excatasworldwide license for our Tcelna program foe theatment of MS, we retain cert
rights with respect to the manufacture of Tcelna.

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 immunifgelna is an immunothera
representing an enriched source of the pasemtin 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, Tcelna is further personalized by sdrepthe immune response, and detecting those pmothat are preferentially targeted by T
cells on a per patient basis. This is achievedguprotein fragments, called peptides, from thed¢hmajor myelin proteins (MOG, MBP ¢
PLP) as targets to finely map immunity to myelihlimited nhumber of peptides are chosen to whichimity appears greatest, and the Tc
product is manufactured against these peptidess,Theelna is not only manufactured for each patibnot it is also tailored against e
patient’s personalized T-cell immune response telmy In preparing Tcelna for a patient, the pattgpecific MRTCs are expanded fror
unit of whole blood using the selected myelin pigsi in the presence of growth factors. Once sefficnumbers of Teells have bee
propagated to support the clinical dosing regintlieey are frozen down as individual Tcelna dosea®or Bo clinical use, a frozen Tcelna dos
thawed, formulated, and attenuated (by irradiattonjender the Tells unable to replicate, but viable for therapfter quality control an
quality assurance, each dose is shipped overnigtttet clinical site for administration over a defihschedule of five subcutaneous injecti
Patients will be treated with a new vaccine sgffies subcutaneous injections) each year basetigindltered disease profile or epitope shift.

Tcelna Safety and Tolerability

We believe that Tcelna treatment selectively targetd depletes the pathogenicdll population. It is not a general immune supgae
and, accordingly, it is not associated with thaoser side effects seen by those MS treatmentsftimation by systemically suppressing
immune system. In clinical trials conducted to détere have been no serious adverse events assbwaiih Tcelna treatment. We believe
this favorable safety profile may be an importasNamtage as patient compliance represents a signifchallenge due to serious side eff
associated with many currently available and ineftlgsment MS treatments.

Licenses, Patents and Proprietary Rights

We believe that proprietary protection of our teagies is critical to the development of our besis. We will continue to protect ¢
intellectual property through patents and otherappate means. We rely upon trasiecret protection for certain confidential and pietary
information and take active measures to controksgdo that information. We currently have miiselosure agreements with all of
employees, consultants, vendors, advisory boardbeesrand contract research organizations.

The initial T-cell vaccination technology was originally discoae@rby Dr. Jingwu Zang of Baylor College of Mediciime Houston
Texas. Baylor granted Opexa an exclusive, worldwiglet and license to commercially exploit suchhiealogy, which includes rights to isst
patents and pending patent applications owned lpjoBaOpexa has since expanded the developmertchhblogy related to Tcelna anccéH
technology and has filed patent applications witkpect thereto, from which several patents haweedgincluding with respect to {
specificity and veracity of antigens that have belscovered). There is also substantial proprietampw-how surrounding the Tcel
development and manufacturing processes that ren@ainade secret. Consequently, we consider barngeentry, relative to Tcelna for 1
treatment of MS, to be high.




Our patent portfolio tracks our scientific develagmh programs in autoimmune disease treatments, avitmitial focus on MS. W
believe that our scientific platform is adaptaliiéhat any disease with known specific antigensh s rheumatoid arthritis, may be a cand
for treatment, and we believe that our patentetrats readily extendable to address these additiodications.

Competition

The development of therapeutic agents for humaeadis is intensely competitive. Major pharmaceuticahpanies currently offer
number of pharmaceutical products to treat MS ahérodiseases for which our technologies may bdicgipe. Many pharmaceutical &
biotechnology companies are investigating new draigd therapeutic approaches for the same purpedesh may achieve new effica
profiles, extend the therapeutic window for sucbdurcts, alter the prognosis of these diseasesremept their onset. We believe that
products, when and if successfully developed, @alhpete with these products principally on the dasimproved and extended efficacy
safety and their overall economic benefit to thaltmecare system. We expect competition to incretdée believe that our most signific
competitors will be fully integrated pharmaceuticampanies and more established biotechnology coimpaSmaller companies may alsc
significant competitors, particularly through cbitaative arrangements with large pharmaceuticddiotechnology companies. Some of
primary competitors in the current treatment of] &mthe development of treatments for, MS inclidegen-ldec, Elan, Merclerono, Tevi
Bayer/Schering AG and Novartis.

Sales and Marketing

If Merck exercises its Option to acquire an exalasiworldwide license for our Tcelna program foe theatment of MS and pays us
upfront license fee, Merck would be solely respblesfor funding future commercialization activitiés Tcelna in MS, although we wol
retain an option to ctund certain development in exchange for increasgdlty rates. We would also retain rights to Teein Japan, certe
rights with respect to the manufacture of Tcelmal aghts outside of MS. We would consider partmgnvith large biotech and pharmaceut
companies, if and when applicable, to assist witliketing and sales of an MScEIl therapy in Japan as well as to assist withketarg an
sales in indications beyond MS.

If Merck does not exercise its Option, we may cleotts partner with large biotech or other pharmacelitompanies for sales ¢
marketing, if and when applicable, or alternativagvelop our own sales force to market our MS tedlapy products in the U.S. Given
concentration of MS treatment among a relativelglsmumber of specialized neurologists in the Uv&,believe that a modest size sales 1
would be sufficient to market an MS product in thé.

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 coemt

In the U.S., pharmaceuticals, biologicals and meddievices are subject to FDA regulation. The Faldéood, Drug and Cosmetic A
as amended, and the Public Health Service Actpanded, the regulations promulgated thereunderotimel federal and state statutes
regulations govern, among other things, the tedtinguman subjects, manufacture, safety, efficéalyeling, storage, export, record keep
approval, marketing, advertising and promotion oif potential products. Product development and agrwithin this regulatory framewa
takes a number of years and involves significagetainty combined with the expenditure of subséhnésources.

FDA Approval Process

We will need to obtain FDA approval of any theragpeproduct we plan to market and sell. The FDA wiily grant marketing approy
if it determines that a product is both safe arfdative. The testing and approval process will regaubstantial time, effort and expense.
steps required before our products may be marketée U.S. include:

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

Submission to the FDA of an Investigational NewdApplication, or IND, Which Must Become Effect3afore U.S. Human Clinic
Trials May Commence The results of the preclinical tests are submiitte the FDA, and the IND becomes effective 30 dajiewing its
receipt by the FDA, as long as there are no questi@quests for delay or objections from the FDie 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 Prodiandidate Clinical trials, whicl
test the safety and efficacy of the product candida humans, are conducted in accordance withopotd that detail the objectives of
studies, the parameters to be used to monitorysafed the efficacy criteria to be evaluated. Angdarct candidate administered in a |
clinical trial must be manufactured in accordand& \wGMP.

The protocol for each clinical study must be apprbby an independent Institutional Review BoardiR#, at the institution at whic
the study is conducted, and the informed consemllgfarticipants must be obtained. The IRB wilhswer, among other things, the exis
information on the product candidate, ethical fegtthe safety of human subjects, the potentiaéfitsnof the therapy and the possible liab
of the institution.

Clinical development is traditionally conductedtfimee sequential phases, which may overlap:

e In Phase I, product candidates are typicallyoniticed into healthy human subjects or into selepigient populations (e.,
patients with a serious disease or condition ustiety, under physician supervision) to test foreade reactions, dosage tolera
absorption and distribution, metabolism, excretiod clinical pharmacolog'

e Phase Il involves studies in a limited populatiémpatients with the disease or condition undergtiod(i) determine the efficacy
the product candidates for specific targeted irtthoa and populations, (ii) determine optimal dasagd dosage tolerance
(iii) identify possible and common adverse effemtsl safety risks. (Phase Il may divided into PH&éseand Phase Ilb studies
address these issues.) When a dose is chosencamdidate product is found to have preliminary emizk of effectiveness, anc
have an acceptable safety profile in Phase Il extimins, Phase lll trials begi

e Phase lll trials are undertaken to develop additi@afety and efficacy information from an expangatient population, genera
at multiple study sites. This information obtairiedised to develop a better understanding of #ies rand benefits of the prod
candidate and to determine appropriate labelingi$er

Based on clinical trial progress and results, tBAFnay request changes or may require discontinmariche trials at any time
significant safety issues arise.

Submission to the FDA of Marketing Authorizationpigations and FDA Reviewlhe results of the preclinical studies and clir
studies are submitted to the FDA as part of mangedipproval authorization applications such as Reug Applications (NDAS) or Biologic
License Applications (BLAs). The FDA will evaluaseich applications for the demonstration of safety effectiveness. A BLA is required
biological products subject to licensure underRinblic 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 matesbility 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 establishtoesssure conformity to the BLA and all appli@bégulations and standards for biolog

The time for approval may vary widely dependingtbe specific product candidate and disease todagetl, and a number of fact
including the risk/benefit profile identified inioical trials, the availability of alternative tt@aents, and the severity of the disease. Addit
animal studies or clinical trials may be requestedng the FDA review period, which might add salngially to the review time.

The FDA’s marketing approval for a product is limited te tiheatment of a specific disease or conditionpactied populations
certain clinical circumstances, as described orafiigoved labeling. The approved use is known asitidication.” After the FDA approves
product for the initial indication, further clinicirials may be required to gain approval for tlse wf the product for additional indications.
FDA may also require postarketing testing (Phase IV studies) and surveittaio monitor for adverse effects, which could imecsignifican
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:
e Registration and listing
e Regulatory submissions relating to changes in at\DBLA (such as the manufacturing process orliaggand annual report
e Adverse event reportin

e Compliance with advertising and promotion restoict that relate to drugs and biologics;

e Compliance with GMP and biological product standgsiibject to FDA inspection of facilities to detéme compliance)




Other Regulations

In addition to safety regulations enforced by tH®AF-we are also subject to regulations under theupational Safety and Health 2
the Environmental Protection Act, the Toxic SubstnControl Act and other present and potentialréuforeign, federal, state and Ic
regulations. For instance, product manufacturinghdishments located in certain states also magubgect to separate regulatory and licer
requirements.

Outside the U.S., we will be subject to regulatitreg govern the import of drug products from th& Wr other manufacturing sites .
foreign regulatory requirements governing humanicdil trials and marketing approval for productse Tequirements governing the condu
clinical trials, product licensing, pricing andm&ursements vary widely from country to country.

Research and Development

Research and development expenses for the yead &etember 31, 2012 were approximately $6.3 millmainly reflecting the cos
of preparation, initiation and operation of the i clinical trial for Tcelna in MS. Research andvelepment expenses for the year er
December 31, 2011 were approximately $3.3 millroaijnly reflecting the costs of preparation for #&igli-T clinical trial for Tcelna.

Organizational History

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

Employees

As of March 15, 2013, we had 26 ftilne employees. We believe that our relations withr employees are good. None of
employees is represented by a union or covereddmjlective bargaining agreement.

Available Information

We are subject to the information and reportinguiegments of the Securities Exchange Act of 19834he 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 alner dbformation may be examined without chargénatRublic Reference Room of the S
100 F Street, N.E., Room 1580, Washington, D.C4806r on the Internet at http://www.sec.gd@opies of all or a portion of such matet
can be obtained from the Public Reference Roonmh®fSEC upon payment of prescribed fees. PleasdéhealBEC at 1-800-SEQ330 fo
further information about the Public Reference Room

Financial and other information about Opexa is labé& 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 KO-
quarterly reports on Form 10-Q, current report$-orm 8-K, and amendments to those reports filefdimished pursuant to Section 13(a) or 1
(d) of the Exchange Act as soon as reasonablyipasade after filing such material electronically aherwise furnishing it to the SEC. Coy
are available in print to any Opexa stockholder rupequest in writing to Attention: Investor Relatsy Opexa Therapeutics, Inc., 2
Technology Forest Blvd., The Woodlands, TX 77381.

ltem 1A. Risk Factors.

Investing in our common stock and warrants involadsigh degree of risk. You should consider thievwang risk factors, as well :
other information contained or incorporated by mefiece in this report, before deciding to investomr common stock or warrants. 1
following factors affect our business, our intetledd property, the industry in which we operate anat securities. The risks and uncertain
described below are not the only ones we face.itidddl risks and uncertainties not presently knoan which we currently consid
immaterial may also have an adverse effect on aginess. If any of the matters discussed in thewimg risk factors were to occur, ¢
business, financial condition, results of operasipnash flows, or prospects could be materiallyeadg®ly affected, the market price of
common stock could decline and you could losergast of your investment in our securities.




Risks Related to Our Business

We will be required to raise significant additionabpital, or secure a development partner, in thean-term, and our ability to obtain
funding is uncertain. If sufficient capital is notwvailable, we may not be able to continue our cgt@ns as proposed (including any Pha
IIb clinical trial initiated or ongoing for Tcelna), which may require us to modify our business plamyrtail various aspects of oL
operations, cease operations or seek relief undgplecable bankruptcy laws.

As of December 31, 2012, we had cash and cash aqots of $592,004. During 2012, we closed a peivaffering in July 201
consisting of convertible secured notes and wasrempurchase common stock which generated appateiy;n$4.1 million in gross procee
(of which $500,000 is held in a controlled accowmntgd $500,000 was released to us in January 20h8ke convertible secured notes are
July 25, 2014, and to date, notes in the aggrggateipal amount of $900,000 have been convertemshares of Series A convertible prefe
stock, which in turn, have been converted into ggregate of 288,229 shares of common stock. Fromehtber 2012 through January 2(
we sold an aggregate of 390,000 shares of our canstack to Lincoln Park Capital Fund, LLC (“LincolPark”) for gross proceeds
$523,709 pursuant to our $1.5 million purchase ement with Lincoln Park. To date in 2013, we closegrivate offering of unsecur
convertible promissory notes and warrants to puwseh@ommon stock in January 2013 which generate@®,866 in gross proceeds. Uj
receipt of the upfront payment from Merck in Feloyua013, we repaid $550,000 principal amount plosr@ed interest of the January 2
notes and converted the remaining $100,000 priheipount into shares of common stock pursuant ¢oirilrestors election to convert in
equity. In February 2013, we sold an aggregatE6@f618 shares of our common stock pursuant téea agreement executed on Septemt
2012 with Brinson Patrick Securities Corporatiotirag as sales agent under an “at-the-marketgram, for gross proceeds of $536,417
February 4, 2013, we entered into an Option andrise Agreement with Merck pursuant to which we tgdithe Option to Merck to acqu
an exclusive, worldwide (excluding Japan) licerseur Tcelna program for the treatment of MS insidaration for an upfront payment of
million. On February 11, 2013, we closed on anraffieof 1,083,334 shares of common stock and wésranpurchase shares of common s
for gross proceeds of $3,250,002. As part of tHsrimg, we agreed not to sell shares pursuantitgparchase agreements with Lincoln Pai
under our “at-the-market” program for a period @a0Xays following the offering.

Our burn rate during 2012, inclusive of the costpodparations to commence the Phase llb clinigadysbf Tcelna in patients wi
SPMS, was approximately $830,000 per month. Sigmt activities in the conduct of the clinicaldrivill result in substantial increases in
monthly cash burn during 2013. We believe we haxféicgent liquidity to support our current clinicadial activities into the fourth quarter
2013. However, the Phase llb clinical study in Hokmerica of Tcelna is expected to complete enretitrof 180 patients by late 2013 or e
2014, with the resulting topline data expected e@cabailable in the first half of 2016. The estiethfuture costs athe study, as well as t
ongoing expenses of our operations through the aé&gecompletion date of the study and the reledgepline data, are estimated to
between $3385 million as of January 1, 2013. Our existingoteses are not adequate to permit us to complete swdy or the majority
it. We will need to secure significant additiomesources to continue and complete the trial apgau our operations during the pendenc
the trial.

Given our need for substantial amounts of capitalantinue and complete the Phase llb clinicalysfod Tcelna in SPMS, we intend
continue to explore potential opportunities anéralatives to obtain the significant additional rgses that will be necessary to continue
complete the Phase IIb study and to support ouratipas during the pendency of such study. Theg®unities and alternatives may incl
one or more additional financing transactions. &hean be no assurance that any such financingsecaonsummated on acceptable terms
all. If we are unable to obtain additional fundifog operations in the immediate future, we will foeced to suspend or terminate our cul
ongoing clinical trial for Tcelna, which may reqeiius to modify our business plan, curtail variosisegts of our operations, cease operatio
seek relief under applicable bankruptcy laws.

Assuming we are able to achieve financing whiclkugicient to support the Phase IIb study of Tcelm&PMS and to support ¢
operations during the pendency of such study, weao exploring a pivotal Phase Il clinical stuafyTcelna in RRMS. Any such study
Tcelna in RRMS would also depend upon the avaitgtof sufficient resources.

Other than the $1.5 million purchase agreement taed$15.0 million purchase agreement we entereal with Lincoln Park o
November 5, 2012 and November 2, 2012, respectiezlgh of which is subject to certain limitatiomglaconditions, we have no source
debt or equity capital committed for funding and mvest rely upon best efforts thiphrty debt or equity funding. We can provide nsuaanc
that we will be successful in any funding effofthe timing and degree of any future capital requeats will depend on many factc
including:

e our ability to establish, enforce and maintanatstgic arrangements for research, developmentcalitesting, manufacturing and
marketing;

e the accuracy of the assumptions underlying otimases for capital needs in 2013 and beyond akasdbr the clinical study of
Tcelna;

e scientific progress in our research and developmpedgrams

e the magnitude and scope of our research and dawelugorograms




our progress with preclinical development and chiirials;

the time and costs involved in obtaining regulatapprovals

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

If we raise additional funds by issuing equity sé&@s (including pursuant to the $1.5 million pbase agreement and the $15.0 mi
purchase agreement with Lincoln Park), stockholdesy experience substantial dilution. Debt finaggiif available, may involve restricti
covenants that may impede our ability to operatebaisiness. Any debt financing or additional egtiitat we raise may contain terms thai
not favorable to us or our stockholders. Thenmoisssurance that our capital raising efforts bellable to attract the capital needed to ex
on our business plan and sustain our operations.

If we are unable to obtain additional funding, waymmot be able to continue or complete the Phésselilical study of Tcelna in SPN
or otherwise continue our operations as proposddchwmay require us to modify our business plancortail various aspects of ¢
operations. If we are unable to maintain an adieqglevel of capital, it may be necessary to cegsations or seek relief under applici
bankruptcy laws. In such event, our stockholdesiy tase a portion or even all of their investment.

Funding from our purchase agreements with Lincolnal’k may be limited or be insufficient to fund ourperations or to implement o1
strategy. As part of our February 2013 common $@nd warrant offering, we agreed not to sell shar® Lincoln Park for a period of 12
days following that offering.

Under our purchase agreements with Lincoln Parkmag direct Lincoln Park to purchase up to $1.8iomlof shares of common stc
subject to certain limitations over a &@nth period, and, upon effectiveness of a redistrastatement for resale of the applicable shanse
the $15.0 million purchase agreement, and subgeotter conditions, we also may direct Lincoln Parlpurchase up to $15.0 million of «
shares of common stock over a r8@nth period. However, in connection with our Feloyu2013 common stock and warrant offering,
agreed not to sell shares under the purchase agntewith Lincoln Park for a period of 120 dayseatthe offering. From November 2(
through January 2013, we sold an aggregate of 80GsBares to Lincoln Park pursuant to the $1.5ianilpurchase agreement, and we is
an aggregate of 56,507 initial commitment shares 3685 additional commitment shares in connedti@newith. There can be no assur:
that we will be able to receive any or all of tldelional funds from Lincoln Park because the $tilion purchase agreement and the $
million purchase agreement contain limitationstriesons, requirements, events of default and ioirevisions that could limit our ability
cause Lincoln Park to buy common stock from usluiiog that the closing price of our stock is ade$1.00 and that Lincoln Park own
more than 4.99% of our common stock under the 8illn purchase agreement or no more than 9.99%uofcommon stock under the $1
million purchase agreement. In addition, underahplicable rules of the NASDAQ Capital Marketwié seek to issue shares which ma
aggregated with shares sold to Lincoln Park unider$l.5 million purchase agreement and the $15ldmpurchase agreement in exces
1,151,829 shares or 19.99% of the total commorkstatstanding as of the date of the $15.0 milliomcpase agreement, we may be reqt
to seek shareholder approval in order to be in damge with the NASDAQ Capital Market rules.

The extent to which we rely on Lincoln Park as arse of funding will depend on a number of factamsJuding the amount of worki
capital needed, the prevailing market price of common stock and the extent to which we are ablgeture working capital from ott
sources. If obtaining sufficient funding from Lln Park were to prove unavailable or prohibitivdljutive, we would need to secure ano
source of funding. Even if we sell all $16.5 naifii of common stock under the purchase agreemaittisbimcoln Park, we will still nee
additional capital to fully implement our currenidiness, operating plans and development planisidimg to complete the Phase Ilb clini
study of Tcelna in patients with SPMS and to comdue operations through the expected completida dasuch study.

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

We have not generated any profits since our entrythe biotechnology business and we have incgigrdficant operating losses. !
expect to incur additional operating losses forftreseeable future. We have not received, andoveotl expect to receive for at least the
several years, any revenues from the commerai#diz of any potential products. We do not currehthve any sources of revenues and
not have any in the foreseeable future.

There is substantial doubt as to our ability to derue as a going concern, which may make it moréfidult for us to raise capital.

Our audited consolidated financial statements d3aafember 31, 2012 and for the h&nth period then ended were prepared asst
that we will continue as a going concern, meanirag e will continue in operation for the foresdediiture and will be able to realize as
and discharge liabilities in the ordinary courseopérations. We do not currently generate reverames our burn rate during the 12 moi
ended December 31, 2012, inclusive of the costgregipns to commence the Phase IIb clinical studyoglna in patients with SPMS, w
approximately $830,000 per month. Significant\atiis in the conduct of the clinical trial will salt in substantial increases in our mon
cash burn during 2013. We believe we have sufftdiguidity to support our current clinical triakttivities into the fourth quarter of 2013.
the absence of significant additional funding, ¢hisrsubstantial doubt about our ability to contims a going concern. This may make it r
difficult for us to raise funds. Our ability to mtinue as a going concern is dependent upon olityatn obtain additional equity or de
financing, attain further operating efficienciesguce expenditures or to generate revenue. If eerable to obtain additional financing for
operations, we may not be able to continue operatis proposed, requiring us to modify our businedas, curtail various aspects of
operations, cease operations or seek relief ungplicable bankruptcy laws. In such event, investoray lose a portion or all of th
investment. Our consolidated financial statemeatgain no adjustment for the outcome of this utadety.



Our business is at an early stage of developménte are largely dependent on the success of our pmpa¢tandidate, Tcelna, and we cant
be certain that Tcelna will receive regulatory agpral or be successfully commercialized.

Our business is at an early stage of developmeatd@not have any product candidates that have lededpatestage clinical trials n
do we have any products on the market. We hawe am¢ product candidate, Tcelna, which has progre$s the stage of being studier
human clinical trials in the United States. In Sapiber 2012, we announced the initiation of a PhHsstudy of Tcelna in patients w
SPMS. We are still in the very early stages ohidging and conducting research on any other pateproducts. Tcelna, and any ot
potential products, will require regulatory apprbpgor to marketing in the United States and otb@untries. Obtaining such approval reqt
significant research and development and preclirdod clinical testing. We may not be able to depehny products, to obtain regulat
approvals, to continue clinical development of Tieglto enter clinical trials (or any developmerntthaties) for any other product candidate:
to commercialize any products. Tcelna, and angropotential products, may prove to have undesrablunintended side effects or o
characteristics adversely affecting their safetfic&cy or costeffectiveness that could prevent or limit their .u&ay product using any of o
technology may fail to provide the intended thetdjebenefits or to achieve therapeutic benefitesatdo or better than the standarc
treatment at the time of testing or production.
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We might be unable to service our current debt doea lack of cash flow or otherwise fail to complith terms of the convertible secur
promissory notes or related agreements and mighshbject to default. The convertible secured prosuig/ notes are secured by a pledg
all of our assets. The issuance of securities upbe conversion of such notes and/or the exerciseaafrrants issued in tandem with su
notes will result in significant dilution for our bareholders.

On July 25, 2012, we closed a private offering &xiimgy of convertible secured notes and warransuitehase shares of common s
which generated approximately $4.1 million in grpssceeds ($500,000 of which is held in a contcbiecount). The notes mature on July
2014 and accrue interest at the rate of 12% peurangompounded annually. Interest is payable samizally in either cash or registe
shares of common stock at our election. The natessecured by substantially all of our assetsamdconvertible into a new class of non
voting Series A convertible preferred stock. Tlhes can be converted into Series A convertibléepred stock at the option of the investol
a price of $100.00 per share, subject to certanitdtions and adjustments. Additionally, we caacelto convert the notes into Serie
convertible preferred stock if (i) our common statéses at or above $10.00 per share for 20 cotigedtading days or (ii) we achieve cer
additional funding milestones to continue our datitrial program. These milestones include (>§aming a strategic agreement with a pa
or potential partner by which we will receive a mom of $5 million to partially fund, or an optido partner with us for, our Phase Il clini
trial for Tcelna in patients with SPMS and (y) re@gg a minimum of $25 million in additional capiténcluding the note offering procee
from any partner, potential partner or any otherse. The Series A convertible preferred stockwex dividends at the rate of 8% per ant
which are cumulative and payable seaniually in either cash or registered shares ofcthmon stock at our election. The Serie
convertible preferred stock is convertible intorsisaof our common stock at the option of the halddra price of $3.1225 per share, subje
certain limitations and adjustments. Additionallye can elect to convert the Series A convertilskefgored stock into common stock if «
common stock closes at or above $16.00 per sha@dfoonsecutive trading days. To date, securethigsory notes in the aggregate princ
amount of $900,000 have been converted into shafréeries A convertible preferred stock which, imnt have been converted into
aggregate of 288,229 shares of common stock. Ble@slof Series A convertible preferred stock aresoitly outstanding.

The warrants have an exercise price of $2.56 peresta fiveyear term and are exercisable for 112.5% of the bmunof shares !
common stock into which the initial principal amowf the notes is ultimately convertible, subjextertain limitations and adjustments.
can redeem the warrants at $0.01 per share if@unmn stock closes at or above $10.00 per sha0feonsecutive trading days.

As a result of antdilution adjustments since the closing of the M2 secured promissory note financing, up to 1@P0shares
common stock are issuable if all currently outstagctonvertible secured promissory notes are caeseto Series A convertible prefer
stock and such stock is then converted into stafrear common stock. The noteholders were grangéethin registration rights for the share
common stock underlying the notes and the wariasteed in July 2012.

As part of the security interest in all of our dassgranted to the noteholders, $500,000 of theqads is currently maintained il
controlled account. This amount was previouslynillion; however, in January 2013 we issued thesholders fiveyear warrants to acqu
an aggregate of 187,500 shares of our common stoak exercise price of $1.21 per share in exchforgde reduction of such amount.

If we do not make the required payments when ditiegreat maturity, or at applicable installment pent dates, or if we breach ot
terms of the convertible secured notes or relagg@eaments, the noteholders could elect to declihransounts outstanding, together v
accrued and unpaid interest, to be immediatelyahge payable. Even if we were able to prepay theafulount in cash, any such repayn
could leave us with little or no working capital four business. If we are unable to repay thossuans, the noteholders will have a first cl
on our assets pledged under the convertible seauted. If the noteholders should attempt to flosezon the collateral, it is unlikely that th
would be any assets remaining after repayment linofusuch secured indebtedness. Any default uriderconvertible secured notes
resulting foreclosure would have a material adveffect on our financial condition and our abilitycontinue our operations.

We have provided Merck with the Option, which prdes Merck with the opportunity, if exercised, tontml the development ar
commercialization of Tcelna in MS.

In February 2013, we granted the Option to Mertke Option permits Merck to acquire an exclusiverldwide (excluding Japa
license of our Tcelna program for the treatmenM&. The Option may be exercised by Merck priootaupon completion of our ongoi
Phase llb trial of Tcelna in patients with SPM$ Merck exercises the Option, Merck would be soledgponsible for funding developme
regulatory and commercialization activities for Theein MS, although we would retain an option tefaend certain development in excha
for increased royalty rates. We would also retaghts to Tcelna in Japan, certain rights with respe the manufacture of Tcelna, and ri
outside of MS. In consideration for the Option, reeeived an upfront payment of $5 million and rbayeligible to receive future upfront fi
as well as milestone and royalty payments basedabmevement of development and commercializatiolestones. The rights we he
relinquished to our product candidate Tcelna, idiclg development and commercialization rights, rhaym our ability to generate reven
and achieve or sustain profitability.
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If Merck exercises the Option, we would becomearglion Mercks resources and efforts with respect to Tcelna$ M such an eve
Merck may fail to develop or effectively commercial Tcelna for a variety of reasons, including tkiatrck:

e does not have sufficient resources or decidesondévote the necessary resources due to inteonatraints such as limited cash
or human resource

e  decides to pursue a competitive potential proc

e cannot obtain the necessary regulatory appro

e determines that the market opportunity is not etiva; or

e cannot manufacture or obtain the necessary maténiaufficient quantities from multiple sourcesabia reasonable co

If Merck does not exercise the Option, we may beblm to enter into a collaboration with any othetemtial partner on accepta
terms, if at all. We face competition in our séafer partners from other organizations worldwidegny of whom are larger and are abl
offer more attractive deals in terms of financiafrenitments, contribution of human resources, orettgyment, manufacturing, regulatory
commercial expertise and support.

If Merck does not exercise the Option, and we ave successful in attracting another partner anereng into collaboration ¢

acceptable terms, we may not be able to completelai@ment of or commercialize any product candidatguding Tcelna. In such event,
ability to generate revenues and achieve or suptaiiitability would be significantly hindered amee may not be able to continue operatior
proposed, requiring us to modify our business ptarntail various aspects of our operations or cepseations.
We will need regulatory approvals for any producandidate, including Tcelna, prior to introductionot the market, which will requir
successful testing in clinical trials. Clinical tals are subject to extensive regulatory requirent&nand are very expensive, ti-consuming
and difficult to design and implement. Any productindidate, such as Tcelna, may fail to achieve egsary safety and efficacy endpoi
during clinical trials in which case we will be urae to generate revenue from the commercializatemd sale of our products.

Human clinical trials are very expensive and difficto design and implement, in part because theysaibject to rigorous FC
requirements, and must otherwise comply with feldestate and local requirements and policies of feglical institutions where they .
conducted. The clinical trial process is also ttnasuming. We estimate that the Phase IIb clirtital in North America of our lead prodi
candidate, Tcelna, in SPMS will complete enrolimieptiate 2013 or early 2014, with the resulting-time data expected to be available in
first half of 2016. In addition, we anticipate tlaapivotal Phase Il clinical trial would be nesasy before an application could be submitte:
approval of Tcelna for SPMS. Failure can occuarat stage of the trials, and problems could be @mteved that would cause us or Merck
the event the Option is exercised) to be unabiritiate a trial, or to abandon or repeat a clihtcal.

The commencement and completion of clinical triadsluding the continuation and completion of theaBe IIb clinical trial of Tcelna
SPMS, may be delayed or prevented by several &dtwluding:

e FDA or IRB objection to proposed protocc

e discussions or disagreement with the FDA oveiatihejuacy of trial design to potentially demonsteftectiveness, and
subsequent design modificatiol

e unforeseen safety issut

e determination of dosing issues and related adjusisy
e lack of effectiveness during clinical tria

e slower than expected rates of patient recruitrr

e product quality problems (e.g., sterility or pujit
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e challenges to patient monitoring and data cdbb@ctiuring or after treatment (for example, patéfdilure to return for follow-up
visits); and

e failure of medical investigators to follow our dtal protocols

In addition, we, Merck (if the Option is exercisenl) the FDA (based on its authority over clinicaldies) may delay a propos
investigation or suspend clinical trials in progred any time if it appears that the study may migeificant risks to the study participant:
other serious deficiencies are identified. Praapproval of any product candidate, the FDA mtéednine that the data demonstrate s,
and effectiveness. The large majority of drug cdattis that begin human clinical trials fail to dewstoate the desired safety and effic
characteristics.

Furthermore, changes in regulatory requirementsgaibnce may occur and we may need to amend alitrial protocols, or otherwi:
modify our intended course of clinical developmeatieflect these changes. This, too, may imgaetbsts, timing or successful completio
a clinical trial. In light of widely publicized @nts concerning the safety risk of certain drugdpots, regulatory authorities, member:
Congress, the U.S. Government Accountability Offiteedical professionals and the general public lraised concerns about potential ¢
safety issues. These events have resulted in thelnaival of drug products, revisions to drug lamglihat further limit use of the drug produ
and establishment of risk management programsntiagt for instance, restrict distribution of drugogucts. The increased attention to «
safety issues may result in a more cautious apprbgche FDA to clinical trials. Data from clinicaials may receive greater scrutiny v
respect to safety, which may make the FDA or otkgulatory authorities more likely to terminatendl trials before completion or reqt
longer or additional clinical trials that may resinl substantial additional expense and a delagiture in obtaining approval or approval fc
more limited indication than originally sought.

Even if regulatory approval is obtained for anydurct candidate, such as Tcelna, any such approaslb@ subject to limitations on 1
indicated uses for which it may be marketed. Chilitp to generate revenues from the commercialiwatind sale of any potential produ
whether directly or through any development arramgiet (such as where Merck exercises the Optiorh)oeilimited by any failure to obtain
limitation on necessary regulatory approvals.

If Merck exercises the Option, Merck would be spledsponsible for funding development, regulatang aommercialization activiti
for Tcelna in MS, although we would retain an optto co-fund certain development in exchange foraased royalty rates.

We will rely on third parties to conduct our clina trials and perform data collection and analysiwhich may result in costs and delays t
may hamper our ability to successfully develop awmmercialize any product candidate, including Toal

Although we have participated in the design and agament of our past clinical trials, we do not héhe ability to conduct clinic
trials directly for any product candidate, incluglificelna. We will need to rely on contract reskanmanizations, medical institutions, clini
investigators and contract laboratories to conductclinical trials and to perform data collectiand analysis, including the Phase llb trie
Tcelna in patients with SPMS.

Our clinical trials may be delayed, suspended mniteated if:

e any third party upon whom we rely does not sucelgstarry out its contractual duties or regulatobfligations or meet expect
deadlines

e any such third party needs to be replacec

e the quality or accuracy of the data obtainedHheythird party is compromised due to its failuratinere to clinical protocols or
regulatory requirements or for other reast

Failure to perform by any third party upon whom ey may increase our development costs, delayability to obtain regulatol
approval and prevent the commercialization of argdpct candidate, including Tcelna. While we bedigliat there are numerous alterne
sources to provide these services, we might nathbe to enter into replacement arrangements wittlelatys or additional expenditures if
were to seek such alternative sources.

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

We have targeted MS as the first disease to beupdrsff our Teell platform technology. As a platform technologyere exists tt
potential to address other autoimmune diseasestiéttechnology. Minimal work has been done oetsiet lead MS indication. Our busin
over the long term is substantially dependent on ahility to develop, license or acquire produchdidates and further develop them
commercialization. The success of this strategyedds upon our ability to expand our existing platf or identify, select and acquire the r
product candidates. We have limited experiencatifyéng, negotiating and implementing economicatiable product candidate acquisiti
or licenses, which is a lengthy and complex pracédso, the market for licensing and acquiringguct candidates is intensely competit
and many of our competitors have greater resouttas we do. We may not have the requisite cap@aburces to consummate proc
candidate acquisitions or licenses that we idendiffulfill our strategy.
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Moreover, any product candidate acquisition thattweomplete will involve numerous risks, including
e difficulties in integrating the development progréonthe acquired product candidate into our exgstperations
e diversion of financial and management resourceas fgisting operation:
e risks of entering new potential markets or techgias;
e inability to generate sufficient funding to offsetquisition costs; an
e delays that may result from our having to perfomanticipated preclinical trials or other tests @ product candidat
We are dependent upon our management team and allsmuanber of employees.

Our business strategy is dependent upon the skitisknowledge of our management team. If anycetigmployee 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 caipalfdr their activities. The loss of the serviogfsany member of our management tea
the loss of just a few other employees could haveterial adverse effect on our business and sesfiliperations.

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

Our business depends on licenses from third parfiesse third party license agreements impose aiibigs on us, such as payn
obligations and obligations diligently to pursuevelepment of commercial products under the licersatents. If a licensor believes that
have failed to meet our obligations under a liceaeement, the licensor could seek to limit amiaate our license rights, which could lea
costly and timezonsuming litigation and, potentially, a loss o ficensed rights. During the period of any sutigdtion, our ability to can
out the development and commercialization of padémroducts could be significantly and negativaljected. If our license rights we
restricted or ultimately lost, our ability to comtie our business based on the affected technolatfgnm could be adversely affected.

Our current research and manufacturing facility isot large enough to manufacture product candidatssich as Tcelna, for certain clinic.
trials or, if such clinical trials are successfutommercial applications.

We conduct our research and development in a 1G808are foot facility in The Woodlands, Texas, whiccludes an approximats
1,200 square foot suite of three rooms for the rfanture of Teell therapies. We believe our current facilityostd have the capacity
support full clinical development of Tcelna in NorAmerican trials for SPMS. It is not sufficietipwever, to support clinical trials outs
North America including Europe and Asia, if reqdireor the commercial launch of Tcelna. In thisecase would need to expand
manufacturing staff and facility, obtain a new fiigj contract with corporate collaborators or athikird parties to assist with future di
production and commercialization, or defer to Meickthe event the Option is exercised) to addneasufacturing requirements.

In the event that we decide to establish a commlescale manufacturing facility, we will require sudrstial additional funds and will
required to hire and train significant numbers wipboyees and comply with applicable regulationsicilare extensive. We do not have fL
available for building a manufacturing facility,diave may not be able to build a manufacturing figcihat both meets regulatory requirem
and is sufficient for our commercial-scale manufacg.

We may arrange with third parties for the manufeectaf our future products, if any. However, ourdkparty sourcing strategy may |
result in a cost-effective means for manufactuongfuture products. If we employ thighrty manufacturers, we will not control many asg
of the manufacturing process, including compliabgahese third parties with cGMP and other regujatequirements. We further may not
able to obtain adequate supplies from thpedty manufacturers in a timely fashion for devel@mt or commercialization purposes,
commercial quantities of products may not be atglérom contract manufacturers at acceptable costs

14




If any product we may eventually have is not acepby the market or if users of any such producearmable to obtain adequate cover:
of and reimbursement for such product from governmend other third-party payors, our revenues antbfitability will suffer.

In the instance of Tcelna, if Merck exercises thmi@ then our ability to achieve revenue will lepdndent upon the efforts and suc
of Merck in developing and commercializing Tcel@ur ability to successfully commercialize any prodwe may eventually have, to
extent applicable, and/or our ability to receivey aavenue associated with Tcelna in the event Mepsakrcises the Option, will depenc
significant part on the extent to which appropried@erage of and reimbursement for such productaawydelated treatments are obtained
governmental authorities, private health insurerd ather organizations, such as health maintenanganizations, or HMOs. Thirparty
payors are increasingly challenging the prices gdndifor medical products and services. We canrmtigle any assurances that thparty
payors will consider any product cost-effectivepoovide coverage of and reimbursement for suchympdn whole or in part.

Uncertainty exists as to the coverage and reimmesé status of newly approved medical products serdices and newly appro\
indications for existing products. Third-party pay may conclude that any product is less safs,dbsically effective, or less cosffective
than existing products, and thipdrty payors may not approve such product for amyerand reimbursement. If adequate coverage ¢
reimbursement for any product from thipdsty payors cannot be obtained, physicians mai how much or under what circumstances
will prescribe or administer them. Such reductimrimitation in the use of any such product woaklise sales to suffer. Even if thjpdrty
payors make reimbursement available, payment lemaisnot be sufficient to make the sale of any surdduct profitable.

In addition, the trend towards managed health itatliee United States and the concurrent growthrgéoizations such as HMOs, wh
could control or significantly influence the pursleaof medical services and products, may reslittadequate coverage of and reimbursel
for any product we may eventually have. Many tpedty payors, including in particular HMOs, are quing various ways to redt
pharmaceutical costs, including, for instance,ube of formularies. The market for any productedels on access to such formularies, w
are lists of medications for which thipghrty payors provide reimbursement. These forrmasgaare increasingly restricted, and pharmace!
companies face significant competition in theiroef to place their products on formularies of HM&w other thirgparty payors. Th
increased competition has led to a downward prignessure in the industry. The cost containmenasuees that thirgarty payors ai
instituting could have a material adverse effecbonability to operate profitably.

Any product candidate, such as Tcelna, if approvéat sale, may not gain acceptance among physiciapatients and the medic
community, thereby limiting our potential to genearevenues.

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

e demonstration of efficac
e relative convenience and ease of administra
e the prevalence and severity of any adverse siéetsf
e availability and cost of alternative treatmentg|uding cheaper generic drug
e pricing and cost effectiveness, which may be suligeoegulatory control
e effectiveness of sales and marketing strategi¢iseoproduct and competition for such prodi
e the product labeling or product insert requiredhsy FDA or regulatory authority in other countriasg
e the availability of adequate th-party insurance coverage or reimbursem
If any product candidate does not provide a treatmegimen that is as beneficial as the currentdsted of care or otherwise does

provide patient benefit, that product candidateapproved for commercial sale by the FDA or othegutatory authorities, likely will ni
achieve market acceptance and our ability to gémeeaenues from that product candidate would bstsmtially reduced.
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We have incurred, and expect to continue to incimgreased costs and risks as a result of being &dlpucompany.

As a public company, we are required to comply wifie Sarbane®xley Act of 2002, or SOX, as well as rules andufation
implemented by the SEC and The NASDAQ Stock MaiRASDAQ). Changes in the laws and regulations diffigcpublic companie
including the provisions of SOX and rules adoptgdhe SEC and by NASDAQ, have resulted in, and galhtinue to result in, increased ci
to us as we respond to their requirements. Gilierrisks inherent in the design and operation t@friral controls over financial reporting,
effectiveness of our internal controls over finaheceporting is uncertain. If our internal congr@re not designed or operating effectively
may not be able to conclude an evaluation of otarival control over financial reporting as requitedve or our independent registered pt
accounting firm may determine that our internaltoginover financial reporting was not effectiven dddition, our registered public accoun
firm may either disclaim an opinion as it relategrtanagemerg’assessment of the effectiveness of our inteordtals or may issue an adve
opinion on the effectiveness of our internal caistmver financial reporting. Investors may losaftdence in the reliability of our financ
statements, which could cause the market priceunfcommon 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 aceeguced policy limits and coverage or incur sutiiiidly higher cost
to obtain the coverage that is the same or sirglawr current coverage. The impact of these avemtild also make it more difficult for us
attract and retain qualified persons to serve anBmard of Directors, our Board committees and>acative officers. We cannot predici
estimate the total amount of the costs we may inctine timing of such costs to comply with theskes and regulations.

Under the corporate governance standards of NASDRAQajority of our Board of Directors and each memtif our Audit Committe
must be an independent director. If any vacanmiesur Board or our Audit Committee occur that neede filled by independent directc
we may encounter difficulty in attracting qualifipeérsons to serve on our Board and, in particolar,Audit Committee. If we fail to attre
and retain the required number of independent wirecwe may be subject to SEC enforcement prongsdind delisting of our common st
from the NASDAQ Capital Market.

Risks Related to Our Intellectual Property

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

If third party patents or patent applications cantgaims infringed by either our licensed techgyl®r other technology required
make or use our potential products, such as Tcelmad,such claims are ultimately determined to Helyvthere can be no assurance tha
would be able to obtain licenses to these patdrdsreasonable cost, if at all, or be able to dgvelr obtain alternative technology. If we
unable to obtain such licenses at a reasonablewe<gbr, in the event the Option is exercised, dlavith respect to Tcelna) may not be abl
develop any affected product candidate commercidllyere can be no assurance that we will not bigexbto defend ourselves (or, in
event the Option is exercised, Merck with respectdelna) in court against allegations of infringahof third party patents. Patent litiga
is very expensive and could consume substantialiress and create significant uncertainties. Areesk outcome in such a suit could sul
us to significant liabilities to third parties, rdce disputed rights to be licensed from third iggrtor require us to cease using such technology

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

Our ability to compete effectively is dependent mpabtaining patent protection relating to our teslbgies. The patent positions
pharmaceutical and biotechnology companies, inolydiurs, are uncertain and involve complex andwwgllegal and factual questions. ~
coverage sought in a patent application can beedegri significantly reduced before or after theepats issued. Consequently, we do not k
whether pending patent applications for our tecbgwlwill result in the issuance of patents, ornfydassued patents will provide signific.
protection or commercial advantage or will be aineented by others. Since patent applications ecees until the applications are publis
(usually 18 months after the earliest effectivendjl date), and since publication of discoveriesha scientific or patent literature often |
behind actual discoveries, we cannot be certaintki@ainventors of our owned or licensed intelletforoperty rights were the first to make
inventions at issue or that any patent applicatamissue were the first to be filed for such ini@ms. There can be no assurance that p:
will issue from pending patent applications ofisg§ued, that such patents will be of commerciakfieto us, afford us adequate protection f
competing products, or not be challenged or dedlamealid.

For our licensed intellectual property, we haveitkmh control over the amount or timing of resourttest are devoted to the prosecu
of such intellectual property. Due to this lackcohtrol and general uncertainties in the pateasgeution process, we cannot be sure the
licensed patents will result from licensed applmag or, if they do, that they will be maintaineldsued U.S. patents require the payme
maintenance fees to continue to be in force. Vifear licensors to do this and their failure tostbcould result in the forfeiture of patents
timely maintained. Many foreign patent officescatequire the payment of periodic annuities to kpafents and patent applications in ¢
standing. As we do not maintain control over thgment of annuities, we cannot assure you thaticemsors will timely pay such annuit
and that the granted patents and pending patetitaggns will not become abandoned. In additioar licensors may have selected a lirr
amount of foreign patent protection, and therefgpplications have not been filed in, and foreigtepts may not have been perfected ir
commercially significant countries.
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The patent protection of product candidates, sschcalna, involves complex legal and factual qoesti To the extent that it would
necessary or advantageous for any of our licertearsoperate or lead in the enforcement of ounBeel intellectual property rights, we car
control the amount or timing of resources suchisges devote on our behalf or the priority theycplan enforcing such rights. We may nc
able to protect our intellectual property rightsiagt third party infringement, which may be ditficto detect. Additionally, challenges may
made to the ownership of our intellectual propeidirts, our ability to enforce them, or our undertylicenses.

We cannot be certain that any of the patents issoeds or to our licensors will provide adequat®tgction from competir
products. Our success will depend, in part, onthdrewe or our licensors can:

e obtain and maintain patents to protect our prodantlidates such as Tceli

e obtain and maintain any required or desirablenses to use certain technologies of third pasibg;h may be protected by
patents

e protect our trade secrets and ki-how;

e operate without infringing the intellectual propeaind proprietary rights of othel

e enforce the issued patents under which we holdsjgind

e develop additional proprietary technologies that @atentable

The degree of future protection for our proprietaghts (owned or licensed) is uncertain. For eplem

e we or our licensor might not have been the foghake the inventions covered by pending patepliGgiions or issued patents
owned by, or licensed to, L

e we or our licensor might not have been the firdileopatent applications for these inventio

e others may independently develop similar or aléve technologies or duplicate any of the tecbgiels owned by, or licensed to,
us;

e itis possible that none of the pending patentiappbns owned by, or licensed to, us will resnltdsued patent:

e any patents under which we hold rights may novisle us with a basis for commercially viable proidy may not provide us with
any competitive advantages or may be challengeatity parties as invalid, or unenforceable undes.r foreign laws; ¢

e any of the issued patents under which we holitsignay not be valid or enforceable or may be amnoented successfully in light
of the continuing evolution of domestic and forefatent laws

Confidentiality agreements with employees and othenay not adequately prevent disclosure of our &askcrets and other propriete
information and may not adequately protect our itiextual property, which could limit our ability taompete.

We rely in part on trade secret protection in orbeprotect our proprietary trade secrets and wamat knowkhow. However, trac
secrets are difficult to protect, and we cannotésain that others will not develop the same oiilar technologies on their own. We h
taken steps, includingntering into confidentiality agreements with oumpdoyees, consultants, outside scientific collatm®saand othe
advisors, to protect our trade secrets and ungatdaiowhow. These agreements generally require that ther party keep confidential a
not disclose to third parties all confidential infaation developed by the party or made known toptiey by us during the course of the party’
relationship with us. We also typically obtain egments from these parties which provide that itioes conceived by the party in the cot
of rendering services to us will be our exclusiveperty. However, these agreements may not berbdnand may not effectively ass
intellectual property rights to us. Further, wevéalimited control, if any, over the protection @fade secrets developed by
licensors. Enforcing a claim that a party illegatibtained and is using our trade secrets or khow-is difficult, expensive and tir
consuming, and the outcome is unpredictable. tfitiat, courts outside the United States may bg Veifling to protect trade secrets or know
how. The failure to obtain or maintain trade sepretection could adversely affect our competifesition.

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

A number of pharmaceutical, biotechnology and ottuanpanies, universities and research institutfomee filed patent applications
have been issued patents relating to cell therdmells, and other technologies potentially relevanbr required by our product candic
Tcelna. We cannot predict which, if any, of sugpl&ations will issue as patents or the claimg thight be allowed. We are aware ¢
number of patent applications and patents claimsgof modified cells to treat disease, disordenjary.
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There is significant litigation in our industry m@gling patent and other intellectual property ghtVhile we are not currently subjec
any pending intellectual property litigation, ane aot aware of any such threatened litigation/way be exposed to future litigation by tt
parties based on claims that our product candidatesh as Tcelna, or their methods of use, manufagt or other technologies or activit
infringe the intellectual property rights of sudfird parties. If our product candidates, such aslfia, or their methods of manufacture
found to infringe any such patents, we may haveayp significant damages or seek licenses under patints. We have not conduc
comprehensive searches of patents issued to thitéep relating to Tcelna. Consequently, no asggraan be given that thifghrty patent
containing claims covering Tcelna, its method oé ws manufacture do not exist or have not beer fdad will not be issued in t
future. Because some patent applications in thigetrStates may be maintained in secrecy untilpdients are issued, and because ¢
applications in the United States and many forg@igisdictions are typically not published until #®nths after filing, we cannot be certain
others have not filed patent applications that miditure into issued patents that relate to ourectior future product candidates that could
a material effect in developing and commercializomge or more of our product candidates. A patefddr could prevent us from importil
making, using or selling the patented compounds. rifdy need to resort to litigation to enforce mtellectual property rights or to determ
the scope and validity of thirplarty proprietary rights. Similarly, we may be mdb to claims that we have inappropriately usedlisclose
trade secrets or other proprietary informationhifct parties. If we become involved in litigatiahcould consume a substantial portion of
managerial and financial resources, regardlesshether we win or lose. Some of our competitors tm@ble to sustain the costs of com
intellectual property litigation more effectivelggn we can because they have substantially gresieurces. We may not be able to afforc
costs of litigation. Any legal action against usoar collaborators could lead to:

e payment of actual damages, royalties, lost @ofibtentially treble damages and attorneys’ iéeg are found to have willfully
infringed a third part's patent rights

e injunctive or other equitable relief that may etfeely block our ability to further develop, comneé&lize and sell our product

e we or our collaborators having to enter intoti®e arrangements that may not be available on cocratlg acceptable terms if at
all; or

e significant cost and expense, as well as distraaifamur management from our busine
As a result, we could be prevented from commemiadi current or future product candidates.
Risks Related to Our Industry
We are subject to stringent regulation of our proclucandidates, such as Tcelna, which could delayelepment and commercialization.

We, our thirdparty contractors, suppliers and partners (sudiiegk, in the event the Option is exercised, wihpect to Tcelna), a
our product candidates, such as Tcelna, are suigjesttingent regulation by the FDA and other ratpiy agencies in the United States an
comparable authorities in other countries. Nonewfproduct candidates can be marketed in theedr8tates until it has been approved b
FDA. No product candidate of ours has been apphoaed we may never receive FDA approval for amydpet candidate. Obtaining FI
approval typically takes many years and requiréstsuntial resources. Even if regulatory approsallitained, the FDA may impose signific
restrictions on the indicated uses, conditionsuige and labeling of such products. Additionalhe EDA may require postpproval studie
including additional research and development dinécal trials. These regulatory requirements rhiayjt the size of the market for the prod
or result in the incurrence of additional costsiyAdelay or failure in obtaining required approvetsuld substantially reduce our ability
generate revenues.

In addition, both before and after regulatory appitpwe, our partners and our product candidatesh s Tcelna, are subjeci
numerous FDA requirements covering, among othegt)itesting, manufacturing, quality control, lafg| advertising, promotion, distributi
and export. The FDA' requirements may change and additional governnegudations may be promulgated that could affactowr partne
and our product candidates, such as Tcelna. Ghemumber of recent high profile adverse safegnéywith certain drug products, the F
may require, as a condition of approval, costli meanagement programs, which may include safetyedllance, restricted distribution and .
patient education, enhanced labeling, special macgaor labeling, expedited reporting of certairverde events, preapproval of promotic
materials and restrictions on direct-to-consumeredtsing. Furthermore, heightened Congressionaltimly on the adequacy of the FBA’
drug approval process and the ageaafforts to assure the safety of marketed drugslted in the enactment of legislation addressing
safety issues, the FDA Amendments Act of 2007.s Tdgislation provides the FDA with expanded authiaver drug products after appro
and the FDAS exercise of this authority could result in delaysncreased costs during the period of produgeligment, clinical trials ar
regulatory review and approval, and increased dossssure compliance with new pagiproval regulatory requirements. We cannot pt
the likelihood, nature or extent of government tation that may arise from this or future legistatior administrative action, either in
United States or abroad.
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In order to market any of our products outsidehef tnited States, we and our strategic partnerdiegrisees must establish and cor
with numerous and varying regulatory requiremefitstioer countries regarding safety and efficacyppval procedures vary among count
and can involve additional product testing and talaal administrative review periods and the tineguired to obtain approval in otl
countries might differ from that required to obt&DA approval. The regulatory approval processthrer countries may include all of the ri
detailed above regarding FDA approval in the Unigtdtes. Approval by the FDA does not automatjcahd to the approval of authorit
outside of the United States and, similarly, appftdoy other regulatory authorities outside the BahiStates will not automatically lead to F
approval. In addition, regulatory approval in arwuntry does not ensure regulatory approval interotbut a failure or delay in obtain
regulatory approval in one country may negativetpact the regulatory process in others. Our prodacdidates, such as Tcelna, may n
approved for all indications that we request, whiebuld limit uses and adversely impact our potémiigyalties and product sales. S
approval may be subject to limitations on the iatiéd uses for which any potential product may bekatad or require costly, postarketing
follow-up studies.

If we fail to comply with applicable regulatory néicgements in the United States and other countaesyng 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, operatingrict®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 toppmwith health care fraud and abuse regulationsp@ our failure to comply with suc
laws could adversely affect our business, finanataindition and results of operations.

If Merck exercises the Option, Merck would be spledsponsible for funding development, regulatang aommercialization activiti
for Tcelna in MS, although we would retain an optto cofund certain development in exchange for increasgdlty rates. Otherwise, if \
are successful in achieving approval to market@ammore of our product candidates, our operatioiisbe directly, or indirectly through o
customers, subject to various state and federatifeand abuse laws, including, without limitatiome federal AntiKickback Statute and Fa
Claims Act. These laws may impact, among othergthi our proposed sales, marketing, and educatagrams.

The federal AntiKickback Statute prohibits persons from knowinglpdawillfully soliciting, offering, receiving or pnading
remuneration, directly or indirectly, in exchange 6r to induce either the referral of an indivijua the furnishing or arranging for a gootc
service, for which payment may be made under aré¢dhealthcare program such as the Medicare andddieldprograms. Several courts h
interpreted the statute’intent requirement to mean that if any one purpafsan arrangement involving remuneration is tuie referrals «
federal healthcare covered business, the statsdd@n violated. The Ankickback Statute is broad and prohibits many areaments an
practices that are lawful in businesses outsidehef healthcare industry. Recognizing that the Kitkback Statute is broad and n
technically prohibit many innocuous or beneficiglbagements, Congress authorized the Departmadealth and Human Services, Office
Inspector General, or OIG, to issue a series dilegigns, known as the “safe harborsliese safe harbors set forth provisions that, ithaiir
applicable requirements are met, will assure heatth providers and other parties that they will betprosecuted under the Aitiekback
Statute. The failure of a transaction or arrangern®fit precisely within one or more safe harbdogs not necessarily mean that it is illeg:
that prosecution will be pursued. However, condunt business arrangements that do not fully gaath applicable safe harbor may rest
increased scrutiny by government enforcement ailéb®isuch as the OIG. Penalties for violationshef federal AntKickback Statute incluc
criminal penalties and civil sanctions such asdjrimprisonment and possible exclusion from MedicMedicaid and other federal health:
programs. Many states have also adopted lawsasitailthe federal Antiickback Statute, some of which apply to the refeaf patients fc
healthcare items or services reimbursed by anycepuot only the Medicare and Medicaid programs.

The federal False Claims Act prohibits persons flarawingly filing or causing to be filed a falseah to, or the knowing use of fa
statements to obtain payment from, the federal gowent. Suits filed under the False Claims Achwn as “qui tam’actions, can be broug
by any individual on behalf of the government andhsindividuals, sometimes known as “relators”ragre commonly, as “whistleblowers,”
may share in any amounts paid by the entity togtheernment in fines or settlement. The frequericfiling of qui tam actions has increa:
significantly in recent years, causing greater neratof healthcare companies to have to defend se Falaims Act action. When an entit
determined to have violated the federal False (Hafmt, it may be required to pay up to three tinttes actual damages sustained by
government, plus civil penalties. Various stategehaso enacted laws modeled after the federakRasims Act.

In addition to the laws described above, the Hdalsarance Portability and Accountability Act of9®created two new federal crim
healthcare fraud and false statements relatingeédticare matters. The healthcare fraud statateilfits knowingly and willfully executing
scheme to defraud any healthcare benefit prograohding private payors. A violation of this stius a felony and may result in fin
imprisonment or exclusion from government sponsgesgrams. The false statements statute prohilitsvingly and willfully falsifying
concealing or covering up a material fact or malkang materially false, fictitious or fraudulent tet@ent in connection with the delivery of
payment for healthcare benefits, items or servidesiolation of this statute is a felony and magult in fines or imprisonment.
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If our operations are found to be in violation ofyzof the laws described above and other applicataiee and federal fraud and at
laws, we may be subject to penalties, includingl @ad criminal penalties, damages, fines, exclusiom government healthcare progra
and the curtailment or restructuring of our operai

If our competitors develop and market products thate more effective than our product candidatesethmay reduce or eliminate o
commercial opportunities.

Competition in the pharmaceutical industry, pafady the market for MS products, is intense, anel éxpect such competition
continue to increase. We face competition fromrpizeeutical and biotechnology companies, as welhwaserous academic and rese
institutions and governmental agencies, in the éthitates and abroad. Our competitors have preodhat have been approved or ar
advanced development and may succeed in develdpig that are more effective, safer and more @dfiole or more easily administered t
ours, or that achieve patent protection or comraéretion sooner than our products. Our most sicguitt competitors are fully integra
pharmaceutical companies and more establishedchiotéogy companies. These companies have significgneater capital resources
expertise in research and development, manufagtiursting, obtaining regulatory approvals, andkating than we currently do. Howe\
smaller companies also may prove to be significarpetitors, particularly through proprietary resbadiscoveries and collaborat
arrangements with large pharmaceutical and eskeddlidbiotechnology companies. In addition to thepetitors with existing products tl
have been approved, many of our competitors atedurlong in the process of product developmedtaso operate large, compafurdec
research and development programs. As a resultcampetitors may develop more competitive or afédnle products, or achieve ea
patent protection or further product commercial@athan we are able to achieve. Competitive prtedaotay render any products or proc
candidates that we develop obsolete.

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

Biopharmaceutical technologies have undergone rapidsignificant change, and we expect that thélycamtinue to do so. As aresi
there is significant risk that our product candédatsuch as Tcelna, may be rendered obsolete conmmical by new discoveries before
recover any expenses incurred in connection widir tdevelopment. If our product candidates, sushleelna, are rendered obsolete
advancements in biopharmaceutical technologiesfuture prospects will suffer.

Consumers may sue us for product liability, whicbwdd result in substantial liabilities that exceealr available resources and damage 1
reputation.

Developing and commercializing drug products estaignificant product liability risks. Liabilitylaims 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 candidatesoimes an approved product and is commercializedsuwoars may make prod
liability claims directly against us and/or our fers (such as Merck, in the event the Option mr@sged, with respect to Tcelna), and
partners or others selling these products may seekibution from us if they incur any loss or erpes related to such claims. We
insurance that covers clinical trial activities.eWelieve our current insurance coverage is reldpraaequate at this time. However, we
need to increase and expand this coverage as waeoce additional clinical trials, as well as largeale trials, and if any product candida
approved for commercial sale. This insurance nmaptohibitively expensive or may not fully coverrqotential liabilities. Our inability 1
obtain sufficient insurance coverage at an accéptedist or otherwise to protect against potentraldpct liability claims could prevent
inhibit the regulatory approval or commercializatiof products that we or one of our collaboratasedop. Product liability claims could he
a material adverse effect on our business andtsestibperations. Liability from such claims cowdgceed our total assets if we do not pre
in any lawsuit brought by a third party allegingtlan injury was caused by one or more of our prtsdu

Health care reform measures could adversely affeat business

The business and financial condition of pharmacautind 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 fligsons, there have been, and we ex
that there will continue to be, a number of ledigaand regulatory proposals aimed at changinch#adth care system. For example, in s
countries other than the United States, pricingrefscription drugs is subject to government contold we expect proposals to implen
similar controls in the United States to contindmother example of reform that could affect ousibess is drug reimportation into the Un
States (.e., the reimportation of approved drugs originally miautured in the United States back into the Uniates from other countr
where the drugs were sold at lower prices). Itiv&s in this regard could decrease the price wangr potential collaborators receive for
product candidates if they are ever approved ftw, salversely affecting our future revenue growtl @otential profitability. Moreover, t
pendency or approval of such proposals could réswtdecrease in our stock price or adverselycafier ability to raise capital or to obt
strategic partnerships or licenses.
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Risks Related to Our Securities

There is currently a limited market for our secuids, 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 is traded on the NASDA&pital Market, there is currently a limited markart our securities and there «
be no assurance that an active market will eveeldgv Investors are cautioned not to rely on thesbility that an active trading market n
develop.

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

We are required to meet certain qualitative andrfaial tests (including a minimum stockholdexguity requirement of $2.5 million a
bid price for our common stock of $1.00 per shaoejnaintain the listing of our common stock on MASDAQ Capital Market, and o
common stock is in jeopardy of being delisted. Klhvember 26, 2012, we received a staff deficiemtiet from NASDAQ notifying us th
the stockholders’ equity of $2,339,285 as repoitedur Quarterly Report on Form 1D-for the period ended September 30, 2012 was |
the minimum stockholdergquity of $2.5 million required for continued lis§ on NASDAQ. We were provided 45 calendar daysrtil
January 10, 2013, to submit a plan to regain canpé with the minimum stockholderxjuity standard. We submitted such a plan ancj
accepted, with NASDAQ thus granting us an extensiotii May 15, 2013 to evidence compliance with thasnimum stockholdersequity
standard. If we fail to evidence compliance upiing our Quarterly Report on Form XQ-for the period ending March 31, 2013, we ma
subject to delisting. As of the date of this AnhRaport on Form 10-K, we believe we have regaicetipliance with the stockholdermsguity
requirement based on our stockholdemglity balance of $2,883,332 as of December 31,20ithe equity capital we have raised subse
to December 31, 2012.

While we are exercising diligent efforts to maintéte listing of our common stock on NASDAQ, theesm be no assurance that we
be able to maintain compliance with the stockhdtdequity standard.

It is also possible that we could fail to satishother NASDAQ requirement for continued listinganfr stock, such as the minimum
price, the market value or number of publicly helthres or number of shareholders, or a corporatergance requirement. For exam
during portions of 2008 and 2009, our stockholderglity was below the continued listing standardunexment of $2.5 million and the t
price for our common stock was below $1.00 per eshfor periods of time, and our common stock wasjdopardy of bein
delisted. Additionally, during 2010 and 2011, theding price of our common stock was minimally @#&1.00 per share for certain period
time, and our stock closed below $1.00 per shan® fDecember 2011 through part of December 201Zebruary 2012, we received a
deficiency letter from NASDAQ indicating that ouoramon stock failed to comply with the minimum bidce requirement because it tra
below the $1.00 minimum closing bid price for 3Msecutive trading days, and after an initial and extended grace period, ¢
implementation of a one-fdour reverse stock split of our common stock on émweloer 14, 2012, we regained compliance with th@C
minimum closing bid price listing standard and NASD notified us that the matter was closed in Janu013. However, there is
assurance that the closing bid price of our comstook will continue to stay above the minimum conéd listing standard.

We may receive additional future notices from NASD#at we have failed to meet its requirements,@ndeedings to delist our stc
could be commenced. In such event, NASDAQ rulesfiars to appeal any delisting determination toASRAQ Hearings Panel. If we ¢
unable to maintain or regain compliance in a timmlgnner and our common stock is delisted, it cda@dmore difficult to buy or sell o
common stock and obtain accurate quotations, an@ribe of our stock could suffer a material dezlibDelisting may also impair our ability
raise capital.

As our share price is volatile, and you may notdige to resell our shares at a profit or at a
The market prices for securities of biopharmacalitisyd biotechnology companies, and eathge drug discovery and developn
companies like us in particular, have historicégen highly volatile and may continue to be higtdiatile in the future. The following facto

in addition to other risk factors described in théxtion, may have a significant impact on the retapkice of our common stock:

e the development status of any drug candidate$, as Tcelna, including clinical study results determinations by regulatory
authorities with respect there!

e the initiation, termination, or reduction in teeope of any collaboration arrangements (suchasa@ments involving Merck and

the Option Agreement, including a decision by Metlexercise or not exercise the Option) or anputiss or developments
regarding such collaboratior
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e announcements of technological innovations, newrmerial products or other material events by ounpetitors or us
e disputes or other developments concerning our tEpy rights;

e changes in, or failure to meet, securities an¢' or investor’ expectations of our financial performan

e additions or departures of key personi

e discussions of our business, products, financidbp@ance, prospects or stock price by the findrana scientific press and onli
investor communities

e public concern as to, and legislative action withpect to, the pricing and availability of préston drugs or the safety of drugs
and drug delivery technique

e regulatory developments in the United States aridrigign countries; @

e dilutive effects of sales of shares of commorelstoy us or our shareholders, including LincolnkRand sales of common stock
acquired upon exercise or conversion by the holdewsarrants, options or convertible not

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 lifigia, 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 nesesurity
holders have often instituted class action litigati If the market value of our securities exper@eradverse fluctuations and we bec
involved in this type of litigation, regardless thie outcome, we could incur substantial legal cast$ our managementattention could t
diverted from the operation of our business, causimr business to suffer.

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

Our articles of incorporation authorize the issuan€ “blank check’preferred stock with such designations, rights preferences
may be determined by our Board of Directors withetotkholder approval. Our preferred stock cowdiblized as a method of discourag
delaying, or preventing a change in our control asda method of preventing stockholders from réegia premium for their shares
connection with a change of control.

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

In July 2012, we closed a private offering conagstof convertible secured notes and warrants tehase common stock whi
generated approximately $4.1 million in gross peatse of which notes in the aggregate principal arhofi$900,000 have been converted
shares of Series A convertible preferred stock tuhie turn, have been converted into an aggreda®8®,229 shares of common stock. F
November 2012 through January 2013, we sold aneggtg of 390,000 shares to Lincoln Park pursuatited&1.5 million purchase agreen
and issued an additional 56,507 shares as inianeitment shares and 3,585 shares as additionamgoment shares. In January 2013,
issued $650,000 principal amount of unsecured atible promissory notes of which $100,000 was cetecinto 77,034 shares of comn
stock at $1.298125 per share and the remaining,8660f principal amount plus accrued interest vegmid. Purchasers of such notes
received fiveyear warrants to acquire an aggregate of 243,7&festof our common stock at an exercise price @4$fier share. Pursuant 1
Sales Agreement executed on September 6, 2012aveerkgistered for sale up to 1,000,000 sharesmfron stock through Brinson Patr
Securities Corporation acting as sales agent itatthe-market”’program. In February 2013, we sold an aggregate5@f618 shares of ¢
common stock pursuant to such at-tharket program, for gross proceeds of $536,417.F€wruary 11, 2013, we closed on an offerin
1,083,334 shares of common stock and warrantsrithpge shares of common stock, for gross procefe®3,250,002. There is no assure
that our capital raising efforts will be able tératt the capital needed to execute on our busplassand sustain our operations.

Sales of a substantial number of additional shafesir common stock in the public market could eatie market price of our comn
stock to decline. An aggregate of 7,991,559 shafesommon stock were outstanding as of March 18,32 As of such date, another
816,432 shares were issuable upon exercise ofaodisy options, (ii) 3,422,652 shares of commomwlstwere issuable upon the exercis
outstanding warrants, and (iii) 1,020,007 sharesevigsuable if all outstanding 12% convertible sedupromissory notes were converte
Series A convertible preferred stock which was théimately converted into common stock.

A substantial majority of the outstanding shareswf common stock are freely tradable without retm or further registration unc
the Securities Act of 1933. We may sell additiosladres of common stock, as well as securitieseartible into or exercisable for comn
stock, in subsequent public or private offeringf¢e may also issue additional shares of common sekvell as securities convertible int
exercisable for common stock, to finance futureugitions. Among other requirements, we will néedaise significant additional capital
order to continue and complete the Phase IIb @lrstudy of Tcelna in SPMS, and this may requiréotissue a substantial amount of secul
(including common stock as well as securities cative into or exercisable for common stock). Vot predict the size of future issuat
of our common stock, as well as securities convierinto or exercisable for common stock, or thecdf if any, that future issuances and ¢
of our securities will have on the market priceoaf common stock. Sales of substantial amountsuofcommon stock, as well as secur



convertible into or exercisable for common stocdk|uding shares issued in connection with an agtpnsor securing funds to compli
our clinical trial plans, or the perception thatissales could occur, may adversely affect preguitharket prices for our common stock.
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The sale or issuance of our common stock to Lincdkark may cause dilution and the sale of the sha@scommon stock acquired
Lincoln Park, or the perception that such sales magcur, could cause the price of our common stookfall.

Under the purchase agreements with Lincoln Parkqnag direct Lincoln Park to purchase up to $1.3iamilof shares of common stc
subject to certain limitations over a &@nth period, and, upon effectiveness of a redistrastatement for resale of the applicable st
pursuant to the $15.0 million purchase agreemertd, subject to other conditions, we may also ditentoln Park to purchase up to $1
million of our shares of common stock over arB0nth period. However, in conjunction with our Redry 2013 offering of common stock ¢
warrants, we agreed not to sell shares under tiehase agreements with Lincoln Park for a perioti2ff days after the offering. We have :
an aggregate of 390,000 shares to date under tlen§illion purchase agreement. Additionally, weuisd Lincoln Park 56,507 shares
common stock as initial commitment shares and lesteed an aggregate of 3,585 additional commitreleates, and may in the future issu
to an additional 109,428 shares of common stocdditional commitment shares, as a fee for its cament to purchase the shares unde
$1.5 million purchase agreement and the $15.0amiliurchase agreement. The number of shares tétyraffered for sale by Lincoln Park
dependent upon the number of shares purchasednoplhi Park under the purchase agreements. Dependimgarket liquidity at the tim
sales of shares we issue to Lincoln Park may ctnesgading price of our common stock to decline.

Subject to certain conditions, we generally hawertght to control the timing and amount of anyesabf our shares to Lincoln Pe
except that, pursuant to the terms of our agreesneitlh Lincoln Park, we would be unable to sellrglsao Lincoln Park if and when the mau
price of our common stock is below $1.00 per shuaré Lincoln Park would own more than 4.99% of @mammon stock for stock sold tc
under the $1.5 million purchase agreement or 9.89%ur common stock for stock sold to it under #1&.0 million purchase agreement.
purchase price for the shares that we may sellingdln Park will fluctuate based on the price off mmmon stock and other fact
determined by us. As such, Lincoln Park may ultehapurchase all, some or none of the shares o€ommon stock and, after it has acqu
shares, Lincoln Park may sell all, some or nontho$e shares. Therefore, sales to Lincoln Parkshyursuant to either or both of the purcl
agreements could result in substantial dilutiorthte interests of other holders of our common stdadditionally, the sale of a substan
number of shares of our common stock to LincolrkPar the anticipation of such sales, could cabsettading price of our common stocl
decline and could make it more difficult for usstll equity or equity-related securities in theufet

We presently do not intend to pay cash dividendsoan common stock.

We currently anticipate that no cash dividends h&llpaid on the common stock in the foreseeabledutWhile our dividend policy w
be based on the operating results and capital refdtie business, it is anticipated that all eagsjnf 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 atidnal 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 preferredkstt connection with the July 25, 2012 convesrihbte financing, 80,000 shares of prefe
stock were designated as newiing Series A convertible preferred stock. lmlerto raise additional capital, we may in the rfatoffe
additional shares of our common stock or other is#&s! convertible into or exchangeable for our coom stock at prices that may not be
same as the price per share paid by other investodsdilution to our stockholders could resulte Wiay sell shares or other securities in
other offering at a price per share that is leas ttne price per share paid by investors, and tox@purchasing shares or other securities i
future could have rights superior to existing stuulklers. The price per share at which we selltamidil shares of our common stock
securities convertible or exchangeable into comstonk, in future transactions may be higher or lothan the price per share paid by o
investors.

We may issue debt and equity securities or seasittonvertible into equity securities, any of whigtay 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 ehpésources by entering into debt or dét#-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, mediumerm notes, senior notes, subordinated notes, giems, preferred stock, hybrid securities, or sgesrconvertible into ¢
exchangeable for equity securities. In the evérdup liquidation, our lenders and holders of oebtland preferred securities would rec
distributions of our available assets before distibns 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 outrobnwe cannot predict or estimate
amount, timing or nature of our future offeringsdebt financings. Further, market conditions caelgluire us to accept less favorable term
the issuance of our securities in the future.
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For example, on July 25, 2012, we closed a prieffiering consisting of convertible secured noted amarrants to purchase comn
stock which generated approximately $4.1 milliorgioss proceeds. The notes mature on July 25, 80d4ccrue interest at the rate of :
per annum, compounded annually, payable in eithgh or registered shares of common stock. Thesmotesecured by substantially all of
tangible and intangible assets, and $500,000 optbeeeds from the note offering is being held toatrolled account as part of the seci
interest granted to the noteholders. This amow previously $1 million; however, in January 2048 issued the noteholders fiyea
warrants to acquire an aggregate of 187,500 sludr@sr common stock at an exercise price of $1&lshpare in exchange for the reductio
such amount. The notes are convertible into a cess of nontoting Series A convertible preferred stock at avawssion price of $100.C
subject to certain limitations and adjustmentse Beries A convertible preferred stock accrues ¢atie dividends at the rate of 8%
annum, payable in either cash or registered shafreemmon stock, and carries a $100.00 per shqredhktion preference. The Serie:
convertible preferred stock is convertible into e¢oan stock at a conversion price of $3.1225, sultecertain limitations and adjustments.
a result of antdilution adjustments since the closing of the B2 financing: (i) up to 1,020,007 shares of commatmck are issuable if
the current outstanding principal balance of $3,088 of convertible secured promissory notes anvexed to Series A convertible prefel
stock and such stock is then converted into comstock; and (ii) the warrants issued to the purctsastthe convertible secured promiss
notes are exercisable at an adjusted exercise @ki$2.56 per share for an aggregate of 1,436,h2ates of common stock. As of March
2013, secured promissory notes with an aggregateipal amount of $900,000 have been converted gftares of Series A converti
preferred stock which, in turn, have been conveirttmlan aggregate of 288,229 shares of our constamk.

Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdirorking capital and operational purposes), weenily intend to use our availal
cash, including the $5 million proceeds receivamirfrMerck in February 2013 as well as the approx@ga$3.25 million in gross procee
from the February 2013 registered offering of commstock and warrants, to continue our ongoing PHasdinical study of Tcelna in SPM
The Phase llIb clinical study in North America ofelita is expected to complete enrollment of 180epédi by late 2013 or early 2014, with
resulting topline data expected to be available in the first bbP016. The estimated future costs of the stadywell as the ongoing exper
of our operations through the expected completate df the study and release of top-line datagestienated to be between $33-million as o
January 1, 2013. We used the $650,000 gross predemd the January 2013 private offering of condgtunsecured promissory notes
warrants as bridge financing to continue our PHiselinical study while continuing discussions kviMerck regarding the February 2(
Option and License Agreement. We repaid the praidijalance of the January 2013 notes with $550i@@ash and $100,000 was conve
into 77,034 shares of common stock Our existirspueces are not adequate to permit us to completerggoing phase llb clinical study
Tcelna in SPMS or the majority of it. We will netal secure significant additional resources to cetepthe trial and support our operati
during the pendency of the trial.

Depending on future developments and circumstamweesnay use some of our available cash for othgsgaes. Notwithstanding ¢
current intention to use our available cash fothfer clinical studies of Tcelna, our management halve significant flexibility in using o
current available cash. The actual amounts animgirof expenditures will vary significantly dependion a number of factors, including
amount and timing of cash used in our operatiomscam research and development efforts. Managemailure to use these funds effectiy
would have an adverse effect on the value of oormaon stock and could make it more difficult andtlyo® raise funds in the future.

ltem 1B.  Unresolved Staff Comments
None.
Item 2. Properties.

Our 10,200 square foot facility is located on thaeees at 2635 Technology Forest Boulevard in TlheMands, 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 feetoc@MP manufacturing suites; Quality Systems managémvéh a Quality Control Laboratol
Regulatory Affairs, and Quality Assurance; as vaslladministrative support space. Approximately @ &Quare feet of space remains avail

for future buildout. We lease the facility for a term ending in 204ith two options for an additional five years lkat the then prevailir
market rate.
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Item 3. Legal Proceedings
We are not currently a party to any material lggakeedings.
Item 4. Mine Safety Disclosures

Not applicable.
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PART Il
Item 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 Capitarida under 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 pfiwesur common stock for the periods indicatedregmorted by NASDAQ.

Price Ranges

High Low

Fiscal Year Ended December 31, 2011

First Quarte! $ 11.2C $ 6.0¢
Second Quarte 8.04 6.3¢€
Third Quartel 6.5¢€ 4,44
Fourth Quarte 5.6(C 3.6(
Fiscal Year Ended December 31, 201

First Quarte! $ 43¢ $ 2.84
Second Quarte 3.04 1.2¢
Third Quartel 3.0¢ 1.2¢
Fourth Quarte 3.2¢ 1.12

The closing price of our common stock on March 2@13 was $2.13 per share, and there were appradyr2®0 holders of record
our common stock. This number does not includekstoiders for whom shares were held in “nominee™street name.”

Dividends

We have never declared or paid any cash dividendsuo common stock and we do not intend to pay dagtiends in the foreseea
future. We currently expect to retain any futureng&s to fund the operation and expansion of ausiress.

Securities Authorized for Issuance Under Equity Corpensation Plans

The following table sets forth information, as oéd@mber 31, 2012, with respect to our compensatims under which common st
is authorized for issuance, which consist of out@8tock Incentive Plan and its predecessor, aue 2004 Compensatory Stock Option F
We believe that the exercise price for all of tiptians granted under these plans reflect at |62B¥%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) (C)
Equity Compensation Plans Approved by Stockhol 824,62( $ 5.5¢4 313,60(
Equity Compensation Plans Not Approved by Stockéidd — — —
Total 824,62( $ 5.54 313,60(

Refer to Note 12 “Options and Warrantg"the Notes to our financial statements for tisedl year ended December 31, 2012, incl
elsewhere in the annual report for a descriptioourf2010 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.
Item 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 codiiom with the accompanyi
financial statements and the related footnotesetee

Organizational Overview

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

Critical Accounting Policies

Our discussion and analysis of our financial canditand results of operations is based on our @i@rstatements, which have b
prepared in accordance with accounting principkesegally accepted in the U.S. The preparation e$e¢hfinancial statements requires
make estimates and judgments that affect the regph@rnounts of assets, liabilities and expenseshbd¥e our estimates on historical experi
and on various other assumptions that we believieetoeasonable under the circumstances, the resfultdhich form the basis for maki
judgments about the carrying values of assetsiahiities that are not readily apparent from otbeurces. 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 finarste&tbments.

Stock-Based CompensationOn January 1, 2006, we adopted the provisions pérgial Accounting Standards Board (“FASB”
Accounting Standards Codification (*“ASC718 which establishes accounting for equity insgnta exchanged for employee service.
utilize the BlackScholes option pricing model to estimate the failue of employee stock based compensation at ttee afagrant, whic
requires the input of highly subjective assumptjansluding expected volatility and expected li&hanges in these inputs and assumption
materially affect the measure of estimated faiugabf our shardased compensation. These assumptions are subjectigenerally requi
significant analysis and judgment to develop. Wiestimating fair value, some of the assumptions bl based on, or determined fr
external data and other assumptions may be defieed our historical experience with stoblased payment arrangements. The appro
weight to place on historical experience is a mattgudgment, based on relevant facts and circantss.

We estimated volatility by considering historicidck volatility. We have opted to use the simplifimethod for estimating the expec
term of stock options equal to the midpoint betwienvesting period and the contractual term.

Research and DevelopmentThe costs of materials and equipment or facilitiest are acquired or constructed for researct
development activities and that have alternativeruuses are capitalized as tangible assets wtmrirad or constructed. The cost of s
materials consumed in research and developmentitasiand the depreciation of such equipment ailifees used in those activities i
research and development costs. However, the obststerials, equipment, or facilities acquiredconstructed for research and developt
activities that have no alternative future usescaresidered research and development costs arekpeased at the time the costs are incurred

Results of Operations
Comparison of Year Ended December 31, 2012 with théear Ended December 31, 2011
Net SalesWe recorded no commercial revenues for the yeatedeBecember 31, 2012 and 2011.

Research and Development ExpenseResearch and development expenses were $6,31&#4ieef year ended December 31, 2
compared to $3,340,038 for the year ended DeceBhe2011. The increase in expenses was primariytdian increases in staff to conc
increased development activities, the procuremadtwse of supplies used in both our laboratory prodiuct manufacturing operations,
engagement of consultants and the costs of subgetitipation in our Phase 1lb clinical study, fé@s costs and stock compensation expe
and was partially offset by a decrease in legatscdd/e have made and expect to continue to makstamtial investments in research
development in order to develop and market ourrteldyy. We expense research and development cestearred. Acquired research i
development that has no alternative future usepsmsed when acquired. Property, plant and equipfoemesearch and development that
an alternative future use is capitalized and theted depreciation is expensed.
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General and Administrative ExpensesOur general and administrative expenses were $5808or the year ended Decembet
2012, as compared to $2,406,269 for the year ebdegmber 31, 2011. The increase in expense isadireteases in legal expense, ca
financing activities, stock compensation expenskfanilities costs, and was partially offset byeduction in professional service fees.

Depreciation and Amortization Expenses Depreciation and amortization expenses were $303for the year ended December
2012, as compared to $210,252 for the year endedrblger 31, 2011. The increase in expense is dae iocrease in depreciation for faci
build-out costs incurred during the first half of 201, iacrease in depreciation for laboratory and mactufiing equipment acquired dur
2011 and 2012 to support increased developmenttadiand an increase in depreciation for infoiioratechnology equipment to replace
upgrade obsolete equipment.

Interest Expense.Interest expense was $350,300 for the year endestrilger 31, 2012, compared to $3,135 for the yedec
December 31, 2011. The increase in interest expsaseprimarily related to the naash amortized debt discount and interest on tlye2H,
2012 convertible notes and the amortization offthencing fees over the life of the notes. Intemgtense for the year ended Decembe
2011 related solely to the financing costs on iasae policies and the loan payable on an equipliment

Interest Income. Interest income was $280 for the year ended DeceBhe2012, compared to $932 for the year endedccidber 31
2011.

Net Loss.We had a net loss for the year ended December@32, &f $8,930,833, or $1.54 per share (basic dunted), compared with
net loss of $5,968,448, or $1.06 per share (bamladduted), for the year ended December 31, 20MHe increase in net loss is primarily du
increases in research and development, generadmohistrative, depreciation and interest expenses.

Liquidity and Capital Resources

Historically, we have financed our operations priitgefrom the sale of debt and equity securities.& December 31, 2012, we had ¢
and cash equivalents of $592,004. Our financingviies generated approximately $4.0 million foretlyear ended December 31, 2(
compared to approximately $8.6 million for the yearded December 31, 2011. The cash generated i ®@% proceeds from a J
convertible secured note financing and sales afeshaf our common stock to Lincoln Park Capital dkuloLC (“Lincoln Park”),as discusse
below.

During July 2012, we issued an aggregate of $4008b0f convertible secured promissory notes for preiceeds of $2,815,7
(excluding $1 million of the gross proceeds heldhinontrolled account, $500,000 of which was relda® us in January 2013). We iss
163,224 shares of common stock on December 31, iB0d2yment of the semi-annual accrued intereshese promissory notes.

On September 6, 2012, we entered into a sales ragraewith Brinson Patrick Securities Corporation dannection with th
implementation of an “at-the-marketffering program pursuant to which we may sell seasf our common stock directly into the open mt
from time to time depending upon market demanayubh our sales agent, in transactions deemed &m Bat-the-marketbffering as define
in Rule 415 of the Securities Act of 1933. We heagistered up to 1,000,000 shares of our commark $tw potential sale under this progri
and in February 2013, we sold an aggregate of 18%Bares of our common stock, for gross procebfis36,417.

On November 2, 2012, we entered into a $15.0 milfarchase agreement and registration rights agmegrmnd on November 5, 20
we entered into a $1.5 million purchase agreemesth with Lincoln Park pursuant to which we have tight to sell to Lincoln Park .
aggregate of up to $16.5 million in shares of ammon stock, subject to certain conditions andtétions. Under the terms and subject tc
conditions of the purchase agreements, Lincoln Badbligated to purchase up to an aggregate of5$dfilion in shares of common stc
(subject to certain limitations) from time to tinmver a 30month period (which, as it relates to the $15.0lioml purchase agreeme
commences on the date that a registration statemeetlared effective by the SEC and a final peafyss in connection therewith is filed). '
may direct Lincoln Park, at our sole discretion antject to certain conditions, to purchase up(®,d00 shares of common stock in reg
purchases, increasing to amounts of up to 300,680es depending upon the closing sale price ofcourmon stock. In addition, we
direct Lincoln Park to purchase additional amowst®ccelerated purchases. The purchase pricaasshf common stock related to the fu
funding will be based on the prevailing market esiof such shares at the time of sales (or overiagof up to 12 business days leading t
such time), but in no event will shares be solditwoln Park on a day the common stock closingepricless than the adjusted minimum f
price of $1.00. During November and December 20d2raised gross proceeds of $381,309 throughaleeof our common stock to Lincc
Park. In January 2013, we sold an additional $122j4 shares of common stock to Lincoln Park. AMarch 15, 2013, we have a remair
commitment amount of $15,976,291 available to usugh Lincoln Park purchase agreements (subjecffectiveness of a registrati
statement and other closing conditions for the G15illion purchase agreement). However, there @amd assurance that we will be abl
receive any or all of the additional funds from ¢@n Park because the purchase agreements coimtdgiiatibns, restrictions, requiremer
events of default and other provisions that counft lour ability to cause Lincoln Park to buy commstock from us.
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Additionally, in January 2013 we closed a privatiering of unsecured convertible promissory noted warrants to purchase comn
stock, which generated $650,000 in gross proceeds.

On February 4, 2013, we entered into an Optionlacehse Agreement with Ares Trading SA (“Merck& wholly owned subsidiary
Merck Serono S.A. Pursuant to the agreement, Mieaskan option (the “Optiontp acquire an exclusive, worldwide (excluding Jggaenst
of our Tcelna program for the treatment of MS. Thgtion may be exercised by Merck prior to or umam completion of the Phase
trial. Under the terms of the agreement, we reztbian upfront payment of $5 million for granting @ ption. If the Option is exercised, Me
would pay us an upfront license fee of $25 milliorless Merck is unable to advance directly intchade Il clinical trial of Tcelna for SPA
without a further Phase Il clinical trial (as detémed by Merck), in which event the upfront licerise would be $15 million. After exercisi
the Option, Merck would be solely responsible fanding development, regulatory and commercializatictivities for Tcelna in MS, althou
we would retain an option to dond certain development in exchange for increasgdlty rates. We would also retain rights to heelr
Japan, certain rights with respect to the manufaatfiTcelna, and rights outside of MS.

Upon receipt of the upfront payment from Merck iebFuary 2013, we repaid $550,000 principal amoluns pccrued interest on |
January 2013 unsecured convertible promissory restdsconverted the remaining $100,000 principal@arhinto shares of our common st
pursuant to the investor’s election to convert ieoity.

On February 11, 2013, we closed an offering of 3,884 shares of common stock and warrants to psechammon stock, for grc
proceeds of $3,250,002. As part of this offering,agreed not to sell shares pursuant to our puecgreements with Lincoln Park or under
“at-the-market” program for a period of 120 daylidwing the February 2013 offering.

Our burn rate during 2012, inclusive of the codtpreparations to commence our Phase llb clinigal, twas approximately $830,0
per month. Significant activities in the conducttleé clinical trial will result in substantial ireases in our monthly cash burn during 2013
will need to raise additional capital to fund ourment business plan and support our clinical tj@rations. Based on our current burn rate
believe we have sufficient liquidity to support a@uwrrent clinical trial activities into the fourtiuarter of 2013.

We currently intend to continue to use our avadatash to fund general corporate purposes (inaudiorking capital and operatiol
purposes) and continue the Phase IIb clinical stfdlcelna in SPMS. The Phase b clinical stud\Niorth America of Tcelna is expectec
complete enroliment of 180 patients by late 2018arty 2014, with resulting tolme data expected to be available in the first bBR016. Thi
estimated future costs of the study, as well asotigping expenses of our operations through theagd completion date of the study
release of top-line data, are estimated to be 8335 million as of January 1, 2013. Our existing tegses are not adequate to permit
complete such study or the majority of it. We widled to secure significant additional resourcetdginue and complete the trial and sup
our operations during the pendency of the trialvéf are unable to obtain additional funding for rapiens, we will be forced to suspenc
terminate our current ongoing clinical trial forélea, which may require us to modify our currensibass plan and curtail various aspec
our operations, as well as implement significarst@eduction measures or potentially cease op&satio

Given our need for substantial amounts of capitalantinue the Phase Ilb clinical study in North éqina of Tcelna in SPMS, we inte
to continue to explore potential opportunities altdrnatives to obtain the additional resourceduning one or more additional financings,
will be necessary to complete the Phase Ilb stumyta support our operations during the pendencsuoh study. There can be no assur
that any such financings or potential opportuniéied alternatives can be consummated on accepéabis, if at all.

If Merck does not exercise its option and acquieeéxclusive, worldwide (excluding Japan) licensew Tcelna program for MS, or
we are not successful in attracting another paramel entering into a collaboration on acceptabtenge we may not be able to comp
development of or commercialize any product carndidacluding Tcelna. In particular, we may be hieato undertake, or complete,
planned Phase Il clinical study of Tcelna in SPM&.such event, our ability to generate revenunesachieve or sustain profitability would
significantly hindered and we may not be able taticme operations as proposed, requiring us to fnaalir business plan, curtail varic
aspects of our operations or cease operations.

We do not maintain any external lines of creditoidtl we need any additional capital in the futuegdnd the purchase agreements
Lincoln Park and our at-the-market program, managenwill be reliant upon “best effortddebt or equity financings. As our prospects
funding, if any, develop during the fiscal year, wal assess our business plan and make adjustnausrdingly. Although we ha
successfully funded our operations to date by @tirg additional investors in our equity and debtwsities, there is no assurance thal
capital raising efforts will be able to attract &aohal necessary capital for our operations inftitare.

Assuming we are able to achieve financing whicsuficient to continue our Phase llb study of Teein SPMS in North America a

to support our operations during the pendency ol study, we are also able to concurrently manggeatal Phase 1l clinical study in RRN
in North America in our present facility. Howevany such study would also depend upon the avatiabil sufficient resources.
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Off-Balance Sheet Arrangements
None.
Inflation

We believe that inflation has not had a materigdaat on our results of operations for the two yesded December 31, 2012 and 2
since inflation rates have generally remained &itively low levels and our operations are not otlise uniquely affected by inflati
concerns.

Recently Issued Accounting Pronouncements

On July 1, 2009, the FASB officially launched th&SB Accounting Standards Codification, which hasdiee the single official sour
of authoritative, nongovernmental U.S. Generallycéygted Accounting Principles, in addition to guidanssued by the Securities .
Exchange Commission. The codification supersedgsial FASB, AICPA, EITF, and related literatufEhe codification, which is effective 1
interim and annual periods ending after Septembef@09, is organized into approximately 90 accimgntopics. The FASB no longer issi
new standards in the form of Statements, FASB Seaffitions, or Emerging Issues Task Force Abstrdottead, amendments to
codification are made by issuing “Accounting StaddJpdates.”

There were various other accounting standards rtedpretations issued during 2012 and 2011, nonehach are expected to hav
material impact on our financial position, operati@r 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 andlemgmtary data required by this Item are presebtginning on page E-of this
annual report on Form 10-K.

Item 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 a1 we carried out an evaluation, under the supieviand with the participati
of management, including our Chief Executive Offiead Acting Chief Financial Officer, of the effa@ness of our disclosure controls
procedures as of the end of the period coveredhisyréport. Based on that evaluation, our Chiefdakige 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 béuied 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@gorting, 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 ClI
Executive Officer and Acting Chief Financial Officave conducted an evaluation of the effectiverafssur internal control over financ
reporting based on the framework limternal Control—Integrated Framewoiksued by the Committee of Sponsoring Organizatmithe
Treadway Commission (COSO).

Based on our evaluation under the frameworkitarnal Control—Integrated Framewoiksued by COSO, our management concl
that our internal control over financial reportimegas effective as of December 31, 2012 in providiagsonable assurance regarding
reliability of financial reporting and the prepacst of financial statements for external purposesaccordance with generally accej
accounting principles.

This annual report does not include an attestatport of our registered public accounting firmasdjng internal control over financ

reporting. Managemers’report was not subject to attestation by oursteggd public accounting firm pursuant to ruleshaf SEC that pern
us to provide only management’s report in this ahneport.
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Changes in Internal Control over Financial Reportirg

There was no change in internal control over fimgneporting (as such term is defined in ExchaAgeRules 13a-15(f) and 1505(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
Item 10. Directors, Executive Officers and Corporate Governace.
Executive Officers

Our executive officers are elected by the Boardwéctors and serve at the discretion of the Bo&dr executive officers are
follows:

Name Age Position

Neil K. Warma 50 President, Chief Executive Officer, and Direc

David E. Jordel 50 Acting Chief Financial Officer and Direct:

Jaye L. Thompson a7 Senior Vice President of Clinical Development and
Regulatory Affairs

Donna R. Rill 59 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 Officexe June 2008 and as a Director since Septe?ld&. He als
previously served as our Acting Chief Financial i€df from March 2009 to August 2012. From July 2@64September 2007, Mr. War
served as president and chief executive offic&fiadn Therapeutics Inc., a privateheld clinical stage biopharmaceutical company. FAO®(
to 2003 Mr. Warma was cimunder and president of MedExact USA, Inc., aerimét company providing clinical information andvsees tc
physicians and pharmaceutical companies. From 1892000, Mr. Warma held senior positions of inciegsresponsibility at Novart
Pharmaceuticals (previously Cilizeigy Ltd.) at its corporate headquarters in BaSelitzerland. While at Novartis, Mr. Warma servexdtlae
Head of International Pharma Policy & Advocacy andsenior management within global marketing whieeeworked on the internatiol
launch of a gastrointestinal product. Mr. Warmaagi#d an honors degree specializing in Neuroscifmoe the University of Toronto and
International M.B.A. from the Schulich School of Megement at York University in Toronto. As our Rdest and Chief Executive Offici
Mr. Warma is directly involved in all aspects ofropperations. He has extensive experience in catpdsusiness development within
biopharmaceutical industry, in addition to execaifi’adership and management experience.

David E. Jordenhas served as Acting Chief Financial Officer sidcgust 2012 and a Director since August 2008. Mrddn has al¢
served as Executive Chairman for Cytomedix, InoceiFebruary 2012 and previously as an executie@domember since October 2C
Mr. Jorden previously served as vice president wiitrgan Stanley in its Wealth Management group whee was responsible for eqt
portfolio management for high net worth individuaisce 2003. Prior to Morgan Stanley, Mr. Jordewexg as vice president and chief finan
officer of Genometrix, Inc., a private genomic&lgciences company focused on higlsughput microarray applications from March 26
September 2002. Mr. Jorden was a principal witheEa$arofim & Co. prior to joining Genometrix. Morden earned a MBA from Kello
School of Management at Northwestern University 89 and a BBA from the University of Texas/Austin1984. He currently serves a
director of Cytomedix, Inc. and PLx Pharma, Inc. NMorden is a Chartered Financial Analyst and fiedtPublic Accountant. He has exten:
experience in various aspects of corporate finamckaccounting for public companies including adgirmation and deployment.

Jaye L. Thompson, Ph.D.has served as Senior Vice President of Clinicaldimyment and Regulatory Affairs since November 2
From April 2006 to September 2009, Dr. Thompsowesgras Senior Vice President of Regulatory and megrTechnologies for inVent
Clinical Solutions, LLC, a subsidiary of inVentivedth, Inc., a publicly traded company providing @&evrange of services to |
pharmaceutical industries. inVentiv Health acquiB3@dNERGOS, Inc., the company founded in 1991 byThompson. SYNERGOS wa
contract research organization helping companiegentarough the clinical and regulatory hurdles mfduct development. She currently se
as a director of Repros Therapeutics, Inc. Dr.iijpson received a doctorate and masters degreestalistics from the University of Te)
Health Science Center, School of Public Health,aBdS. in Applied Mathematics from Texas A&M Unigiy.

Donna R. Rill has served as Senior Vice President of OperatindSQuality Systems since January 2009. From Nover2d@4 unti
January 2009, she served as Vice President of @mesaFrom April 2003 to November 2004, she waes director of quality systems ¢
process development at Opexa Pharmaceuticalsi-tom November 1997 to April 2003, she was the tlireof translational research for
Center for Cell & Gene Therapy at Baylor CollegeMédicine. Ms. Rill has worked to design and qual3MP Cell & Gene Theraj
Laboratories, GMP Vector Production facilities, ahcnslational Research Labs at St. Jude ChildrBe'search Hospital, Texas Children’
Hospital, and Baylor College of Medicine. Ms. Rékeived her B.S. in Medical Technology from thevdrsity of Tennessee, Memphis.
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Directors

All of the current directors serve until the nextnaal stockholdersmeeting or until their successors have been dudgted an
qualified. Our current Board of Directors is adduls:

Name Age Position

David E. Jordel 50 Director and Acting Chief Financial Offic:
Gail J. Maderis 55 Director

Michael S. Richmai 52 Director

Scott B. Seama 57 Director

Neil K. Warma 50 Director, President and Chief Executive Offi

David E. Jorden—refer to “Executive Officers” section above for Morden’s biographical information.

Gail J. Maderis has served as a Director since October 2011. Mxlekis has served as President and CEO of BayBig fBe:
Bioscience Association), an independent, poofit trade association serving the life scienteustry in Northern California, since Octo
2009 and joined BayBigs'board in 2004. From July 2003 to June 2009, Wederis served as President and CEO of FivePrinezapeutic:
Inc., a biotechnology company focused on the disgpand development of innovative protein and ajbdrugs, and served as a dire
until 2010. Prior to that, Ms. Maderis held genersnagement positions at Genzyme Corporation fré8¥ o 2003, including founder &
president of Genzyme Molecular Oncology, a publichded division of Genzyme, and corporate vicesident of Genzyme Corporation. |
Maderis has served as a director of NovaBay Pharutimals, Inc. since October 2010. Ms. Maderis Ieasn a member of several priy
company boards, and currently serves on The Mawotech Advisory Council of San Francisco, as veslthe HBS Healthcare Initiat
board. Ms. Maderis received a B.S. degree in legsirirom the University of California at Berkelaydaan M.B.A. from Harvard Busine
School. Ms. Maderis has extensive experience anirsexecutive of life sciences companies, givireg valuable operational and indu
experience and leadership skills, as well as aenskte network of contacts related to financingtnEing and support services in the bio
industry and visibility into business and policgrids 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 seras president and chief operating officer of Ampfiune, Inc. from May 2007 to Ji
2008. From April 2002 to May 2007, Mr. Richman satvas executive vice president and chief operatiffiger 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 acalor of Cougar Biotechnology from June 2006 ty 2@009. Mr. Richman obtained his E
in Genetics/Molecular Biology at the University Gfalifornia at Davis and his MSBA in Internationaudness at San Francisco S
University. He has extensive experience in busirdmglopment 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 execditiector an
treasurer of the Albert and Margaret Alkek Fourmlatof Houston, Texas, a private foundation prinyasilpporting institutions in the Te»
Medical Center in Houston, Texas. Since January 189%resent, Mr. Seaman has served as the chifidial officer of Chaswil Ltd.,
investment management company. Since September, M8&Geaman has served as secretary and treasiuidr& A Properties Inc.,
ranching and real estate concern. In April 2009, 8&aman became the Managing Member of ICT Devedopiol C which is the Managi
Member of ICT Holdings LLC, an energy services diggppFrom January 2003 to April 2009, Mr. Seamarved as chairman and from J
2004 to April 2009, as president of ICT Managemi@ct, the general partner of Impact Composite Teldgy 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 sersexlMember of the Investment Committee of Globaddésl Equity Fund LP, a hec
fund. Mr. Seaman received a bachedodegree in business administration from Bowlingdar State University and is a certified pu
accountant. Mr. Seaman has extensive experienoedrall financial management and corporate devedspntombined 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 standingitACommittee currently composed of three monployee directors, Mess
Richman and Seaman and Ms. Maderis, each of whenBtiard has determined is “independewithin the meaning of SEC rules ¢
regulations and NASDAQ listing standards. The AuWiimmittee selects, on behalf of our Board, anpedédent public accounting firm
audit our financial statements, discusses withrtHependent auditors their independence, reviewslatusses the audited financial staten
with the independent auditors and management, nemmds to our Board whether the audited financiatukl be included in our Annt
Report to be filed with the SEC, and oversees mamagts identification, evaluation, and mitigation of majisks to Opexa. The Board |
determined that Mr. Seaman and Ms. Maderis eaclifgaa an “audit committee financial expe#d$ defined in SEC rules and regulations
also possesses the financial sophistication andgiég experience as required under NASDAQ lisstandards.
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Code of Ethics

In 2005, in accordance with SEC rules, the theniAGdmmittee and the Board of Directors adopted Bodicy on Whistleblowe
Protection and Code of Ethics which is applicabl@tr principal executive officer, principal findakofficer, principal accounting officer
controller, or persons performing similar functipngich we sometimes refer to as our senior firgnufficers. The Board of Directors belier
that these individuals must set an exemplary sta@ndaiconduct, particularly in the areas of accaoumtinternal accounting control, audit
and finance. This Code of Ethics sets forth ethgtahdards to which the designated officers mubkemdand other aspects of accoun
auditing and financial compliance. The Code of &his available on our website aivw.opexatherapeutics.com. Please note that 1
information contained on our website is not incogted by reference in, or considered to be a gathis report.

Section 16(a) Beneficial Ownership Reporting Compdince

Section 16(a) of the Exchange Act requires ourctiims and executive officers, and persons who lealy own more than 10% of
registered class of our equity securities, to il the SEC initial reports of ownership and répaf changes in ownership. These repo
persons are required by SEC regulations to furagstvith copies of all such reports they file. Ta &nowledge, based solely on our reviey
the copies of such reports furnished to us andemritepresentations from certain insiders thattherareports were required, we believe a
the reporting persons complied with all applicaBksction 16(a) filing requirements applicable tontheith respect to transactions during
fiscal year ended December 31, 2012, except withaet to the following reports that were filed ldteo reports by Mr. Warma reporting ¢
transaction for each report; and one report by daedsrs. Jorden and Seaman, Dr. Thompson and Mseprting one transaction each.

ltem 11. Executive Compensation
Executive Officer Compensation

The following table sets forth certain informatiooncerning compensation earned by or paid to cepaisons who we refer to as
“Named Executive Officersfor services provided for the fiscal year endedddeioer 31, 2012. Our Named Executive Officers inelpdrson
who (i) served as our principal executive officeragted in a similar capacity during 2012, (ii) weserving at fiscal yeand as our two mc
highly compensated executive officers, other tham prrincipal executive officer, whose total compitn exceeded $100,000, and (iii
applicable, up to two additional individuals for @rh disclosure would have been provided as a mgsiyncompensated executive officer,
for the fact that the individual was not servingaasexecutive officer at fiscal year-end.

2012 Summary Compensation Table

Options All Other

Name and Principal Position Year Salary Bonus Awards @) Compensatior Total
Neil K. Warma 2012 $ 396,55( $ 50,00( $ 688,68: $ 10 $ 1,135,33

President, Chief Executive Officer,

Acting Chief Financial Office® 2011 % 385,000 $ 50,00 $ 115,05: — % 550,05:
Donna R. Rill 2012 $ 220,000 $ 15,000 $ 154,15; $ 25C $ 389,40:

Senior Vice President of Operations

and Quality Systen 2011 % 200,00t $ 15,000 $ 38,35( — % 253,35(
Jaye L. Thompson, Ph.l| 2012 $ 220,000 $ 10,00 $ 154,15. $ 50 $ 384,20:

Senior Vice President of Clinical

Development and Regulatory Affa 2011 % 200,00t $ 15,000 $ 38,35( — % 253,35(

(1) Amounts in this column represent the aggregatetgtate fair value of awards computed in accordamitle Financial Accountin
Standards Board Accounting Standards Codificatiopid 718 (“FASB ASC 718")Each executive officer was granted two option
January 6, 2012, and the fair value of each wasukzkd using the Black-Scholes optiorieing model. The first option is based
the achievement of future performartz@sed, strategic milestone objectives, and thet glate fair value is based upon the prob
outcome of the performance conditions. See Notdol8ur financial statements included in this anmeglort on Form 1@< for
assumptions underlying the valuation of equity aise

(2) Mr. Warma served as Acting Chief Financial officatil August 15, 201z
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Executive Employment Agreemen

We entered into an employment agreement on Jun200®B, with Neil K. Warma pursuant to which he seras our President and Cl
Executive Officer. Pursuant to the agreement, whigtomatically renews for 1@wonth periods, Mr. Warma is currently paid $396,p80yeal
In addition, Mr. Warma is entitled to the followin@) an annual cash bonus of up to 50% of his lsas&ry based upon milestones to be a¢
upon; and (ii) a onéime payment of $50,000 cash and 6,250 sharesraf@umon stock to be issued if and when the clobidgprice of ou
common stock equals or exceeds $16.00 for 20 catisedrading days. In addition, we provide Mr. i@ with our standard benefits :
insurance coverage as generally provided to ouagement, as well as contractual indemnificatiohtedy reason of his service as an of
and employee. If his employment is terminated lgyBloard without cause, as defined in the agreermiVarma will be entitled to receive
severance payment equal to 12 months of his bdaey gdus a payment equal to 30% of base salafliginof any potential bonus, in addit
any earned but unpaid bonus. In addition, vestihgtack options will accelerate in full. We willsd reimburse Mr. Warma for COBF
expenses for a 12-month period, subject to a capléq Opexas standard contribution to employee health bendfigon the effectiveness a
change in control, as defined in the agreementWarma will receive 18 months of salary and COBRAnbursement and a payment equ
45% of base salary in lieu of any potential bomugiddition to any earned but unpaid bonus. Intéaldiall vesting of options will accelerate
full. Any payment or benefit Mr. Warma might receiwpon a change of control which would constitut&parachute paymentunde
Section 280G of the Internal Revenue Code will é@uced so as not to trigger excise tax under Sed889 of such Code. Mr. Warnsa’
agreement also provides that for arbi@nth period following his termination of employnteie will not engage or participate in i
competitive business or solicit or recruit any qfe®a's employees. The severance and change of contnefiteeare subject to Mr. Wart
executing and delivering a general release andexaifrclaims in favor of Opexa.

We entered into an amended and restated employegea¢ment with Donna R. Rill on April 21, 2010 whis effective as of April :
2010, pursuant to which Ms. Rill serves as our @eYiice President of Operations and Quality Systefftss agreement superseded Ms. Rill’
prior agreement. Ms. Rill is currently compensaiethe 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 deternbip&pexas Board and Chief Executi
Officer. In addition, Ms. Rill receives our standabenefits and insurance coverage as generallyiggdvto our management, as wel
contractual indemnification rights by reason of bervice as an officer and employee. Ms. Rifmployment may be terminated at any
voluntarily by her or without cause (as definedhie agreement) by the Board. If her employmeneiiminated by the Board without cat
Ms. Rill will be entitled to receive a severanceg/peant equal to six months of her base salary astingefor any unvested stock options
accelerate by six additional months. The severaeoefits are subject to Ms. Rill having been cardimsly employed through the terminai
event, executing and delivering a general releasevaiver of claims in favor of Opexa, not beingbireach of the employment agreemet
Opexas proprietary information and inventions agreemant] not engaging in any activity which is compegitwith Opexa during the term
the employment agreement or while receiving theessnce benefits. The timing of any payments to RIb.under the employment agreem
is subject to applicable requirements of SectiodM06f the Code and the related Treasury Regulations

We entered into an amended and restated employages¢ment with Jaye L. Thompson, Ph.D., on Jun@@I7, pursuant to which [
Thompson serves as our Senior Vice President ofidali Development and Regulatory Affairs. This agnent superseded Dr. Thompson’
prior agreement dated November 16, 2009. Dr. Thomjis currently compensated at the rate of $220p@Gnnum and is eligible to rece
an annual discretionary bonus of up to 20% of lasetsalary per 12onth period, based upon the achievement of obgxths determined
Opexas Board and Chief Executive Officer. In additid@r, Thompson receives our standard benefits angrange coverage as gener
provided to our management. Dr. Thompsoemployment may be terminated at any time volilpthy her or without cause (as defined in
agreement) by the Board. If her employment is teatdd by the Board without cause, Dr. Thompson kéllentitled to receive a severa
payment equal to six months of her base salaryaddition, in the event of a change of control (afirdtd in the agreement) and
Thompsons 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 beittad to receive a severance payment equal to siths of her base salary and all unve
equity awards will immediately vest in full and lo@te exercisable pursuant to their terms. The aeeerbenefits are subject to Dr. Thomy
having been continuously employed through the teation event, executing and delivering a genelabse and waiver of claims in favor
Opexa, not being in material breach of the emplaynegreement or Opexa’proprietary information and inventions agreemamig nc
engaging in any activity which is competitive withpexa during the term of the employment agreementtdle receiving the severar
benefits. The timing of any payments to Dr. Thooipander the employment agreement is subject tbcapfe requirements of Section 40
of the Code and the related Treasury Regulations.
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2012 Grants of Plan Based Awards

The following table presents information regardatgck options granted during the fiscal year eddedember 31, 2012 pursuant to

2010 Stock Incentive Plan to our Named Executiviecexs.

Estimated Future Payouts Under Equity
Incentive Plan Awards®)

All Other
Option
Awards:
Number of
Securities Exercise Price Grant Date
Underlying of Option Fair Value of
Name Grant Date Threshold Target Maximum Options @ Awards Options
Neil K. Warma 01/06/12 — 139,59: @ 139,59: @ $3.80 $ 528,61
01/06/12 43,62: $3.80 $ 160,07: G
Donna R. Rill 01/06/12 — 31,40¢ 31,40¢ $3.80 $ 118,93 G
01/06/12 9,597 $3.80 $ 3521t 63
Jaye L. Thompso 01/06/12 — 31,40¢ 31,40¢ $3.80 $ 118,93 G
01/06/12 9,59i $3.80 $ 35210

(1)

(2)

(3)

(4)
()

The Target and Maximum amounts represent theber of shares of common stock underlying perfoicedased options that bey
vesting, if at all, in two tranches commencing upahievement of certain key milestone events. 08g ks the identified key milestol
are achieved prior to their respective expiratiated, the applicable portion of the performanceooptthereupon commence ves
quarterly over a three-year period. Generallyti{g first tranche of one-third of the performargdion shares commences thyes
quarterly vesting upon achievement of the first k@ilestone, which is Opexa initiating a clinicabtrfor Tcelna in SPMS, and (ii) t
second tranche of two-thirds of the performancéoopshares commences thigear quarterly vesting upon achievement of the rs@
key milestone, which is Opexa entering into a dmlation, partnership or other strategic arrangenmrolving rights in the Unite
States for Tcelna. The performance options hatexma of ten years, but potentially expire in twanches, with (i) the first tranche
have expired on December 31, 2012 if the first khgstone was not achieved and (ii) the seconctramexpiring on June 30, 2013 if
second key milestone is not achieved. On Septethe2012, the first keynilestone objective was met and vesting commencetht
first tranche of or-third of the performance option shar

Three-year quarterly vesting for an incremein®,724 shares of Mr. WarngaSecond performance option tranche may commenter
if Opexa enters into a collaboration, partnershiptber strategic arrangement involving any rigirsprietary to Opexa in any country
Asia or Europe

Amount represents the aggregate grant date failevad the option award computed in accordance WREBB ASC 718. The fair vali
was calculated using the Black-Scholes opporing model, and the grant date fair value isebdaspon the probable outcome of
performance conditions. See Note 12 to our firelrstiatements included in this annual report omFd0K for assumptions underlyii
the valuation of equity award

These options are tir-based, have a term of ten years and vest quadeelya thre-year period commencing on the date of gr
Amount represents the aggregate grant date faievaf the option award computed in accordance RABB ASC 718. The fair vali

was calculated using the Black-Scholes opfitioing model. See Note 12 to our financial staata included in this annual report
Form 1(-K for assumptions underlying the valuation of eguaitvards
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2012 Outstanding Equity Awards at Fiscal Year-End

The following table presents information regardmgstanding equity awards at December 31, 20124&ch 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 62,50( — $ 4.0¢ 06/16/18
37,50( — $ 0.8¢  01/16/18
25,00( — $ 8.2C  11/30/18
10,93" 781: (M $ 6.2¢  01/04/21
10,90¢ 32,710 $ 3.8C  01/06/22
3,63t 135,95¢ @@ 3.8C 01/06/22
Donna R. Rill 1,50( — $ 28.0C  12/05/15
5,84t — $ 20.0C  04/20/16
8,00( — $ 21.8¢  06/18/17
75C — $ 4.3¢  05/06/18
8,25( — $ 4.6¢  06/26/18
10,00( — $ 0.8¢  01/16/18
2,09¢ — $ 1.8¢  02/06/19
12,50( — $ 8.2C  11/30/18
3,64¢ 2,600 $ 6.2¢  01/04/21
2,39¢ 7,19¢ 0 $ 3.8C  01/06/22
872 30,53t @ % 3.8C 01/06/22
Jaye L. Thompso 12,50( — $ 8.2C  11/30/18
3,64¢ 2,601 $ 6.2¢  01/04/21
2,39¢ 7,19¢e O $ 3.8C  01/06/22
872 30,53t @ $ 3.8C  01/06/22

1)
(2)

3)

The shares vest quarterly over a t-year period from the grant da

The performancbkased options begin vesting, if at all, in two tta@s commencing upon achievement of certain kegstoihe events.
long as the identified key milestones are achigwedr to their respective expiration dates, theligpple portion of the performan
options thereupon commence vesting quarterly ovilwree-year period. Generally, (i) the first traacf onethird of the performanc
option shares commences thgasar quarterly vesting upon achievement of thé kiey milestone, which is Opexa initiating a clili¢rial
for Tcelna in SPMS, and (ii) the second tranchénaf-thirds of the performance option shares comrasribreerear quarterly vestir
upon achievement of the second key milestone, wisiédDpexa entering into a collaboration, partngrsiti other strategic arrangem
involving rights in the United States for TcelnBhe performance options have a term of ten yeartspttentially expire in two tranch
with (i) the first tranche to have expired on Debem31, 2012 if the first key milestone was notiegéd and (ii) the second tran:
expiring on June 30, 2013 if the second key milestis not achieved. On September 12, 2012, thekfay milestone objective was r
and vesting commenced for the first tranche o-third of the performance option shar

Three-year quarterly vesting for an incremafin®,724 shares of Mr. Warngsecond performance option tranche may commenter

if Opexa enters into a collaboration, partnershiptber strategic arrangement involving any rigirsprietary to Opexa in any country
Asia or Europe
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2012 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 endedebdxer 31, 2012.

Fees Earned

or Paid Options
Name in Cash Awards (1) Total
David E. Jordei®® $ 37,50( @ $ 27,857 ) $ 65,357
Gail J. Maderis — % 27,857 40) § 27,85"
Michael S. Richmau — % 27,85 DG § 27,857
Scott B. Seama — 3 27,85 4D E 27,857

(1) Amounts in this column represent the aggregatetgfate fair value of awards computed in accordamite FASB ASC 718. The fe
value was calculated using the Black-Scholes ogtiizing model. See Note 12 to our financial staata included in this annual reg
on Form 1+K for assumptions underlying the valuation of egaitvards

(2) Mr. Jorden was appointed as Acting Chief FinanOiiicer on August 15, 201:
(3) Compensation for services as chair of the Audit @ittee until August 15, 201.

(4) As compensation for Board services, Messrs. JorR@hman and Seaman and Ms. Maderis were issuetbliibg/ing two options o
March 1, 2012 to purchase shares of common stoek @&xercise price of $3.76 per share, the markeievon the date of grant: (i)
option, with a term of ten years, to purchase 2,80fres, with 50% vesting immediately upon gramt g remaining 50% vesting
March 1, 2013; and (ii) an option, with a termtleé earlier of ten years or upon a change of cbofr@pexa, to purchase 5,150 share
lieu of cash compensation for services, with 50%ting immediately upon grant and the remaining 3@%ting on December 31, 20:

(5) The aggregate number of shares underlying outstgnaiption awards as of December 31, 2012 was: Jeiden, 46,717 shares; |
Maderis, 13,505 shares; Mr. Richman, 43,159 sharesMr. Seaman, 45,034 shai

Standard Compensation Arrangements

Employee directors do not receive any compensdtioservices as a member of our Board. We reimbatsedirectors for travel ai
lodging expenses in connection with their attendamcBoard and committee meetings. As compensétiotheir services on our Board,
2012 our noremployee directors were issued options to purckhaees of Opexa common stock in lieu of cash cosat@m. Each option
granted with an exercise price equal to the fairkeiavalue of Opexa common stock on the date of grant and is issithdreully vested c
with a vesting schedule over a period of time upre year (or up to two years in the case of dralrgrant to a new director). In addition,
paid a quarterly retainer of $15,000 in cash toi®&: Jorden while he served as the chair of outid@ommittee until August 15, 2012. As
August 15, 2012, we discontinued payment of a quigrtetainer to the Audit Committee chair.

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

The following table sets forth, as of March 15, 20the number and percentage of outstanding slodis common stock beneficia
owned by: (a) each person who is known by us tthedeneficial owner of more than 5% of our outdiag shares of common stock; (b) €
of our directors; (c) the Named Executive Officeaad (d) all current directors and executive officas a group. As of March 15, 2013, tl
were 7,991,559 shares of common stock issued aistaading. All numbers in the table and the fotdndhereto have been adjusted to re
the one-for-four reverse stock split of our commstock that was implemented December 14, 2012.

Beneficial ownership has been determined in accmelavith Rule 13& under the Exchange Act. Under this rule, cershisres may t
deemed to be beneficially owned by more than oneogpe(if, for example, persons share the powerdie wr the power to dispose of
shares). In addition, shares are deemed to befitiaiig owned by a person if the person has thghtrito acquire shares (for example, u
exercise of an option or warrant) within 60 dayshaf date as of which the information is providdéd.computing the percentage ownershi
any person, the amount of shares is deemed tod@dhe amount of shares beneficially owned by sferson by reason of such acquisi
rights. As a result, the percentage of outstandhmyes of any person as shown in the followindetdbes not necessarily reflect the person
actual voting power at any particular date.
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To our knowledge, except as indicated in the fomsdo this table and pursuant to applicable conitypnoperty laws, the persons

named in the table have sole voting and investipewer with respect to all shares of common stocwshas beneficially owned by them.

Beneficial Ownership Table

Number of Share: Percentage of

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

Sabby Management, LL® 750,003 9.4%
Albert and Margaret Alkek Foundatid4 648,0436) 7.8%
Alkek & Williams Ventures Ltd(®) 639,04C() 7.6%
DLD Family Investments, LL(® 624,98E0©) 7.4%
Charles E. Sheec(0) 503,023(11) 6.1%

Officers and Directors:

Scott B. Seama®) 694,987(12) 8.2%
David E. Jorden 412,597(13) 5.0%
Neil K. Warma 186,433(14) 2.3%
Donna R. Rill 59,7788 *
Michael S. Richman 43,159(16) (5
Jaye L. Thompson 24,0107 *
Gail J. Maderis 11,838(18 (5
All directors and executive officers as a groupérsons)** 1,432,80;

(19) 16.0%

*

K%k

1)

(2)

(3)

(4)

Less than 19
Includes only current directors and officers segviimsuch capacity as of the date of the te

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

This information is based on the Schedule 13G filétth the SEC on February 11, 2013, by Sabby Heatth Volatility Master Fun
Ltd. (“Sabby Healthcare Fund”), Sabby Volatility Want Master Fund, Ltd. (“Sabby Warrant FundSabby Management, Ll
(“Sabby Management”and Hal Mintz. Sabby Management serves as the timezd manager of Sabby Healthcare Fund and ¢
Warrant Fund, and Mr. Mintz serves as manager bb&anagement. Sabby Healthcare Fund has shatigd)\amd investment pow
over the shares held by it. Sabby Warrant Fundshased voting and investment power over the shakekby it. Sabby Managem
and Mr. Mintz have shared voting and investmentgrownf the shares held by Sabby Healthcare Fundsabtly Warrant Fund. Sat
Management and Mr. Mintz disclaim beneficial owihgosover the securities held by Sabby HealthcamredFand Sabby Warrant F
except to the extent of their pecuniary interestéin. The mailing address of Sabby HealthcaredFamd Sabby Warrant Fund is
Ogier Fiduciary Services (Cayman) Limited, 89 NexMay, Camana Bay, Grand Cayman K¥007, Cayman Islands. The malil
address of Sabby Management and Mr. Mintz is 10miinview Road, Suite 205, Upper Saddle River, Nevgey 0745¢

Consisting of: (i) 500,000 shares of common stoeld by Sabby Healthcare Fund; and (ii) 250,000 ehaf common stock held
Sabby Warrant Fund. In addition to the shares fially owned reported in the table, Sabby HeadfecFund and Sabby Warrant F
hold Series L warrants to purchase 250,000 and@0R%hares, respectively, of common stock that #neycontractually prohibited frc
exercising to the extent the beneficial ownersHigabby Healthcare Fund or Sabby Warrant Fund thegevith their affiliates, woul
exceed 4.99% of the total number of issued andtanding shares after such exercise, which benkfisiaership limitation can |
increased to 9.99% upon 61 days prior notice t

This information is based on the Schedule E3fdéd with the SEC on August 23, 2012, by Albartd Margaret Alkek Foundationtle
Foundation”), Alkek & Williams Ventures, Ltd. (“Véares”), Scott Seaman, DLD Family Investments, L{:DLD Family”), and thi
other reporting persons named therein (“the Fouondt3D”) and other information available to us. The Fourmtaticts through ¢
investment committee of its board of directors, abhincludes Mr. Charles Williams, Mr. Daniel Arnol¥r. Joe Bailey, Mr. Scc
Seaman and Ms. Randa Duncan Williams. Mr. Seamaheisexecutive director of the Foundation and chair of the investme
committee. The investment committee has sole vaimd)investment power over all of the shares ofrmomstock beneficially own
by the Foundation. However, pursuant to the Fouoddt3D, neither the executive director nor any rhenof the investment commit!
may act individually to vote or sell shares of coamrstock held by the Foundation; therefore, thenlation has concluded that
individual committee member is deemed to beneficialvn, within the meaning of Rule 13&l-of the Exchange Act, any share:
common stock held by the Foundation solely by eirtdi the fact that he or she is a member of thestmaent committee. Additional
pursuant to the Foundation 13D, the Foundatiorchasluded that because Mr. Seaman, in his capasigxecutive director or chairn
of the investment committee, cannot act in suctaciy to vote or sell shares of common stock hsldhe Foundation without tl
approval of the investment committee, he is nottikto beneficially own, within the meaning of Ralf&gd-3 of the Exchange Act, a
shares of common stock held by the Foundation tyesiof his position as executive director or ciman of the investment committ
The mailing address of the beneficial owner is 1lL60isiana, Suite 5250, Houston, Texas 77(
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()

(6)

(7)

(8)

(9)

(10)

(11)

Consisting of: (i) 370,228 shares of common stgitk62,500 shares of common stock underlying Se@ewarrants; (iii) 96,076 sha
of common stock issuable if a 12% convertible sedypromissory note was converted to Series A coilepreferred stock which w
then ultimately converted into common stock; (i@p469 shares of common stock underlying Serieartamts; and (v) 13,770 share
common stock underlying Series K warrants. Pursttathe Foundation 13D, the Foundation and otbporting persons named thel
may be deemed to constitute a group for purposeseofion 13(d) or Section 13(g) of the Exchange. Atbwever, the Foundatic
Ventures, Chaswil, Ltd. and Mr. Seaman expresdgldim (i) that, for purposes of Section 13(d) ect®n 13(g) of the Exchange A
they are a member of a group with respect to séesiof Opexa held by DLD Family, Mr. Arnold, MraBey or Ms. Williams and (i
that they have agreed to act together with DLD grMr. Arnold, Mr. Bailey or Ms. Williams as a gup other than as described in
Foundation 13D. Therefore, this does not includefollowing securities: (i) 221,126 shares of camnnstock held by DLD Family; (i
25,000 shares of common stock underlying Seriesa@ants held by DLD Family; (iii) 20,000 sharesaafmmon stock underlyir
Series H warrants held by DLD Family; (iv) 160,1st@res of common stock issuable if a 12% conversbtured promissory note
by DLD Family was converted to Series A convertipleferred stock which was then ultimately conwriteo common stock; (
175,781 shares of common stock underlying Serieartants held by DLD Family; (vi) 22,950 sharescoinmon stock underlyir
Series K warrants held by DLD Family; (vii) 6,66Bases of common stock held by Mr. Arnold; (viii),2Q0 shares of common st
held by Mr. Bailey; (ix) 230,181 shares of commaack held by Ventures; (x) 50,000 shares of comrstmtk underlying Series
warrants held by Ventures; (xi) 160,128 sharesoofimon stock issuable if a 12% convertible securedhfssory note held by Ventu
was converted to Series A convertible preferredkstohich was then ultimately converted into comnsbock; (xii) 175,781 shares
common stock underlying Series | warrants held bptdres; (xiii) 22,950 shares of common stock ulydey Series K warrants held
Ventures; (xiv)10,913 shares of common stock heldvls. Seaman; and (xv) 45,034 shares of commookstmderlying currentl
exercisable stock options held by Mr. Sean

Chaswil, Ltd. is the investment manager of Ventumed holds voting power and investment power waétspect to Company securil
held by Ventures pursuant to a written agreemerttt8. 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 informatfoniged to us. The mailing address of the bendfmner is 1100 Louisiana, Su
5250, Houston, Texas 770(

Consisting of: (i) 230,181 shares of common st@ick50,000 shares of common stock underlying Se@ewarrants; (iii) 160,128 sha
of common stock issuable if a 12% convertible sedypromissory note was converted to Series A coilepreferred stock which w
then ultimately converted into common stock; (iVp1781 shares of common stock underlying Serieartamts; and (v) 22,950 share
common stock underlying Series K warral

Randa Duncan Williams is the principal of DLD Fayrdind she may be deemed to exercise voting andtmeat power with respect
such shares. The information in this footnote risnprily based on the Foundation 13D and otherrmftion provided to us. T
mailing address of the beneficial owner is P.O. B@85, Houston, Texas 77z4735.

Consisting of: (i) 221,126 shares of common st@itk25,000 shares of common stock underlying Se@ewarrants; (iii) 20,000 sha
of common stock underlying Series H warrants; {i6D,128 shares of common stock issuable if a 128vertible secured promisse
note was converted to Series A convertible prefesteck which was then ultimately converted intsmomon stock; (v) 175,781 share
common stock underlying Series | warrants; andZ2ip50 shares of common stock underlying Seriesakants.

Charles E. Sheedy exercises sole voting and dispgogpower over all of the shares of common stoekdjicially owned. Th
information in this footnote is primarily based imfiormation reported on the Schedule 13G/A filedtwthe SEC on February 14, 2(
by Charles E. Sheedy and other information availablus. The mailing address of the beneficial awsel'wo Houston Center, 9
Fannin Street, Suite 2907, Houston, Texas 77

Consisting of: (i) 259,594 shares of common st@itk12,500 shares of common stock underlying Se@ewarrants; (iii) 14,000 sha
of common stock underlying Series H warrants; 80)064 shares of common stock issuable if a 12%aertible secured promissc
note was converted to Series A convertible prefesteck which was then ultimately converted intonooon stock; (v) 87,890 shares
common stock underlying Series | warrants; (vi)680, shares of common stock underlying Series Jamtgay and (vii) 11,475 shares
common stock underlying Series K warrar
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(12)

(13)

(14)

(15)
(16)
(17)
(18)

(19)

Consisting of: (i) 230,181 shares of common stoekl by Ventures; (ii) 50,000 shares of common stacllerlying Series G warral
held by Ventures; (iii) 160,128 shares of commatistissuable if a 12% convertible secured promissmte held by Ventures w
converted to Series A convertible preferred stodkctv was then ultimately converted into common Istqév) 175,781 shares
common stock underlying Series | warrants held leytdres; (v) 22,950 shares of common stock undwyl§geries K warrants held
Ventures; (vi) 45,034 shares underlying currengigreisable stock options held by Mr. Seaman; anyX0,913 shares of common st
held by Mr. Seaman. (See footnotes 6 and 7 foitiaddl discussion of the information set forth d¢tauses (i) through (v) of tl
preceding sentence.) Pursuant to the Foundatin ttiss does not include the following shares whi¢h Seaman has determined
does not have beneficial ownership of or has dised beneficial ownership: (i) 370,228 shares ofmewmn stock held by tl
Foundation; (ii) 62,500 shares of common stock dygoy Series G warrants held by the Foundatioii), 96,076 shares of comm
stock issuable if a 12% convertible secured proonysaote held by the Foundation was converted t@Sé convertible preferred stc
which was then ultimately converted into commorckidiv) 105,469 shares of common stock underh@agies | warrants held by 1
Foundation; and (v) 13,770 shares of common stoaenying Series K warrants held by the Foundat{@ee footnotes 4 and 5
additional discussion of the information set foithclauses (i) through (v) of the preceding senéend@he mailing address of -
beneficial owner is 1100 Louisiana, Suite 5250, $ton, Texas 7700:

Consisting of: (i) 227,094 shares of common stgitk25,000 shares of common stock underlying Se@ewarrants; (iii) 36,829 sha
of common stock issuable if a 12% convertible sedyromissory note was converted to Series A coimepreferred stock which w
then ultimately converted into common stock; (i0),429 shares of common stock underlying Seriesrtamés; (v) 37,500 shares
common stock underlying the Series J warrants; )2Y8 shares of common stock underlying the Sétiasarrants; and (vii) 40,4¢
shares of common stock underlying currently exafiis stock options

Consisting of: (i) 8,658 shares of common stodl; Aj500 shares of common stock underlying Seriesa®ants; (iii) 4,803 shares
common stock issuable if a 12% convertible secyprednissory note was converted to Series A conJerfibeferred stock which w
then ultimately converted into common stock; (i3 B shares of common stock underlying Series tamés; (v) 688 shares of comn
stock underlying Series K warrants; and (vi) 164,Shares of common stock underlying currently esalde stock option:s

Consisting of: (i) 402 shares of common stock and9,376 shares of common stock underlying cutyeexercisable stock option
Consisting of: 43,159 shares of common stock ugiteylcurrently exercisable stock optiol

Consisting of: (i) 1,078 shares of common stock @n@2,932 shares of common stock underlying ently exercisable stock optior
Consisting of: 11,838 shares of common stock ugiteylcurrently exercisable stock optiol

Consisting of: (a) the following held by Mr. Seamanfor which Mr. Seaman may be deemed to havengand investment power:
230,181 shares of common stock held by Venturgs>@000 shares of common stock underlying Se8esarrants held by Venturt
(i) 160,128 shares of common stock issuable 1P&o convertible secured promissory note held bytwes was converted to Serie
convertible preferred stock which was then ultirhatonverted into common stock; (iv) 175,781 shasésommon stock underlyil
Series | warrants held by Ventures; (v) 22,950ahaf common stock underlying Series K warrantd bglVentures; (vi) 45,034 sha
underlying currently exercisable stock options Hefdr. Seaman; and (vii) 10,913 shares of comntooksheld by Mr. Seaman; (b) 1
following held by Mr. Jorden: (i) 227,094 sharesommon stock; (ii) 25,000 shares of common stoudkeulying Series G warrants; (
36,829 shares of common stock issuable if a 12%axtible secured promissory note was convertedet@eS A convertible preferr
stock which was then ultimately converted into comnrstock; (iv) 40,429 shares of common stock undegl Series | warrant
(v) 37,500 shares of common stock underlying tleeieS J warrants; (vi) 5,278 shares of common stautterlying the Series
warrants; and (vii) 40,467 shares of common stowkedying currently exercisable stock options;tt® following held by Mr. Warm
(i) 8,658 shares of common stock; (ii) 2,500 sharfesommon stock underlying Series G warrants) 4jB03 shares of common st
issuable if a 12% convertible secured promissottg meas converted to Series A convertible prefestedk which was then ultimate
converted into common stock; (iv) 5,273 sharesarfimon stock underlying Series | warrants; (v) 164,5hares of common stc
underlying currently exercisable stock options; &l 688 shares of common stock underlying SeKewarrants; (d) 402 shares
common stock and 59,376 shares of common stockriyimdg currently exercisable stock options heldMs. Rill; (e) 43,159 shares
common stock underlying currently exercisable stogtons held by Mr. Richman; (f) 1,078 shares amimon stock and 22,932 she
of common stock underlying currently exercisablecktoptions held by Dr. Thompson; and (g) 11,838rsf of common sto
underlying currently exercisable stock options HsldMs. Maderis
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ltem 13.  Certain Relationships and Related Transactions, an®irector Independence.
Transactions with Related Persons

Entities affiliated with director Scott B. Seamaveésted an aggregate of $1.3 million principal anton our 12% convertible secul
promissory notes which were issued in a privateroffy of notes and warrants to purchase sharesio€@mmon stock pursuant to a N
Purchase Agreement dated July 25, 2012. An aggreda4.085 million in principal amount of notessvoriginally issued in the offering,
which $3.185 million is currently outstanding ar@0$,000 was converted into shares of Series A atiblee preferred stock and such shi
were then converted into 288,229 shares of comrtawk.s The notes mature on July 25, 2014 and adotaeest at the rate of 12% per ann
compounded annually. Interest is payable s@nmually on June 30 and December 31, commencin@rbeer 31, 2012, in either cast
registered shares of our common stock at our electihe notes are secured by substantially abwftangible and intangible assets,
$500,000 of the proceeds is presently held in arobed account. Alkek & Williams Ventures Ltd. tacas the collateral agent for
noteholders. The notes are convertible into a o&ss of nonvoting Series A convertible preferred stock, subjeccertain limitations ar
adjustments, which is ultimately convertible intmmamon stock. The warrants have an exercise pfi& .66 per share, a fingear term an
are exercisable for 112.5% of the number of shafesommon stock into which the notes are ultimatebnvertible, subject to cert:
limitations and adjustments. The investors hawate registration rights relating to the sharescommon stock underlying the Serie:
convertible preferred stock and the warrants.

Convertible secured notes and warrants to purcb@asenon stock were issued to investors affiliatethwir. Seaman in the followir
amounts:

Principal Number of Shares
Amount of Note Subject to Warrant

Alkek & Williams Ventures Ltd $500,00C 175,781
Albert and Margaret Alkek Foundatic $300,00C 105,469
DLD Family Investments, LL( $500,00C 175,781

See footnotes 4, 6 and 8 to the “Beneficial Owner3table” for a description of the relationship between anmwbiag Mr. Seaman a
each of these investors, each of whom is also efieéad owner of more than 5% of our outstandingiooon stock.

Directors and executive officers David E. Jorded &feil K. Warma also participated in the note dffgrand invested $115,000 ¢
$15,000, respectively, and were issued warrarpsitchase 40,429 and 5,273 shares, respectively.

While the Audit Committee of our Board of Directassgenerally responsible for oversight and revidwny related person transactic
an independent special committee of our Board vexikand negotiated the terms of the convertiblerrsecnote offering and recommen
that the offering be approved on behalf of Opexd@r Board of Directors.

We issued an aggregate of 163,224 shares of corstook to holders of the July 2012 notes in paynoémiccrued interest on Decem
31, 2012, of which entities affiliated with Mr. Sean were issued an aggregate of 57,418 sharesJokien and Mr. Warma were issued 5
and 663 shares, respectively.

Mr. Jorden, and Charles E. Sheedy who is the baiakefiwner of more than 5% of our outstanding comnstock, participated in
private offering on January 23, 2013 with certaimep accredited investors who purchased an aggred&650,000 in principal amount of «
unsecured convertible promissory notes and warrenisurchase shares of our common stock. Meserded and Sheedy each inve:
$100,000 in the offering and each received a war@rpurchase 37,500 shares of common stock. TDhesrwere originally scheduled
mature on January 23, 2014 and accrued interd¢lseatite of 12% per annum, compounded annuallierdat was payable quarterly begint
March 31, 2013 in cash. The notes were convertittecommon stock at the option of the investdra price of $1.298125 per share, sut
to certain limitations. Fifty percent of the imitiprincipal amount (less any amount of such ppakithat has otherwise been prepai
converted) was payable by us five business dayswirlg our receipt of an aggregate of at least $6an in proceeds from the sale of «
equity securities and/or as payments from one aemartners or potential partners in return fongrey a license, other rights, or an optio
license or otherwise acquire rights with respectd¢elna. The remaining principal was payable fiusiness days following our receipt ol
aggregate of at least $7.5 million in proceeds fthmsale of our equity securities and/or as paysnsom one or more partners or potel
partners in return for granting a license, othghts, or an option to license or otherwise acquigkts with respect to Tcelna. Upon receif
the upfront payment of $5 million from Merck in Fabry 2013, we repaid $550,000 principal amounthef notes plus accrued interest
converted the remaining $100,000 principal amoumo ishares of our common stock pursuant to an foveselection to convert in
equity. The warrants have an exercise price d4per share, a fivgear term and are exercisable for a maximum ofggremate of 243,7!
shares of common stock, subject to certain linutegi

Pursuant to a waiver executed by the holders @kxtess of twdhirds of the principal amount of the outstandindy 2012 notes ar
accepted by Opexa, the amount of the cash sulgjdébetdeposit control agreement was reduced to,8800n January 29, 2013. In exche
for such waiver, we issued warrants to the holdéthe July 2012 notes to purchase an aggregat8 600 shares of our common stock.
warrants have an exercise price of $1.21 per shadea fiveyear term. Entities affiliated with Mr. Seaman wéssued warrants to purchas:
aggregate of 59,670 shares, and Messrs. Jordewarda were issued warrants to purchase 5,278 ahdl&8es, respectively.

Director Independence



The Board determined that Ms. Maderis and MesRishman and Seaman (and Mr. Jorden, prior to the tie was appointed as Acl
Chief Financial Officer in August 2012), are eachiadependent director within the meaning of NASDASing standards, which direct
constitute a majority of the Board. The Board hasednined that each member of the Bosrdudit, Compensation and Nominating
Corporate Governance Committees is independersirfatarly designated) based on the Boardpplication of the standards of NASDAQ,
rules and regulations promulgated by the SEC orlithkernal Revenue Service, as appropriate for suchmittee membership. The cur
members of these committees are as follows:
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Nominating and

Corporate
Audit Compensation Governance
Director Independent Committee Committee Committee
Gail J. Maderis X X X X
Michael S. Richmal X 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,

2012 2011
Audit fees® $ 60,00( $ 76,50(
Tax fee<? 2,25( 3,75(
All other fees® 19,77¢ 16,52
$ 82,02 $ 96,77

(1) Audit fees include professional services rendewd(if) the audit of our annual financial statemefus the fiscal years end
December 31, 2012 and 2011, (ii) the reviews offit@ncial statements included in our quarterlyorgp on Form 1@ for sucl
years and (iii) the issuance of consents and otfadters relating to registration statements filgdib.

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

(3) Other fees include professional services for revaéwarious 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 grefmissible noraudit services provided by the independent audifbihese servici
may include audit services, audit-related servit@sservices and other services. Bpgroval is generally provided for up to one yaat an
pre-approval is detailed as to the particular serviceadegory of services and is generally subjeet $pecific budget. The independent aud
and management are required to periodically refmoithe Board regarding the extent of services piediby the independent auditor:
accordance with this pre-approval, and the feedHerservices performed to date. The Board of Darscmay also prepprove particuli
services on a case-by-case basis. The Audit Coeenitteapproved 100% of the tax services and other senpeavided 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 Statemer

INDEX TO FINANCIAL STATEMENTS

Audited Financial Statements for years ended Decenelb 31, 2012 and 2011 and the period from January 22003 (Inception)
through December 31, 2012

Report of Independent Registered Public Accourféing F-1
Consolidated Balance Sheets as of December 31,&012011 F-2
Consolidated Statements of Expenses for the YeadedEDecember 31, 2012 and 2011 and the period Jeamary 22, 2003

(Inception) through December 31, 2C F-3
Consolidated Statements of Changes in StockholBqtsty from January 22, 2003 (Inception) througtcBmber 31, 201 F-4
Consolidated Statements of Cash Flows for the yeaidled December 31, 2012 and 2011 and the pedodJanuary 22, 2003

(Inception) through December 31, 2C F-6
Notes to Consolidated Financial Statemt F-7

2.  Financial Statement Schedu

3.

Exhibit No.

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

List of Exhibits

Description

21

2.2

3.1

3.2

3.3

3.4

4.1

4.2

4.3

4.4

4.5

Stock Purchase Agreement by and amondg&pbnited Industries, Inc., Jason G. Otteson, iRh&rontiers Corp., Warren C.
Lau and other PharmaFrontiers stockholders, dateyg 342004 (incorporated by reference to Exhitittd.the Company’s
Current Report on Formr-K filed June 4, 2004, File No. 0-25513).

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

Restated Certificate of Formation of Op€&karapeutics, Inc. (incorporated by referencexiltit 3.1 to the Company’s
Current Report on Formr-K filed on July 26, 2012

Certificate of Designation of Preferendigihts and Limitations of Series A Convertible fereed Stock of Opexa
Therapeutics, Inc. (incorporated by reference thiltik4.2 to the Company’s Current Report on Fori Bled on July 26,
2012).

Certificate of Amendment of the Restatedtificate of Formation of Opexa Therapeutics, lirecorporated by reference to
Exhibit 3.1 to the Compar' s Current Report on Forn-K filed on December 14, 201z

Amended and Restated By-laws, as amerideatforated by reference to Exhibit 3.3 to the @any’s Annual Report on
form 1(-K filed on March 8, 2011

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

Unit Purchase Agreement dated Augu2088 by and among Opexa Therapeutics, Inc. anthtrestors named therein in
connection with Unit offering of common stock aneri®s F Warrants (incorporated by reference to fixhD.1 to the
Compan’s Current Report on Forn-K filed August 12, 2008)

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 datedust 8, 2008 between Opexa Therapeutics, Inc.t@thvvestors named therein in
connection with common stock and Series F Warr@ntsrporated by reference to Exhibit 10.2 to ttefpany’s Current
Report on Form-K filed August 12, 2008;

Unit Purchase Agreement dated AprilZBD9 by and among Opexa Therapeutics, Inc. anthtrestors party thereto for the
10% Convertible Notes and Series G Warrants (irmaited by reference to Exhibit 10.1 of the Compai@urrent Report on
Form &K filed April 16, 2009).
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4.6

4.7

4.8

49

4.10

411

412

413

414

4.15

10.1+

10.2+

10.3+

10.4+

10.5+

10.6

10.7

Form of Series G Warrant issued on Aptil 2009 (incorporated by reference to Exhibit 16f4he Companys Curren
Report on Form-K filed April 16, 2009).

Form of Securities Purchase Agreement dated asec&mber 9, 2009 by and between Opexa Therapetimsand eac
investor signatory thereto for Unit offering of Coman Stock and Series A and Series B Warrants (urated by reference
Exhibit 10.1 to the Compa’s Current Report on Forn-K filed December 10, 2009

Form of Common Stock Purchase Warrant for Seriesmé Series B Warrants (incorporated by referendextobit 4.1 to th
Compan’s Current Report on Forn-K filed December 10, 2009

Form of Series H Warrant issued on Felyrddr 2011 (incorporated by reference to Exhibit df the Companyg Curren
Report on Form-K filed February 8, 2011

Form of Series | Warrant issued on J&ly2912 (incorporated by reference to Exhibit 4.1he Company Current Report ¢
Form &K filed on July 26, 2012

Form of Series J Warrant issued on JgnB3r 2013 (incorporated by reference to Exhibit tb the Compang Curren
Report on Form-K filed on January 23, 2013

Form of Series K Warrant issued on Jan@8r 2013 (incorporated by reference to Exhibit th the Companyg Curren
Report on Form-K filed on January 30, 2013

Form of Series L Warrant issued on Felyrdd, 2013 (incorporated by reference to Exhibit b the Compang’ Curren
Report on Form-K filed on February 7, 2013

Form of Securities Purchase Agreement, dated &ebfuary 7, 2013, by and between Opexa Therapeliticsand eac
investor signatory thereto (incorporated by refeeeto Exhibit 10.1 to the Company’s Current RemortForm 8K filed on
February 7, 2013

Placement Agent Agreement, dated February 7, 2018nd between Opexa Therapeutics, Inc. and Davdaores Securitie
Inc. (incorporated by reference to Exhibit 1.1te Compan’s Current Report on Forn-K filed on February 7, 2013

Opexa Therapeutics, Inc. June 2004 Compensatorgk SBption Plan (incorporated by reference to Exhibito the
Compan’s Definitive Information Statement on Schedule &€l on June 29, 2004, File No. (-25513).

Certificate of Amendments to the Opexa Therapeutivzs. June 2004 Compensatory Stock Option Placofporated b
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 andeleet Opexa Therapeutics, Inc. and Neil K. Warmaofiporated b
reference to Exhibit 10.1 to the Comp’s Current Report on Forn-K filed on June 18, 2008

Amended and Restated Employment Agreement entatecdn April 21, 2010 by and between Opexa Therapgunc. an
Donna R. Rill (incorporated by reference to Exhitfitl of the Compars Current Report on Forn-K filed April 27, 2010).

Amended and Restated Employment Agreement entatecon June 27, 2011 by and between Opexa Theiapgelrtc. an
Jaye L. Thompson (incorporated by reference to lixhAi0.1 of the Company’s Current Report on Ford 8led June 3(
2011).

License Agreement dated September 5, 2001 by atwlebr Opexa Therapeutics, Inc. and Baylor Collefévedicine
(incorporated by reference to Exhibit 10.14 to @mmpany’s Annual Report on Form KEB filed April 15, 2005, File N
00C-25513).

Lease dated August 19, 2005 by and between Opegeapéutics, Inc. and Dirk D. Laukien (incorporatgdreference 1
Exhibit 10.13 to the Compa’s Annual Report on Form -KSB filed March 31, 2006, File No. 0-25513).
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10.8

10.9

10.10+

10.11+

10.12

10.13

10.14

10.15

10.16

10.17

10.18

10.19

10.20

10.21

10.22*

10.23##

21.1*

License Agreement dated January 13, 2006 by andeket Opexa Therapeutics, Inc. and Shanghai Institrt Biologica
Services (incorporated by reference to Exhibit 3ad2the Company’s Registration Statement on Fa&i2 $Amendment N¢
1) filed February 9, 2006, File No. =-126687).

Fourth Amended and Restated License Agreementy dddgember 2, 2011, by and between Opexa Theraggeliic. and tk
University of Chicago (incorporated by referenceBxhibit 10.2 to the Company’s Quarterly Report form 10Q filed
November 4, 2011

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

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

Form of Note Purchase Agreement, dated July 252,26¢ and among Opexa Therapeutics, Inc. and tWesiars signato
thereto (incorporated by reference to Exhibit 10.the Compar’s Current Report on Forn-K filed on July 26, 2012}

Form of 12% Convertible Secured Promissory Notegdsto investors on July 25, 2012 (incorporatedéfgrence to Exhikt
10.2 to the Compar's Current Report on Forn-K filed on July 26, 2012

Form of Security Agreement, dated July 25, 2012aihg among Opexa Therapeutics, Inc., the invesigratory thereto, al
Alkek & Williams Ventures, Ltd. as collateral agefar the investors (incorporated by reference tdikix 10.3 to th
Compan’s Current Report on Forn-K filed on July 26, 2012}

Deposit Account Control Agreement, dated July 2612 by and among Opexa Therapeutics, Inc., AlkekVBliams
Ventures, Ltd. as collateral agent for the investand Wells Fargo Bank, National Association (ipooated by reference
Exhibit 10.4 to the Compa’s Current Report on Forn-K filed on July 26, 2012’

Form of Registration Rights Agreement, dated July 2012, by and among Opexa Therapeutics, Inc.thadnvestor
signatory thereto (incorporated by reference toilikii0.5 to the Company’s Current Report on Fori 8led on July 2€
2012).

Sales Agreement, dated September 6, 2012, by atwlede Opexa Therapeutics, Inc. and Brinson Pat8ekuritie
Corporation (incorporated by reference to Exhiffitl1lto the Company’s Current Report on Forid 8led on September
2012).

$15.0 million Purchase Agreement, dated as of Ndeer, 2012, by and between Opexa TherapeuticsahttLincoln Par
Capital Fund, LLC (incorporated by reference to iBith10.1 to the Company’'s Current Report on ForrK 8iled on
November 5, 2012

$1.5 million Purchase Agreement, dated as of Nowssh 2012, by and between Opexa Therapeuticsaht Lincoln Par
Capital Fund, LLC (incorporated by reference to iBith10.2 to the Company’'s Current Report on ForrK 8iled on
November 5, 2012

Registration Rights Agreement, dated as of Noven2her012, by and between Opexa Therapeutics, imt.Lancoln Par
Capital Fund, LLC (incorporated by reference to iBithL0.3 to the Company’s Current Report on Forid 8led Novembe
5, 2012).

Form of unsecured 12% Convertible Promissory Nseseiéd to investors on January 23, 2013 (incorpibragereference
Exhibit 10.1 to the Compa’s Current Report on Forn-K filed on January 23, 2012

Form of Waiver and Omnibus Amendment, dated JanB8ry2013, by and between Opexa Therapeutics,and. certai
investors.

Option and License Agreement, dated February 4328¢ and between Ares Trading SA, a wholly ownedsgliary o
Merck Serono S.A., and Opexa Therapeutics, Inco(porated by reference to Exhibit 10.1 to the Canys Current Repa
on Form i-K filed on February 5, 2013

List of Subsidiaries
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23.1* Consent of Independent Registered Public Accouriing MaloneBailey, LLP, dated March 28, 2013 te thcorporation b
reference of their report dated March 28, 2013@@ompan’s Registration Statements on For-8 and 3.

31.1* Certification of Chief Executive Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002

31.2* Certification of Acting Chief Financial Officer psmant to Section 302 of the SarbeOxley Act of 2002

32.1* Certificate of Chief Executive Officer purant to Section 906 of the Sarbanes-Oxley AcD622

32.2* Certification of Acting Chief Financial Officer psmant to Section 906 of the SarbeOxley Act of 2002

101*@ Financial statements from the Annual Remor Form 10K of the Company for the period ended December 2811,2

formatted in Extensible Business Reporting Languad®RL): (i) Consolidated Balance Sheets; (ii) Gohdated Statemer
of Expenses; (iii) Consolidated Statements of Ckarig StockholdersEquity; (iv) Consolidated Statements of Cash Fli
and (v) Notes to Consolidated Financial Statem:

Filed herewitr

Management contract or compensatory plan or arraege

Confidential treatment has been requested witheasp certain portions of this exhibit. Omittedians have been filed separately v
the Securities and Exchange Commiss

In accordance with Rule 406T under Regulation 8ie XBRL-related information in Exhibit 101 shbé deemed to be “furnishedhc
not“filed.”
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SIGNATURES

Pursuant to the requirements of Section 13 or 1&{dhe Securities Exchange Act of 1934, the regigthas duly caused this repor
be signed on its behalf by the undersigned, theoeduly authorized.

OPEXA THERAPEUTICS, INC.

By: /s/ Neil K. Warme

Neil K. Warma
President and Chief Executive Officer
Date: March 28, 201

Pursuant to the requirements of the SecuritiesoAdi934, this report has been signed below by dileviing persons on behalf of t
Registrant and in the capacity and on the datdeatet].

Signature Title Date

/sl Neil K. Warme President, Chief Executive Officer and Director March 28, 2013
Neil K. Warma (Principal Executive Officer

/s/ David E. Jorde Acting Chief Financial Officer and Director kth 28, 2013
David E. Jordel (Principal Financial and Accounting Office

s/ Gail J. Maderi: Director March 28, 2013
Gail J. Maderis

/s/ Michael S. Richma Director March 28, 2013

Michael S. Richmai

/sl Scott B. Seame Director March 28, 2013
Scott B. Seama

48




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 consolidated balaheets of Opexa Therapeutics, Inc., (a developstage company), as
December 31, 2012 and 2011 and the related coasetidtatements of expenses, changes in stockkoddgrity and cash flows for each of
years then ended and for the period from Januan2PR3 (Inception) through December 31, 2012. Thigsencial statements are
responsibility of Opexa’s management. Our respdlitgilis to express an opinion on these financtatements based on our audits.

We conducted our audits in accordance with starsdafdthe Public Company Accounting Oversight Bofthited States). Tho
standards require that we plan and perform thetatmliobtain reasonable assurance about whethdintreial statements are free of mate
misstatements. The Company is not required to hawewere we engaged to perform, an audit of itsriral control over financial reportir
Our audits included consideration of internal cohtiver financial reporting as a basis for desigradit procedures that are appropriate il
circumstances, but not for the purpose of exprgsamopinion on the effectiveness of the Compsaiyternal control over financial reportil
Accordingly, we express no such opinion. An aud@udes examining, on a test basis, evidence stipgpahe amounts and disclosures in
financial statements. An audit also includes assggbe accounting principles used and signifiasttmates made by management, as w
evaluating the overall financial statement pred@rmiaWe believe that our audits provide a reastmbhsis for our opinion.

In our opinion, the financial statements referredabove present fairly, in all material respedtg tinancial position of Opexa as
December 31, 2012 and 2011 and the results ofpgsations and its cash flows for each of the y#laes ended and for the period fr
January 22, 2003 (Inception) through December 8122n conformity with accounting principles gerigraccepted in the United States
America.

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

March 28, 2013
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OPEXA THERAPEUTICS, INC.
(a development stage company)

CONSOLIDATED BALANCE SHEETS

December 31,

December 31,

Assets
Current asset:
Cash and cash equivalel $
Other current assets

Total current asse
Property & equipment, net of accumulated depreamatif $1,494,510 and $1,193,601, respecti
Restricted cas
Deferred financing costs, net of amortization o8 $39 and $0, respectively

Total assets $

Liabilities and Stockholders' Equity
Current liabilities:
Accounts payabl $
Accrued expenses

Total current liabilities

Long term liabilities:
Convertible debt, net of unamortized discount qfi$8,342 and $0, respective
Convertible debt — related parties, net of unamedidiscount of $571,895 and $0, respective

Total liabilities

Commitments and contingenci
Stockholder' equity:
Preferred stock, no par value, 10,000,000 shatb®rared, none issued and outstanc
Common stock, $0.01 par value, 100,000,000 shaithordzed, 6,249,369 and 5,762,028 sha
issued and outstandit
Additional paid in capita
Deficit accumulated during the development stage

Total stockholders’ equity

Total liabilities and stockholders’ equity $

2012 2011
592,000 $  7,109,21!
1,077,54 124,77
1,669,55 7,233,985
1,265,04 1,029,23
1,000,001 —
211,47¢ —
414607 $ __ 8,263,22.
412,090 $ 491,31!
473,87 576,54!
885,97 1,067,86/
318,65t —
58,10 —
1,262,73) 1,067,86/
62,49 57,62

112,432,45 107,818,53

(109,611,62)  (100,680,78)
2,883,33, 7,195,36.
4,146,071 $ 8,263,222

See accompanying summary of accounting policiesnates to consolidated financial statements
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Research and developmt
General and administrati
Depreciatior
Loss on disposal of fixed assets
Operating los!
Interest incomt
Other income and expense,
Gain on extinguishment of de
Gain on derivative instrumen
Gain on sale of technolog
Interest expense
Net loss

Basic and diluted loss per shi

Weighted average shares outstanc

See accompanying summary of accounting policieshatek to consolidated financial statements

OPEXA THERAPEUTICS, INC.
(a development stage company)

CONSOLIDATED STATEMENTS OF EXPENSES
Years ended December 31, 2012 and 2011 and the
Period from January 22, 2003 (Inception) to Decembe31, 2012

F-3

Inception
through
2012 2011 2012
$ 6,318,471 $ 3,340,031 $ 76,497,35
2,508,54. 2,406,26! 30,117,61
303,67 210,25. 1,650,15i
3,091 9,68¢ 513,34!
(9,133,79) (5,966,24) (108,778,47)
28( 93z 1,358,69
— — 661,14t
— — 1,612,44i
552,97! — 1,941,82
— — 3,000,00!
(350,300 (3,139 (9,407,25)
$ (8,930,83) $ (5,968,44) $ (109,611,62)
$ 159 s (1.0¢)
5,785,37: 5,633,12.




OPEXA THERAPEUTICS, INC.
(a development stage company)

CONSOLIDATED STATEMENTS OF CHANGES IN STOCKHOLDERS’ EQUITY
Period from January 22, 2003 (Inception) through Deember 31, 2012

Shares issued for ca
Shares repurchased and cance
Discount related to beneficial conversion feal
Discount on warrants attached to d
Net loss
Balances at December 31, 2C
Shares issued fa
cash
services
license
reverse merger with Sport
acquisition of Opex
additional shares attached to convertible
debt
conversion of convertible not
Shares cancelle
Discount related to beneficial conversion feal
Discount on warrants attached to d
Option expens
Net loss
Balances at December 31, 2C
Shares issued fo
cash, net of offering cos
convertible deb
debt
license
services
Discount related to beneficial conversion feal
Discount on warrants attached to d
Option expens
Warrant expens
Transition of warrants from equity instruments
liability instruments
Net loss
Balances at December 31, 2(
Shares issued fo
cash, net of offering cos
debt
Option expens
Warrant expens
Net loss

Balances at December 31, 2(C

Common Stock Additional
Paid in Accumulated
Shares Par Capital Deficit Total

131,25( $ 65,62 $ (64,627 $ — 1,00(
(42,65¢) (21,329 21,00: — (325
— — 28,18( — 28,18(
— — 28,18( — 28,18(
— — — (126,007 (126,00
88,59¢ 44,29 12,73¢ (126,007 (68,96¢)
562 281 8,71¢ — 9,00(
51,62°¢ 25,81 823,18 — 849,00
6,067 3,03: 424,04: — 427,07!
24,93 12,46 (160,20() — (147,73)
62,50( 31,25( 23,718,75 — 23,750,00
4,02t 2,012 286,35¢ — 288,36t
15,187 7,59¢ 240,77¢ — 248,37(
(2,000 (2,000 1,00( — —
— — 855,84 — 855,84
— — 1,848,50: — 1,848,50;
— — 123,33 — 123,33:
— — — (31,411,73) (31,411,73)
251,49: 125,74 28,183,05 (31,537,73) (3,228,94)
97,36: 48,68: 5,297,53i — 5,346,21
152,75t 76,37¢ 7,573,06! — 7,649,44:
57¢ 28¢ 160,71: — 161,00(
7,29¢ 3,64¢ 1,864,73 — 1,868,38.
6,00( 3,00( 1,009,40! — 1,012,400
— — 831,94« — 831,94«
— — 1,433,10: — 1,433,10:
— — 2,487,74. — 2,487,74.
— — 2,373,88: — 2,373,88:
— — (10,658,49) — (10,658,49)
— — — (14,856,72) (14,856,72)
515,48! 257,74 40,556,68 (46,394,46) (5,580,03)
1,150,00! 575,00( 20,578,51 — 21,153,51
8,707 4,35¢ 175,64¢ — 180,00(
— — 2,749,61 — 2,749,61
— — 1,568,96! — 1,568,96!
— — — (12,649,17) (12,649,17)
1,674,19; 837,09° 65,629,43 (59,043,63) 7,422.89:
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OPEXA THERAPEUTICS, INC.
(a development stage company)

CONSOLIDATED STATEMENTS OF CHANGES IN STOCKHOLDERS’ EQUITY—(Continued)

Period from January 22, 2003 (Inception) through Deember 31, 2012

Common Stock Additional
Paid in Accumulated
Shares Par Capital Deficit Total
Cumulative change in derivative liabili — — 10,658,49 (4,001,82) 6,656,67!
Option expens — — 1,876,10:. — 1,876,10:
Warrant expens — — 845,27! — 845,27!
Net loss — — — (14,667,36) (14,667,36)
Balances at December 31, 2( 1,674,19; 837,09 79,009,30 (77,712,82) 2,133,58!
Shares issued fa
cash, net of offering cos 1,375,96 687,98: 7,963,59! — 8,651,57
services 11,30( 5,65( 43,31¢ — 48,96¢
Issuance of warrants for ca — — 603,85( — 603,85(
Option expens — — 1,901,571 — 1,901,571
Net loss — — — (11,852,15) (11,852,15)
Balances at December 31, 2( 3,061,461 1,530,73 89,521,63 (89,564,97) 1,487,39
Cumulative effect of change in accounting
principle (1,976,45) 1,755,62; (220,83Y)
Par value adjustme! — (1,500,11) 1,500,11 — —
Reduction in derivative liabilit — — 587,60 — 587,60
Discount on convertible nott — — 439,49: — 439,49:
Discount on warrant — — 37,45 — 37,45
Shares issued fa
cash, net of offering cos 637,50( 6,37t 4,682,79 — 4,689,16!
exercise of option 15,10¢( 151 63,45 — 63,60«
exercise of warrant 154,99: 1,55( 1,073,38 — 1,074,93
Option expens — — 650,24¢ — 650,24
Net loss — — — (1,433,92) (1,433,92)
Balances at December 31, 2( 3,869,05. 38,69( 96,579,73 (89,243,27) 7,375,14:
Conversion of convertible not: 690,04! 6,90( 1,373,19 — 1,380,09
Shares issued fa
services 13,75( 13¢ 64,21 — 64,35(
exercise of option 35,38( 354 109,28 — 109,64:
exercise of warrant 8,50( 85 (85) — —
Option expens — — 508,55( — 508,55(
Net loss — — — (5,469,06) (5,469,06)
Balances at December 31, 2( 4,616,721 46,16° 98,634,88 (94,712,33) 3,968,711
Shares issued fo
cash, net of offering cos 1,132,72 11,32¢ 8,606,82' — 8,618,15
services 12,57¢ 12€ 86,90: — 87,02¢
Option expens — — 489,91 — 489,91
Net loss — — — (5,968,44) (5,968,44)
Balances at December 31, 2( 5,762,02 57,62 107,818,53 (100,680,78) 7,195,36
Write off of derivative liability — — 1,761,65 — 1,761,65
Discount related to beneficial conversion fear — — 1,497,63. — 1,497,63.
Shares issued fo
initial commitment on Lincoln Park $1.5
million share purchase agreem 56,50 56& 148,56t — 149,13:
cash, net of offering cos 267,61( 2,67¢ 331,29: — 333,97(
accrued interes 163,22: 1,632 184,05: 185,68:
Option expens — — 690,72¢ — 690,72t
Net loss — — — (8,930,83) (8,930,83)
Balances at December 31, 2C 6,249,36' $ 62,49: $ 112,432,45 $ (109,611,62) $ 2,883,33.

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

CONSOLIDATED STATEMENTS OF CASH FLOWS
Years ended December 31, 2012 and 2011 and the
Period from January 22, 2003 (Inception) to Decembe31, 2012

Inception
through
2012 2011 2012
Cash flows from operating activitir
Net loss $ (8,930,83) $ (5,968,44) $(109,611,62)
Adjustments to reconcile net loss to net cash usegerating activitie:
Stock payable for acquired research and develop — — 112,44(
Stock issued for acquired research and develop — — 26,286,58
Stock issued for servict — 87,02¢ 2,061,74.
Stock issued for debt in excess of princi — — 109,07(
Amortization of discount on notes payable due torargs and beneficial
conversion featur 104,03: — 6,856,73
Gain on extinguishment of de — — (1,612,44)
Depreciatior 303,67 210,25:; 1,650,15!
Amortization of debt financing cos 58,63¢ — 583,01°
Option and warrant expen 690,72¢ 489,91 16,265,93
Gain on derivative instrumen (552,979 — (1,941,82)
Loss on disposal of fixed ass: 3,091 9,68¢ 513,34!
Changes in
Other current asse (611,60 (39,249 (1,153,05)
Accounts payabl- third parties and related parti (71,410 (13,029 (160,65))
Accrued expenses 83,01¢ 234,92: 605,23t
Net cash used in operating activities (8,923,63) (4,988,92) (59,435,32)
Cash flows from investing activitie
Purchase of property & equipme (550,38 (296,949 (2,222,19)
Restricted cash (1,000,001 — (1,000,00)
Net cash used in investing activities (1,550,38) (296,949 (3,222,19)
Cash flows from financing activitie
Common stock and warrants sold for cash, net @frioif) costs 381,30¢ 8,618,15 49,453,79
Common stock repurchased and canc — — (325)
Proceeds from exercise of warrants and opt — — 1,248,58:
Proceeds from third party de 3,455,00! — 12,738,18
Proceeds from related party d 630,00( — 630,00(
Deferred financing and offering co: (509,49)) — (509,49)
Repayments on loan payable — (35,607 (311,22)
Net cash provided by financing activities 3,956,81 8,582,55! 63,249,53
Net change in cash and cash equival (6,517,21) 3,296,68! 592,00
Cash and cash equivalents at beginning of gerio 7,109,21! 3,812,53! —
Cash and cash equivalents at end of period $ 592,00: $ 7,109,21! $ 592,00«
Cash paid for
Income tax $ — $ — 3 —
Interest 1,94¢ 3,13¢ 155,10¢
NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho — — 147,73:
Issuance of common stock for accrued inte 185,68: — 789,28°
Issuance of warrants to placement a( — — 37,45:
Conversion of notes payable to common si — — 7,709,98!
Conversion of accrued liabilities to common st — — 197,17¢
Conversion of accounts payable to note pay — — 93,36¢
Discount on convertible notes relating
Warrants 2,314,63! — 5,974,37.
Beneficial conversion featu 1,497,63. — 3,303,15:!
Stock attached to noti — — 1,287,441
Fair value of derivative instrume — — 4,680,221
Derivative reclassified to equi 1,761,65 — 2,349,26!
Unpaid additions to property and equipm 7,812 136,26¢ 144,07¢

Amortization of deferrecoffering costs to pai-in capital 47,33¢ — 47,33¢



Shares issued as deferred offering ¢ 149,13: — 149,13:

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

NOTE 1—BUSINESS OVERVIEW AND SUMMARY OF ACCOUNTING POLICIES

Description of Business Opexa Therapeutics, Inc. (“Opexa” or “the Comyanvas initially incorporated as Sportan United Indiest
Inc. (“Sportan”) in Texas in March 1991. In Jur@)2, PharmaFrontiers Corp. (“PharmaFrontiergds acquired by Sportan in a transac
accounted for as a reverse acquisition. PharmaiErehstockholders were issued Sportan shares in exctiangd of the outstanding comm
shares of PharmaFrontiers. Concurrent with thestretion, Sportan changed its name to PharmaFrenierring its development stage ¢
biopharmaceutical company, PharmaFrontiers acquinedworldwide exclusive license to a stem cetihtology developed at Argor
National Laboratory, a U.S. Department of Energpdratory operated by the University of Chicagowimich adult mul-potent stem cells &
derived from monocytes obtained from the patieotis blood (the “Stem Cell License”\ patent application was filed in November 2
with the United States Patent and Trade Officendigg the technology involved in the Stem Cell lrise. The initial focus for this technolc
is the further development of this monocyte-deriggzin cell technology as a platform for thevitro generation of highly specialized cells
potential application in autologous cell therapy gatients with diabetes mellitus (the “Diabetesgpam”).

In October 2004, PharmaFrontiers acquired all ef diatstanding stock of Opexa Pharmaceuticals, (l@pexa Pharmaceuticals™
biopharmaceutical company that previously acquthedexclusive worldwide license from Baylor CollegieMedicine to an patient specil
autologous T-cell immunotherapy, Tcelna™ (formeapwn as Tovaxir® ), for the initial treatment of multiple sclerosis (M$n June 200!
the Company changed its name to Opexa Therapetiisfrom PharmaFrontiers Corp. and, in Janua§72@pexa Therapeutics, Inc.,
parent, merged with its wholly owned subsidiary &g Pharmaceuticals, Inc. with Opexa Therapeuticsbeing the surviving company.

In August 2009, Opexa entered into an exclusiveement with Novartis Institutes for BioMedical Rasdh, Inc. (“Novartis”whereb
Novartis acquired Ope’s rights to the Stem Cell License and associatedntdogy platform and had full responsibility fasniding an
carrying out all research, development and comrakization activities. Opexa received an upfronthcpayment of $3 million at the time 1
agreement was entered into and subsequently rec&®é million as a technology transfer fee milastoln November 2011, Opexa re:
acquired the stem cell assets from Novartis in ickemation for releasing Novartis with respect to darther payment obligations owed
Opexa by Novartis. In connection with theagguisition of the stem cell assets, a relatechiieeagreement with the University of Chicago
re-assigned to Opexa. Opexa and the University ofdgjuentered into a Fourth Amended and RestatechédécAgreement in connection w
such assignment to Opexa.

In September 2012, Opexa initiated a Phase lllicelirtrial of Tcelna in patients with secondary gmessive MS (“SPMS”)Previously
in September 2008, the Company completed a Phasdirical study of Tcelna in the relapsing-remmittiMS (“RRMS”) indication.

Opexa operates in a highly regulated and competéiwironment. The manufacturing and marketinghafrmaceutical products reqt
approval from, and are subject to, ongoing ovetsighthe Food and Drug Administration, or FDA, metUnited States, by the Europ
Medicines Agency, or EMA, in the E.U. and by cormgide agencies in other countries. Obtaining apprimraa new therapeutic product
never certain and may take many years and mayvawtpenditure of substantial resources. Tceliradgevelopment stage and Opexa ha:
applied for a Biologics License Application (BLAYH Tcelna with the FDA nor a similar regulatoryelitsure in any other country, and t
Tcelna is not approved to be marketed in any cguntr

Development Stage CompanyOpexa is considered to be in development stagdasdhad no commercial revenues to date.
Reverse Stock Split. In June, 2006, Opexa effected a one-for-ten sevstock split of its common stock.

On December 14, 2012, Opexa effected a ondefar-reverse stock split of its common stock (tie4"Reverse Stock Split") whi
decreased the number of common shares issued &tdraiing from approximately 23.6 million sharespproximately 5.9 million shares
of December 14, 2012. The number of authorizedeshaf common stock and preferred stock remaineddee following the 1:4 Revel
Stock Split.

Unless otherwise noted, impacted amounts includetthé consolidated financial statements and ndteeto have been retroactiv
adjusted for the stock splits as if such stocktsmccurred on the first day of the first perioég@nted. Impacted amounts include shar
common stock issued and outstanding, shares umgidpnvertible promissory notes, warrants andkstmtions, shares reserved, conver
prices of convertible securities, exercise pricearrants or options, and loss per share. There meaimpact on preferred or common s
authorized resulting from the 1:4 Reverse Stockt.Spl

Principals of Consolidation. The financial statements include the accounts ag@mand its former whollpwned subsidiary, Ope
Pharmaceuticals through December 31, 2006. Altéotmpany accounts and transactions have been alieain
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The consolidated financial statements include tbeoants of Opexa and its wholly owned subsidiarpeta Hong Kong Limite
(“Opexa Hong Kong").Opexa Hong Kong was formed in the Hong Kong Spesihinistrative Region during 2012 in order to faate
potential development collaborations in the pesian region. Presently, Opexa Hong Kong has ntdred into any agreements and ha:
recognized any revenues as of December 31, 20124nt&kcompany transactions and balances betweex®pnd Opexa Hong Kong
eliminated in consolidation.

Use of Estimates in Financial Statement PreparatiariThe preparation of financial statements in confeymiith accounting principle
generally accepted in the United States of Amenécpiires management to make estimates and assasiat affect the reported amount
assets and liabilities, the disclosure of contingessets and liabilities at the date of the finanstatements, and the reported amoun
revenues and expenses during the reporting pekitdal results could differ from those estimates.

Certain Risks and Concentrations.Opexa is exposed to risks associated with foreigneacy transactions insofar as it has used
dollars to fund Opexa Hong Korggbank account denominated in Hong Kong dollars.th® net position of the unhedged Opexa Hong
bank account fluctuates, Opexa’s earnings may batively affected. In addition, the reported cargyvalue of the Compang’Hong Kon
dollar-denominated assets and liabilities that remain pexa Hong Kong will be affected by fluctuationstive value of the U.S. dollar
compared to the Hong Kong dollar. Opexa currentigsdnot utilize forward exchange contracts or ame tof hedging instruments to he:
foreign exchange risk as Opexa believes that iesalvexposure is relatively limited. As of Decesni81, 2012, Opexa Hong Kong repo
cash and cash equivalents of $3,902 in convert&d ddllars and does not have any reported liadglith the consolidated balance sheets.

Cash and Cash EquivalentsFor purposes of the statements of cash flows, egsfvalents include all highly liquid investmentgh
original maturities of three months or less. Thienary objectives for the fixed income investmenttfmdio are liquidity and safety of princip.
Investments are made with the objective of achiptire highest rate of return consistent with theseobjectives. Opexa’investment polic
limits investments to certain types of instrumdestied by institutions primarily with investmentde credit ratings and places restriction
maturities and concentration by type and issuer.

Supplies Inventory. Reagents and supplies that will be used to manufadicelna and placebo product in Opex@hase Ilb clinic
study are recorded as other current assets. Tkatory of these reagents and supplies are detecha@inthe lower of cost or market value \
cost determined under the first-in first-out (FIR©g¢thod.

Long-lived Assets.Property and equipment are stated on the basigstirical cost less accumulated depreciation. Deatien is
provided using the straighite method over the estimated useful lives of dksets. Major renewals and improvements are ciapitialwhile
minor replacements, maintenance and repairs angethdo current operations. Impairment losses acerded on londjved assets used
operations when indicators of impairment are preaad the undiscounted cash flows estimated toebergted by those assets are less th:
assets’ carrying amount.

Deferred costs. Opexa incurs costs in connection with a debt oritgcuffering or in connection with the proceeds suant to a
execution of a strategic agreement. These costgemorded as deferred offering or deferred finapaosts in the consolidated bals
sheets. Such costs may consist of legal, accayntimderwriting fees and other related items irexdithrough the date of the debt or ec
offering or the date of the execution of the sgateagreement. Costs in connection with a delsrf§ are amortized to interest expense
the term of the note instrument. Costs in conoectith the execution of a strategic agreementhirctvan initial upfront payment is recei
are offset to the gain recognized in the Consatide&8tatements of Expenses. Additional paid intahpicludes costs recorded as an offs
proceeds in connection with the completion of anitgcpffering.

Income Taxes.Income tax expense is based on reported earninfgsebeicome taxes. Deferred income taxes refleetithpact ¢
temporary differences between assets and lialiligeognized for financial reporting purposes amthsamounts recognized for tax purpa
and are measured by applying enacted tax rateffdat én years in which the differences are expeédte reverse. A valuation allowance
recorded to reduce the net deferred tax assetrto kmrause it is more likely than not that the def tax asset will not be realized. -
Company recognizes the effect of income tax passtionly if those positions are more likely than abbeing sustained upon an examination.

Stock-Based CompensationOpexa accounts for share-based awards issued toyep and noemployees in accordance with FA
ASC 718. Accordingly, employee sharased payment compensation is measured at thedgsmtbased on the fair value of the award, ¢
recognized as an expense over the requisite sepeited (generally the vesting is over a 3-yeaiquir Additionally, share-basealvards t
non-employees are expensed over the period in vih&helated services are rendered at their faireva

Research and DevelopmenResearch and development expenses are expenserldartsolidated statements of expenses as inda
accordance with FASB ASC 73®Research and DevelopmentResearch and development expenses include esglaglated employ
expenses, clinical trial expenses, research expemsasulting fees, and laboratory costs. In irstganin which the Company enters
agreements with third parties for research andldpweent activities, Opexa may prepay fees for sewiat the initiation of the contract. Op
records the prepayment as a prepaid asset in tisoligated balance sheets and amortizes the atsaesearch and development expen
the consolidated statements of operations ovepdhied of time the contracted research and devetopreervices are performed. Other t
of arrangements with third parties may be fixed dedee for service, and may include monthly paytear payments upon completion
milestones or deliverables. Opexa expenses the obsitenses of patents and the prosecution afmpatuntil the issuance of such patents
the commercialization of related products is reabbnassured. Research and development expentefgears ended December 31, 201z
2011 was $6,318,476 and $3,340,038, respectively.
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Foreign Currency Translation and Transaction Gainsand Losses. Opexa records foreign currency translation ddjests an
transaction gains and losses in accordance withBFASC 830, Foreign Currency Matters For the Compang’ operations that have
functional currency other than the U.S. dollar,ngaand losses resulting from the translation offthectional currency into U.S. dollars
financial statement presentation are not inclugdededtermining net loss, but are accumulated inctimaulative foreign currency translat
adjustment account as a separate component ofhstioleks’ equity, except for intercompany transastithat are of a shotrm nature wit
Opexa Hong Kong that are consolidated, combinealcoounted for by the equity method in Opexednsolidated financial statements. O}
Hong Kong has transactions in Hong Kong dollarsexaprecords transaction gains and losses in itsotiolated statements of operati
related to the recurring measurement and settlewfestich transactions. For the year ended Dece®beR012, Opexa did not record .
gains and losses resulting from the translatiorthef functional currency into U.S. dollars and tltlid not report any cumulative forei
currency translation adjustments in stockholdegsiity in the consolidated balance sheets.

Net Loss per Share Basic and diluted net loss per share is caledlafaised on the net loss attributable to commorekbhglers divide
by the weighted average number of shares outstgridirthe period excluding any dilutive effectsagtions, warrants, unvested share an
and convertible securities.

NOTE 2—CASH AND CASH EQUIVALENTS

At December 31, 2012, Opexa invested approxima&24,500 in a money market fund investing exclusivelhigh-quality, shortermr
money market instruments consisting of U.S. govamnobligations and repurchase agreements collatteby the U.S. Government. Wt
this fund seeks current income while preservingtabpnd liquidity, the fund is subject to riskclading U.S. government obligations risk,
is not federally insured or guaranteed by or obiiges of the Federal Deposit Insurance Corporatioany other agency. For the 12 moi
ended December 31, 2012, the money market fundyneed an average market yield of 0.01%. Interestme of $280 was recognized
the year ended December 31, 2012 in the stateroéatgpenses.

At December 31, 2011, Opexa invested approxim&i€l® million in a money market account with an ager market yield of 0.01¢
Interest income of $932 was recognized for the yeded December 31, 2011 in the statements of egpen

Opexa issued a total of $4,085,000 in principal am@f convertible secured promissory notes toteelgarties and third parties on <
25, 2012 (see Note 6 and Note 7). As part of oty interest granted by Opexa to the investbts) million of the proceeds are require
be maintained in an account subject to a deposéuatt control agreement while the notes are oulstgn As of December 31, 2012, the §
million balance in the controlled account is repdras restricted cash in the consolidated baldmeets Subsequent to December 31, 201
restricted cash was reduced to $500,000 (see Mgte 1

NOTE 3—OTHER CURRENT ASSETS

Other current assets consisted of the followinQetember 31, 2012 and 2011:

Description 2012 2011
Supplies inventor $ 604,17¢ $ —
Deferred offering cost 341,16¢ —
Prepaid expenses 132,20: 124,77
$ 1,077,54 $ 124,77:

Supplies inventory at December 31, 2012 includaegeats and supplies that will be used to manufactigelna and placebo produc
Opexas Phase llb clinical study. Opexa expects to am®rthese prepaid reagents and supplies to resaacthlevelopment costs in
consolidated statements of expenses over the cofitbe clinical study.

Deferred offering costs at December 31, 2012 irelodsts incurred from third parties in connectidthvhe implementation of an at-
the-market program (“ATM Agreementi September 2012 pursuant to which Opexa mayshkeltes of its common stock from time to t
depending upon market demand through a sales agémrinsactions deemed to be an “at-the-marké#ring as defined in Rule 415 of -
Securities Act of 1933. As of December 31, 20h2, ¢osts of $101,972 in connection with the impletaton of the ATM Agreement we
capitalized and are included in other current asisethe consolidated balance sheets. Upon the shleny shares of common stock unde
ATM Agreement, the capitalized costs will be offaghinst the proceeds of such sales of sharesywhon stock.
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Deferred offering costs at December 31, 2012 aistude costs incurred from third parties in conimectvith the implementation of
$1.5 million Purchase Agreement and a $15 millioncRase Agreement (collectively, the “Purchase Agrents”)in November 2012 pursuz
to which Opexa has the right to sell to Lincoln P@&apital Fund, LLC (“Lincoln Park”an aggregate of up to $16.5 million in shares s
common stock, subject to certain conditions andtditions. As of December 31, 2012, the remainiogts of $216,198 in connection with
implementation of the Purchase Agreements rematwutalized and are included in other current assetthe consolidated balar
sheets. Upon the sales of shares of common stwbruhe Purchase Agreements, the capitalized eostsffset against the proceeds of :
sales of shares of common stock.

Deferred offering costs at December 31, 2012 aistude costs incurred from third parties in coniwectvith the Option and Licen
Agreement entered into with Ares Trading SA (“Méicka wholly owned subsidiary of Merck Serono S.A.,February 4, 2013. Under 1
terms of the Agreement, the Company received anoopfpayment of $5 million on February 20, 2013 &f December 31, 2012, -
remaining costs of $22,996 in connection with th#i@h and License Agreement remained capitalizetlaae included in other current as
in the consolidated balance sheets.

NOTE 4—PROPERTY AND EQUIPMENT

Property and equipment consisted of the followinBecember 31, 2012 and 2011:

Description Life 2012 2011

Computer equipmet 3year $ 121,12¢ $ 99,60:
Office furniture and equipmel 5-7 year: 274,43 251,171
Software 3 year: 149,86 96,09’
Laboratory equipmer 7 year: 1,020,15 994,99.
Leasehold improvemen 10 year 622,77. 603,44!
Manufacturing equipment 7 year: 571,18 177,52
Subtotal 2,759,55. 2,222,83
Less: accumulated depreciation (1,494,51) (1,193,60)
Property and equipment, net $ 1,265,04 $ 1,029,23i

Property and equipment is carried at cost lessraatated depreciation. Depreciation is calculatedhgy straightine method over tt
estimated useful life of three to ten years, deppendpon the type of equipment, except for leastimaprovements 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 $303,677 and $210,252 for the yeatsde®ecember 31, 2012 and 2(
respectively.

NOTE 5—INCOME TAXES

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

At December 31, 2012 and 2011, Opexa had approzlyn&69 million and approximately $61 million of used net operating loss
respectively, available for carryforward to futyears. The unused net operating losses begin iceespDecember 31, 2024. At Decembel
2012 and 2011, Opexatdeferred tax asset resulting from its cumulai@_s amounted to $23,678,228 and $20,876,592, c&sply which it
covered by a full valuation allowance due to uraety of Opexas ability to generate future taxable income neggstarealize the relat:
deferred tax asset.

NOTE 6—CONVERTIBLE PROMISSORY NOTES

On July 25, 2012, Opexa issued a total of $4,0&8bj@0principal amount of secured convertible praoiy notes (“Notes”o thirc
parties and related parties (collectively, the ‘®hatlders”),of which an aggregate of $630,000 was issued tie@lparties (See Note 7).~
Notes mature on July 25, 2014 and accrue intetetftearate of 12% per annum, compounded annualtgrést is payable se-annually ol
June 30 and December 31 in either cash or regisstrares of common stock, at Opexalection. The Notes are secured by substantfltyf
Opexa’s assets and are convertible into a new ofassnvoting Series A convertible preferred stock. Thatds$ can be converted into Se
A convertible preferred stock at the option of theestors at a price of $100.00 per share, sulifectertain limitations and adjustmel
Additionally, Opexa can elect to convert the Natae Series A convertible preferred stock if (i) €@’s common stock closes at or ab
$10.00 per share for 20 consecutive trading dayéiipOpexa achieves certain additional funding esibnes to continue its clinical ti
program. These milestones include (x) executingtrategic agreement with a partner or potentiatngarby which Opexa will receive
minimum of $5 million to partially fund, or an opti to partner with Opexa for, its Phase |l clinit@l for Tcelna in patients with SPMS ¢
(y) receiving a minimum of $25 million in additioneapital (including the Note offering proceed)rfr any partner, potential partner or
other source.
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The Series A convertible preferred stock accruesliends at the rate of 8% per annum, which are tatia and payable serannually
on June 30 and December 31 in either cash or eegisshares of common stock at Opsyalection. The Series A convertible preferred
has a liquidation preference of $100.00 per stemétling holders to payment from the assets ofGlmenpany available for distribution to
shareholders before any payment is made to theet®lof the common stock. The Series A convertibbfgored stock participates in ¢
dividends or other distributions on shares of comrstiock (other than dividends payable in sharesoaimon stock) along with the comn
stock. As a result of anti-dilution adjustmentidaing the November 2012 sale of shares of Opgxammon stock, the Series A convert
preferred stock is convertible into shares of tlwen@anys common stock at a price of $3.12 per share (twr price), subject to certe
limitations and conditions, and up to 1,308,236reh@f common stock were issuable if all 12% cotilvier secured promissory notes issue
the July 2012 financing and outstanding at Decenfier2012 were converted to Series A convertibéfepred stock and such stock is t
converted into common stock. Additionally, Opexan adect to convert the Series A convertible pref@rstock into common stock if 1
Companys common stock closes at or above $16.00 per $biaB® consecutive trading days. As of December2B12, no shares of Serie:
convertible preferred stock were currently outstagd Subsequent to December 31, 2012, $900,0qfrintipal amount of the notes w:
converted into shares of Series A convertible prefestock and such shares were then converted¢@manon stock (see Note 14).

As part of the security interest in all of the Canp’s assets granted to the Noteholders, $1.0 millfahe proceeds is maintained i
controlled account (see Note 2). Subsequent telber 31, 2012, the restricted cash was reduc®8(0,000 (see Note 14). The Notehol
were granted certain registration rights for tharsh of underlying common stock.

If the Company does not make the required paymehen due, either at maturity, or at applicableatstent payment dates, or if 1
Company breaches other terms of the convertiblersdcnotes or related agreements, the Noteholdmrisl @lect to declare all amou
outstanding, together with accrued and unpaid ésteto be immediately due and payable. EvenefGompany was able to prepay the
amount in cash, any such repayment could leave&Ctmpany with little or no working capital for itaisiness. If the Company is unabl
repay those amounts, the Noteholders will havesa ¢diaim on Opexa& assets pledged under the convertible secured.ntitthe Noteholde
should attempt to foreclose on the collateralsiunlikely that there would be any assets remaimiftgr repayment in full of such secu
indebtedness. Any default under the convertiblauget notes and resulting foreclosure would haveaterial adverse effect on Opega’
financial condition and the Company'’s ability tstioue its operations.

The Notes were analyzed at issuance for a benleficreversion feature and Opexa concluded that affeal conversion feature exis
The beneficial conversion feature was measuredguie commitmenttate stock price and was determined to be $1,487,68 whict
$230,969 was attributable to related parties. Tdnsount was recorded as a debt discount and istiaewbrto interest expense in
consolidated statements of expenses over the témimeoNotes. Opexa also analyzed the Notes fowvdeve accounting consideration
determined that derivative accounting does notyappl

In connection with the issuance of the Notes, O@dga issued Series | warrants to the Noteholdensitially purchase an aggregate
957,422 shares of Opexa’s common stock at $5.08hmae, subject to certain limitations and adjustsie The warrants have a fiyear tern
and are exercisable six months from the date ofaisse, or January 25, 2013. As a result of diltiion adjustments, the number of war
shares for which the Series | warrants are exdrldsacreased to an aggregate increase of 1,43&Harks of Opexa’common stock at
adjusted exercise price of $2.56 per share, subjefitrther certain limitations and adjustments. gesult, Opexa accounted for these
provisions in accordance with FASB ASC 846 which requires Opexa to record the warrants dsrivative liability at the grant date ant
record changes in fair value relating to the wasat each subsequent balance sheet date (se@)Ndbpexa can redeem the warrants at §
per share if its common stock closes at or abo@e0®1per share for 20 consecutive trading days.

The initial fair value of the warrant liabilitiesf 62,314,635, together with the beneficial conwamnsieature of $1,497,634 wi
recognized as a debt discount and are amortizederest expense in the consolidated statemerggpEnses over the term of the Notes L
the effective interest method. The amortized ddibtount for the yeagnded December 31, 2012 was $104,032 and Opexgnieec
$552,978 as a derivative gain in the consolidatatments of expenses due to the change in faiewalthe liability. The unamortized disco
as of December 31, 2012 amounted to $3,708,237.

The following table provides a summary of the chemim convertible debt — third parties, net of ungtimed discount, during 2012:

Balance at December 31, 20 $ —
July 25, 2012 Notes, face val 3,455,00!
Discount on beneficial conversion feature of Na@essuanc (1,266,66)
Discount on fair value of Series | warrant lialyildt issuanc (1,957,66)
Amortization of debt discount to interest experiseugh December 31, 2012 87,98¢
Balance at December 31, 2012 $  318,65¢
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NOTE 7—RELATED PARTY TRANSACTIONS

Investors in the July 25, 2012 Note offering indddtwo members of OpexaBoard of Directors and entities affiliated withthard
director. Opexa issued an aggregate of $630,0@@rcipal amount of Notes to the two directors andentity for which a third director repc
beneficial ownership of Opexa securities. In cotioeowith the issuance of such Notes, Opexa alsweid warrants to purchase an aggreg:
221,483 shares of common stock. The fair valuehef warrants was $356,969. Opexa also determinedNtlies contained a benefic
conversation feature with fair value of $230,96%e&a recorded a total of $587,939 as debt discassnciated with the Notes issued tc
related parties and amortized $16,044 as interpsEinese in the consolidated statements of expenséisef year ended December 31, 2012.

On August 15, 2012, Opexa appointed director Davidlorden as its Acting Chief Financial Officer. Asnonemployee officer ¢
Opexa, Mr. Jorden receives cash compensation df,8Q0 per annum for his service. For the perioAudust 15, 2012 through December
2012, cash compensation totaling $37,500 was edmeédr. Jorden and is reported in general and adbtnittive expense in the consolide
statements of expenses. As of December 31, 20%R,aanpensation totaling $8,333 was due to Mr.eloahd is included in accounts pay:
in the consolidated balance sheets.

The following table provides a summary of the chemim convertible debt — related parties, net @fnvortized discount, during 2012:

Balance at December 31, 20 $ —
July 25, 2012 Notes, face val 630,00(
Discount on beneficial conversion feature of Na@essuanc (230,97()
Discount on fair value of Series | warrant lialyil#t issuanc (356,969
Amortization of debt discount to interest expertseugh December 31, 2012 16,04«
Balance at December 31, 2012 $ 58,10¢

NOTE 8—FAIR VALUE OF DERIVATIVE FINANCIAL INSTRUMEN TS

The carrying value of cash and cash equivalentgivables, accounts payable and accrued expensles gonsolidated balance shi
approximates their fair values because of the dkom nature of these instruments. The carryingevalithe Notes in the consolidated bale
sheets approximates fair value since the relatedafanterest approximates current market rateenagement believes Opexa is not expos
significant interest or credit risks arising frohese financial instruments.

Fair value is defined as the exchange price thatidvbe received for an asset or paid to transfetéity (an exit price) in the princip
or most advantageous market for the asset oritiabil an orderly transaction between market pgstints on the measurement date. Valui
techniques used to measure fair value maximizeiskeof observable inputs and minimize the use observable inputs. Opexa utilizes a
value hierarchy based on three levels of inputsylath the first two are considered observablethedast unobservable.

e Level 1 — Quoted prices in active markets for titeal assets or liabilities. These are typicallyadbed from real-time quotes for
transactions in active exchange markets involviteptical asset:

e Level 2 — Quoted prices for similar assets ankiliizes in active markets; quoted prices includedidentical or similar assets
and liabilities that are not active; and model-dedi valuations in which all significant inputs asignificant value drivers are
observable in active markets. These are typicditgined from readi-available pricing sources for comparable instrurss

e Level 3— Unobservable inputs, where there itelitt no market activity for the asset or liabilifjhese inputs reflect the
reporting entity’s own beliefs about the assumpitrat market participants would use in pricingdbeet or liability, based on
the best information available in the circumstan

FASB ASC 815, “Accounting for Derivatives and H@th Activities” (“FASB ASC 815")specifies that a contract that would othen
meet the definition of a derivative, but is bothifalexed to its own stock and (b) classified imc&holders’equity in the statement of financ
position would not be considered a derivative feiahinstrument. FASB ASC 815 provides a new tstep model to be applied in determir
whether a financial instrument or an embedded feaiiindexed to an issuer's own stock, includingleating the instrumerd’ continger
exercise and settlement provisions, and thus abtpialify for the FASB ASC 815-10 scope exceptibralso clarifies the impact of foreign-
currency-denominated strike prices and mabasted employee stock option valuation instrumentthe evaluation. Initially, Opexa evaluz
all of its financial instruments and determinedttthee Series | warrants associated with the Jull22Qote financing (see Note 6) qualified
treatment under FASB ASC 815. Consequently, the izom recorded a derivative liability of $2,314,68%0on issuance of the warrants al
corresponding discount on the convertible debtNomember 8, 2012, it was determined that the ffoorresetting the exercise price was
and no further adjustments to the exercise pridgd®fSeries | warrants would occur. Therefore Sbges | warrants were considered index:
the company’s stock and qualified for the scopeeption under FASB ASC 8180 allowing for a transfer from liability classiéifon to equit
classification. Consequently, the remaining deninaliability of $1,761,657 at November 8, 2012 waertten off to additional paid in capital.
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The following table provides a summary of the clemin fair value, including net transfers in anddot, of the derivative financi
instruments, measured at fair value on a recubvagjs using significant unobservable inputs (L&Jel

Balance at December 31, 2C $ —
Fair value of warrant derivative liabilities atussce 2,314,63
Realized derivative gains included in other incdegense (552,979
Write off of warrant derivative liability to adddnal paid in capital (1,761,65)
Balance at December 31, 2012 $ =

The fair value of the derivative liabilities ard@#ated at the time of issuance using the Laittiggon pricing model with Monte Ca
simulation. Opexa records a derivative liability foe calculated value. Changes in the fair valul® derivative liabilities are reported in ot
income (expense) in the consolidated statementgmdnses. The variables used in the Lattice optitming model for the derivative liabiliti
during the year ended December 31, 2012 include:

July 25, 201: September 30, 201 November 8, 201
Market value of common stock on measurement $2.5¢ $2.7( $1.9¢
Projected exercise pri( $5.0C $4.52 $4.5¢
Risk free interest rai 0.56% 0.56% 0.72%
Warrant lives in year 5 4.8¢ 4.71
Expected volatility 193% 193% 194%
Expected dividend yiel 0% 0% 0%
Offering price rang: $2.56-$6.5€ $2.7--$6.72 $2.56-$6.5€

NOTE 9—COMMITMENTS AND CONTINGENCIES

In October 2005, Opexa entered into ayear lease for its office and research facilitigse facility including the property is leased f
term of ten years with two options for an additibiige years each at the then prevailing market.r&uture minimum lease payments unde
non-cancellable operating lease are $157,896 for 2$137,896 for 2014 and $118,422 for 2015. Rent es@ém the consolidated statem
of expenses was approximately $136,000 for eatheoyears ended December 31, 2012 and 2011.

NOTE 10—SIGNIFICANT CONTRACTUAL SERVICE AND MILESTO NE AGREEMENTS

In February 2012, Opexa entered into an agreemétht Rharmaceutical Research Associates, Inc. (“BRA”contract resear
organization, in which PRA will provide Opexa wibrvices related to the design, implementationraadagement of Opexabngoing Pha
lIb clinical trial program in SPMS (the “PRA Agreemt”). Under the terms of the PRA Agreement, Opexa mattentpcash payments to Pl
of $543,766. Future payments by Opexa to PRA utiterPRA Agreement are based on the achievemengrtdic time and performar
milestones as presented in the PRA Agreement. teiber 2012, Opexa entered into an Amendment #ask Order #1 (the “Amendmeit”
with PRA in which Opexa agreed to reimburse PRAddditional services and pass-through expensesreétcwhile performing out-o§copt
work. Under the terms of the Amendment, an upfaagh payment of $37,605 is to be made to PRA am@alyfor certain out-o§cope task
performed by PRA and future payments by Opexa té& BRder the PRA Agreement on the achievement datetime milestones in tl
Amendment. Total payments to PRA during 2012, whiehe charged to expense, amounted to $1,382d8k&ss terminated by either pe
without cause on 60 days prior notice or on shorttice with cause, the initial term of the PRA Agment is for four years and automatic
renews for successive one year terms.

During 2012, Opexa entered into individual Clinidalal Agreements with 18 clinical institutions éHinstitutions”)across the U.S. a
18 principal investigators (the “Investigatorggting within their employment or agent positionghim their clinical institution. Under ti
terms of each Clinical Trial Agreement, each of theestigators will identify and recruit subjectsttvSPMS meeting certain enrollm
requirements and conduct clinical research in awtjan with Opexa Phase llb clinical study, and each of the Instins will provide
appropriate resources and facilities so the Irgtitts Investigator can conduct OpesaPhase b clinical study in a timely and professi
manner and according to the terms of the ClinigélTAgreement. Under the terms of each ClinicahlTAgreement, Opexa paid an upfr
cash payment to each Institution for stgpt-and other costs which were charged directly Xperse. Future payments by Opexa tc
Institutions during the term of each Clinical Triafjreement are based on the achievement of cqrafiormance milestones as presente
each Clinical Trial Agreement. Unless terminated @pexa without cause with 30 days notice, or unlesminated by the Institutic
Investigator or Opexa for health or safety reastms,initial term of the Clinical Trial Agreemenisth each Institution and Investigator is
the duration of their enrolled subjects in the RH#s clinical study.
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NOTE 11—EQUITY
Summary information regarding equity rethtransactions for the years ended December 31, &0d December 31, 2012 is as follows:
During 2011, equity related transactions were #s\is:

e InJanuary 2011, 96,189 shares of common stock sadeunder the Continuous Offering Program Agresdated May 14, 201
(the “2010 ATM Agreement”) for net proceeds of $86®86. Compensation and fees totaling $10,826pa#to the placement
agent with respect to the shares sold. The 2010 Agreement was subsequently terminated by Opexaetinuary 7, 201

e InFebruary 2011, an aggregate of 1,036,622 wate sold in a public offering, with each unit s@ting of one share of common
stock and a warrant to purchase four-tenths (®@#fi@)share of common stock, at a price to the pudfl2.05 per unit, for gross
proceeds of $8,500,325. The shares of common stodkvarrants were immediately separable and wenedsseparately such t
no units were issued. The warrants were exercisairteediately upon issuance, have a five-year tarctham exercise price of
$10.44 per share. Net proceeds from this offerirgevapproximately $7,551,891 after deducting undéng discounts and
commissions and other estimated offering expefdesoffering closed on February 11, 20

e 12,576 shares of common stock valued at theiwElire of $87,028 were issued to a consultant ithaxge for service:
During 2012, equity related transactions were #s\ie:

e In November 2012, Opexa entered into 2 purchgeseaents with Lincoln Park pursuant to which tleen@any has the right to
sell to Lincoln Park an aggregate of up to $16.Bioniin shares of common stock, subject to certainditions and limitations. /
consideration forits commitment to purchase shares of common stackuant to the $1.5 million purchase agreementx@pe
issued to Lincoln Park 56,507 shares of commorkstath a fair value of $149,13:

e In November and December 2012, 265,000 sharesnomom stock were sold and 2,610 additional commitrsbares were issui
to Lincoln Park for net proceeds of $333,9

e In December 2012, 163,224 shares of common steck issued to the Noteholders of the July 20128las payment of accrued
interest.

NOTE 12—OPTIONS AND WARRANTS

On September 2, 2010, the Board adopted the Opleeegapeutics, Inc. 2010 Stock Incentive Plan (“tB&@®Plan”)for the granting ¢
equity incentive awards to employees, directors @musultants of Opexa. The 2010 Plan was apprbyethe Companyg stockholders ¢
October 19, 2010. The 2010 Plan is the successandocontinuation of Opexa’s June 2004 Compensabtogk Option Plan (the200</
Plan”). The 2004 Plan reserved a maximum of 575,000 shafesommon stock for issuance pursuant to incensiteck options ar
nonqualified stock options granted to employeegatibrs and consultants. Awards were made as ditbentive stock options or nonqualif
stock options, with the Board having discretiord&germine 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 anditond as set forth in the agreeme¢
evidencing such stock awards and the terms of @& 2lan, but no additional awards will be grantedler the 2004 Plan subsequer
approval of the 2010 Plan. Under the 2010 Plam tdtal number of shares of common stock resergedés$uance consists of 625,000 sh
plus the number of shares subject to stock optiuistanding under the 2004 Plan that are forfaiteterminate prior to exercise and wc
otherwise be returned to the share reserves uhde204 Plan and any reserved shares not issusdb@@ct to outstanding grants, up
maximum of 793,204 shares. The 2010 Plan providethe grant of incentive stock options or nondiedi stock options, as well as restric
stock, stock appreciation rights, restricted stocits and performance awards that may be settledsh, stock or other property. The Boat
Directors or Compensation Committee, as applicadeinisters the 2010 Plan and has discretion teriekne the recipients, the number
types of stock awards to be granted and the tendscanditions of the stock awards, including theqakof their exercisability and vestir
Subject to a limitation on repricing without stocktter approval, the Board or Compensation Commitiseapplicable, may also determine
exercise price of options granted under the 20460.PI

Employee Options
During 2011, options to purchase 43,750 shareswinton stock were granted by Opexa to its emplogees exercise price of $6..
These options have a term of ten years and vestthree years. Fair value of $268,451 was recorgsag the Black-Scholes optigiricing

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) expected term of siarge(3) expected volatility of 192% and (4) zexpexted dividends.
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During 2011, options to purchase 18,750 shares foéisted and cancelled.

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

During 2012, options to purchase an aggregate D8B2 shares were granted to employees, at exegydises ranging from $1.80
$3.80. These options have terms of ten years avel daesting schedule of three years. Fair valuk86f,020 was calculated using the Blacl
Scholes option-pricing model. Variables used in Bh@ck-Scholes optiopricing model for these options include (1) disdorate range «
1.40% and 1.98%, (2) expected term of 5.25 to Tsy€8) expected volatility range of 180% and 183%d (4) zero expected dividends.

During 2012, options to purchase an aggregate 4f786 shares were granted to senior managemest] basthe achievement of fut
performanceédased, strategic milestone objectives, at an esesrprice of $3.80. These options have terms ofyears and have vesti
schedules of three years commencing after the pezific milestone objectives have been individuatigt. Fair value of $964,715 v
calculated using the Black-Scholes option-pricingdiel. Variables used in the Black-Scholes oppidoing model for these options include
discount rate of 1.98%, (2) expected term of tearge(3) expected volatility of 183% and (4) zexpexted dividends. As of December
2012, one of the two specific milestone objectiliad been individually met and an aggregate of &ddares granted to senior manage
commenced vesting during 2012.

During 2012, options to purchase 4,678 shares foefeited and cancelled.

Opexa recorded $549,150 stdeised compensation expense to management and empldyring 2012, which included the rel
expense for the options that are expected to \a=son achievement of their related performannditions. Unamortized stock compensa
expense as of December 31, 2012 amounted to $13512,

Non-Employee Options:

During 2011, options to purchase 32,407 sharesoofnwon stock were granted by Opexa to its conswltant directors at exerc
prices ranging from $3.80 to $7.12. These opticegehterms of two to ten years, and have vestingsdidiat vary from either full or part
vesting at date of grant to full vesting within dieetwo years of the date of grant. Fair value B9&783 was recorded using the Bl&#hole
option-pricing model. Variables used in the Blaat&les optiorpricing model for options issued during the yeatlexhDecember 31, 20
include (1) discount rate range of 0.25% to 3.5@pgexpected term of two to five and one-quarterge(3) expected volatility of 85%398%
and (4) zero expected dividends.

Opexa recorded $185,890 stock-based compensatipens& to consultants and directors during 2011.mdndzed stockiase
compensation expense as of December 31, 2011 aetbtn$19,658.

During 2012, an option to purchase an aggregafs3af0 shares was granted to Opexa’s eimployee Acting Chief Financial Offic
at an exercise price of $2.04 in connection with &ppointment. This option has a term of ten yeaith onethird of the shares vesti
immediately, one-third of the shares vesting onddgner 31, 2012 and the remaining dhied of the shares vesting at the earlier of J8@,
2013 or the appointment of a permanent chief firdrufficer. Fair value of $37,096 was calculatesing the Black-Scholes optiguricing
model. Variables used in the Black-Scholes oppidoing model for this option include (1) discounate of 1.80%, (2) expected term of £
years, (3) expected volatility of 185% and (4) zexpected dividend:

During 2012, options to purchase an aggregate @0BOshares were granted to directors for servic©pexas Board at an exerci
price of $3.76. Options to purchase an aggregai®®@f00 shares have terms of 10 years, with 50%heghares vesting immediately and !
vesting one year from the date of grant. Optionpurchase the remaining 20,600 shares will expir¢he earlier of 10 years or a chang
control of the Company, with 50% of the shares imgsimmediately and 50% vesting on December 3122Fhir value of $111,428 w
calculated using the Black-Scholes option-pricingdel. Variables used in the Black-Scholes opfaicing model for these options include
discount rate of 2.03%, (2) expected term of 52ary, (3) expected volatility of 186% and (4) zexpected dividends.

During 2012, options to purchase 25,563 shares foéieted and cancelled.

Opexa recorded $141,576 of stdzksed compensation expense to consultants andtod#reduring 2012. Unamortized st
compensation expense as of December 31, 2012 aetbtmn$14,770.

Broker and Investor Warrants
During 2011, warrants to purchase 671,972 shares fodfeited.

In connection with Opexa’February 2011 public offering, Opexa issued wasréo purchase an aggregate of 414,650 sharesrohor
stock to the investors at an exercise price of#1per share. These warrants have a term of figesyend were immediately exercisable.
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During 2012, warrants to purchase 464,584 shares fodeited.

In connection with Opexa’July 25, 2012 private offering of the Notes (ke 6), Opexa issued warrants to purchase an gajgre
1,436,121 shares of common stock at a current &djiexercise price of $2.56 per share, subjecett@in limitations and adjustments. Th
warrants have a term of five years and are injtiedercisable on January 25, 2013.

At December 31, 2012, the aggregate intrinsic vafube outstanding options and warrants was $B384 $57,891, respectively.

At December 31, 2011, the aggregate intrinsic vafube outstanding options and warrants was $&77z61d $435,913, respectively.

Summary information regarding options and warrémtisi December 31, 2006 is as follows:

Weighted Weighted
Average Average
Exercise Exercise
Options Price Warrants Price
Outstanding at December 31, 20 190,42t $ 45.97 917,59 $ 78.0¢
Year ended December 31, 20!
Grantec 73,47¢ 21.12 — —
Forfeited and canceled (4,336 30.9¢ — —
Outstanding at December 31, 2( 259,56! $ 39.1¢ 917,59 $ 78.0¢
Year ended December 31, 20
Grantec 160,10( 4.5(C 1,682,20! 7.8¢4
Forfeited and canceled (31,617) 24.4] — —
Outstanding at December 31, 2( 388,04t $ 25.8¢ 2,599,79° $ 32.6(
Year ended December 31, 20!
Grantec 193,58: 3.8¢ 801,14 6.6¢
Exercisec (15,199 4.21 (179,69) 6.6
Forfeited and canceled (85,605 42.2 (52,08) 20.0(
Outstanding at December 31, 2( 480,83. $ 14.8C 3,169,16! $ 27.7:
Year ended December 31, 20
Grantec 38,13¢ 8.34 1,96¢ 8.0C
Exercisec (36,289 3.5¢€ (17,109 8.4(
Forfeited and canceled (97,177) 36.62 (289,16() 117.6(
Outstanding at December 31, 2( 385,51t $ 8.6( 2,864,87. $ 11.0(
Year ended December 31, 20
Grantec 76,15° 6.2¢ 414,64 10.4¢
Exercisec — — — —
Forfeited and canceled (18,75() 20.0( (671,97) 23.7:
Outstanding at December 31, 2( 442,92. $ 7.71 2,607,551 $ 6.6€
Year ended December 31, 20
Grantec 411,93t 3.6¢ 1,436,12 2.5¢
Exercisec — — — —
Forfeited and canceled (30,247) 11.8( (464,58:) 6.12
Outstanding at December 31, 2012 824,62( $ 5.54 3,5679,08 $ 5.64

Summary of options outstanding and exercisabld 8geoember 31, 2012 is as follows:

Weighted Average
Range of Exercise Remaining Contractual Number of Options Number of Options
Prices Life (years) Qutstanding Exercisable
$ 088 to $ 4.¢ 5.84 599,70t 258,33
5.00 to 9.¢ 1.5¢ 178,05« 157,22:
10.00 to 39.2 0.21 46,86( 46,86(
$ 0.88 to $39. 7.65 824,62 462,41t
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Summary of warrants outstanding and exercisabté Becember 31, 2012 is as follows:

Weighted Average
Range of Exercise Remaining Contractual Number of Warrants Number of Warrants
Prices Life (years) Outstanding Exercisable
$ 018 to $ 4.¢ 1.8¢€ 1,850,10: 413,98:
5.00 to 9.¢ 0.04 1,068,90! 1,068,90!
10.00 to 10.Z 0.5 660,08( 660,08(
$ 0.18 to $10. 2.4% 3,579,08 2,142,96

NOTE 13—LICENSES AND GAIN ON EXTINGUISHMENT OF DEBT
University of Chicago License Agreement

In 2004, Opexa entered into an agreement with thavddsity of Chicago (“University”)for the worldwide license to technolc
developed at Argonne National Laboratory, a U.Spdbement of Energy Laboratory operated by the Usitye The license was later amen
granting Opexa an exclusive, non-transferable wadd license to the University’'stem cell technology. In consideration for tloedise an
amendment, Opexa paid the University a total of25282 and issued the University 53,462 shares ofnoon stock valued at $2,295,4
Opexa also agreed to pay the University $1.5 milbad to issue the University 21,623 shares of @@exnmon stock. In April 2007, the $
million cash payment obligation was extended uiily 31, 2007 and the obligation to issue share®m#xas common stock was extent
until July 31, 2007, with $112,440 accrued as @eJB0, 2007.

In July 2007, Opexa entered into a second amendédestated license agreement with the University eliminated the obligatio
under the prior agreement for the payment of $lilbom due July 31, 2007 and the obligation to 1,623 shares of Opexa common si
These obligations were recorded as an intangildetawith the liabilities recorded as a notes plralsurrent portion of $1.5 million anc
stock payable of $112,440. As a result of the ammard and restatement of the license agreementthatuniversity, $1,612,440 was repoil
as a gain on extinguishment of liability. Opexa laggpthe accounting guidance related to transfexs$ servicing of financial assets
extinguishments of liabilities as well as the guida on debtos accounting for a modification or exchange of destruments. In August 20(
the University of Chicago license agreement waggaed to Novartis as part of Opesasale of its stem cell technology platform to Nuig:
and effective November 2, 2011, the license agreémas reassigned to Opexa and the license agreement wasdacthend restated,
further described below.

Stem Cell Technology Agreeme

In August 2009, Opexa entered into an exclusiveegent with Novartis for the further developmenttsfstem cell technology. Tt
technology, which has generated preliminary date iw early preclinical development. Under the teofithe agreement, Novartis acquirec
stem cell technology from Opexa and Novartis hatl fasponsibility for funding and carrying out atksearch, 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 stdee fee.

In November 2011, Opexa eequired the stem cell assets from Novartis in icemation for releasing Novartis with respect to/
further payment obligations owed to Opexa by Nasahh connection with the raequisition of the stem cell assets, a relatedchiieeagreeme
with the University of Chicago was essigned to Opexa. Opexa and the University of &juicentered into a Fourth Amended and Res
License Agreement in connection with such assigrriee®@pexa.

NOTE 14—SUBSEQUENT EVENTS

In January 2013, 125,000 shares of common stock s@&d and 975 additional commitment shares wexgets to Lincoln Park unc
the $1.5 million purchase agreement for net pros@é&$142,400.

On January 23, 2013, Opexa closed a private offarimsisting of convertible notes (the “January2Blbtes”)and warrants to purche
shares of common stock for gross proceeds of $6600 which $100,000 was from a related party. Jaeuary 2013 Notes are schedule
mature on January 23, 2014 and accrue interebeatate of 12% per annum, compounded annually. JAnheary 2013 Notes are converi
into common stock at the option of the investora gtice of $1.30 per share, subject to certaiitditions. The principal balance plus acci
was payable within five business days of the redeypOpexa of an aggregate of at least $7.5 mililoproceeds from the sale of its eq
securities and/or as payments from one or mor@@eior potential partners in return for grantingcanse, other rights, or an option to lice
or otherwise acquire rights with respect to Tcel@m February 26, 2013, following the receipt obqeeds in excess of $7.5 million, Op
paid principal and interest totaling $567,368 ttdees of the January 2013 Notes and issued 77 Ji@£€s of common stock to one holder of
January 2013 Notes who elected to convert the ipah@to common stock.

The warrants related to the January 2013 Notesiding have an exercise price of $1.24 per shafiegayear term and are exercise

for a maximum of 243,750 shares of common stockjest to certain limitations. The Company can eddehe warrants at $0.01 per sha
the Company’s common stock closes at or above 810 share for 20 consecutive trading days.
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Pursuant to the convertible secured promissory fisémcing effected by Opexa on July 25, 2012 (thdy 2012 Notes”), $.0 million
of the gross proceeds are maintained in a segekgateount and subject to a deposit control agreemhile the July 2012 Notes ¢
outstanding. Pursuant to a waiver executed byhtiders of in excess of two-thirds (@63%) of the principal amount of the outstandinty
2012 Notes and accepted by Opexa, the amount dofable subject to the deposit control agreementredisced to $500,000 on January
2013. In exchange for such waiver, the Companyedsvarrants to the holders of the July 2012 Natgsurchase an aggregate of 187
shares of the Company’s common stock. The warraat® an exercise price of $1.21 per share andgesyéiar term. The Company ¢
redeem the warrants at $0.01 per underlying shiateromon stock if the common stock closes at ovel#10.00 per share for 20 consect
trading days.

In February 2013, three of the holders of the A@l§2 Notes elected to convert an aggregate of $900pf the July 2012 Notes it
shares of the Company’s Series A convertible prefestock with further immediate conversion int@args of the Company’ commo
stock. Accordingly, the Company issued an aggeegh288,229 shares of common stock to the holders.

In February 2013, Opexa sold an aggregate of 1876ares of common stock under the ATM Agreemetadi&eptember 6, 2012
gross proceeds of $536,417. Under the ATM Agreer@péxa may sell an aggregate of up to 1,000,086eshof common stock from time
time through the placement agent with a commissiqual to 3% of the gross proceeds. Opexa paid ensgtion and fees totaling $16,10
the placement agent with respect to the shares sold

On February 4, 2013, Opexa entered into an optimhliaense agreement with MerckPursuant to the agreement, Merck has an c
to acquire an exclusive, worldwide (excluding Jgpaense of the CompanyTcelna program for the treatment of multiple sides. Unde
the terms of the agreement, the Company receivegbfrant payment of $5 million on February 20, 2013

On February 11, 2013, Opexa sold an aggregate08B81334 units in a registered offering, with eadiit gonsisting of one share
common stock and a warrant to purchase half (O$h)ase of common stock, at a price of $3.00 pet; o gross proceeds of $3,250,002.
shares of common stock and warrants were immegiaggarable and were issued separately such thatiteowere issued. The warrants
exercisable immediately upon issuance, have ayear-term and an exercise price of $3.00 per shafee of 6.0% of the gross proceeds
paid to the placement agent.
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Exhibit 10.22
WAIVER AND OMNIBUS AMENDMENT

WHEREAS: (i) the undersigned purchased a 12% Quible Secured Promissory Note (d\bte”) from Opexa Therapeutics, I
(the “ Company”) pursuant to a Note Purchase Agreement dated ZRilY2012 (the ‘Agreement”); and (ii) the Note and the Agreement
well as arrangements related thereto, contempldiat] for so long as any Note remains outstandimg,Company would maintain at le
$1,000,000 in a segregated account (t@sh Collateral’) subject to a control agreement in favor of Alk&RVilliams Ventures, Ltd. (the “
Agent”), as collateral agent for all purchasers of theds.

NOW, THEREFORE, in exchange for a warrant to aejairnumber of shares of the Compangbmmon stock equal to 187,!
multiplied by the quotient of the initial principamount of the undersigned’s Note divided by $4,088 (the “Warrant "), with such Warrat
to have a per share exercise price equal to thergjd’rice (as defined below) and otherwise baénform made available by the Company
undersigned hereby:

e Acknowledges and agrees that any and all requirtsveith respect to the Cash Collateral shall hesrtefoe reduced from $1,000,(
to $500,000 (the Reduction”), including without limitation for purposes of defig potential events of default under the Note af
as the scope of the Compi’s representations and reporting obligations putsioathe Agreemen

e Acknowledges and consents to the amendment of adyak arrangements, including the Note and thee&grent, to implement t
Reduction;

e Waives any and all events of default, breachesnifes events or circumstances otherwise represenyehe Reduction; ar

e Acknowledges, consents and instructs that the Agkall take any and all action necessary or ddsittabrelease the amount of
Reduction completely to the sole dominion and cadrdf the Company

The “ Closing Price” means the closing price of the Compangbmmon stock on the NASDAQ Stock Market on suatie ds the Company
has obtained executed documents in form and sulsstmilar to this Waiver and Omnibus Amendmentfitbie holders of Notes represen
at least two-thirds (6@8/3%) of the principal amount of all then outstargdNotes and (i) elects in its discretion to impent the intent here
(as evidenced by the Company’s countersignaturetdieprovided however, that if a Closing Date has not occurred prioFédruary 1, 201
then this Waiver and Omnibus Amendment shall bd aoid without further effect for all intents and poses.

Note Holder Signature Countersigned
OPEXA THERAPEUTICS, INC

Name By:
Title: Its:
Entity: Closing Date: January , 2013




Exhibit 21.1

SUBSIDIARIES OF THE REGISTRANT
Listed below are subsidiaries of Opexa Therapeuiics as of December 31, 2012.

Subsidiary Nam State/Jurisdiction of Incorporatic

Opexa Hong Kong Limite Hong Kong



Exhibit 23.1

CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

We consent to the incorporation by reference inRbgistration Statement on Forms S-3 (Nos. 33308%nd 333-185003), and Forms S-8
(Nos. 333-139196 and 333-176934) pertaining tadpexa Therapeutics, Inc. June 2004 Compensatock &iption Plan and 2010 Stock

Incentive Plan, respectively, of our report datearéh 28, 2013 with respect to the audited finarsti@iements of Opexa Therapeutics, Inc. for
the years ended December 31, 2012 and 2011.

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

March 28, 2013



EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Neil K. Warma, certify that:
1. | have reviewed this Annual Report on Forn-K of Opexa Therapeutics, Inc

2. Based on my knowledge, this report does not corgainuntrue statement of a material fact or omitade a material fact necessar
make the statements made, in light of the circunt&s under which such statements were made, ntgadisg 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 ogerstand cash flows of the registrant as of, amgtfe@ periods presented in this rep

4, The registran$’ other certifying officer(s) and | are responsifde establishing and maintaining disclosure cdstand procedures (
defined in Exchange Act Rules 13a-15(e) and 15¢)) 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 proceduré® tdesigned under ¢
supervision, to ensure that material informatidatieg to the registrant, including its consolidh®ubsidiaries, is made knowr
us by others within those entities, particularlyidg the period in which this report is being pregzh

b. Designed such internal control over financial réipoy, or caused such internal control over finaheporting to be designed un
our supervision, to provide reasonable assurangardang the reliability of financial reporting aride preparation of financ
statements for external purposes in accordancegeitlerally accepted accounting princip

c. Evaluated the effectiveness of the registsaisclosure controls and procedures and presémthd report our conclusions ab
the effectiveness of the disclosure controls amuteuatures, as of the end of the period covered tlsyréport based on sL
evaluation; ant

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

5. The registrans other certifying officer(s) and | have disclosbdsed on our most recent evaluation of internatrob over financie
reporting, to the registrant’s auditors and theitacmimmittee of the registrasthboard of directors (or persons performing theweden
functions):

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

b. Any fraud, whether or not material, thatalwes management or other employees who have #isagn role in the registrarg’
internal control over financial reportin

Date: March 28, 2013 By: /s/ Neil K. Warme
Neil K. Warma
President and Chief Executive Offic




EXHIBIT 31.2

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, David E. Jorden, certify that:
1. | have reviewed this Annual Report on Forn-K of Opexa Therapeutics, Inc

2. Based on my knowledge, this report does not corgainuntrue statement of a material fact or omitade a material fact necessar
make the statements made, in light of the circunt&s under which such statements were made, ntgadisg 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 ogerstand cash flows of the registrant as of, amgtfe@ periods presented in this rep

4, The registran$’ other certifying officer(s) and | are responsifde establishing and maintaining disclosure cdstand procedures (
defined in Exchange Act Rules 13a-15(e) and 15¢)) 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 proceduré® tdesigned under ¢
supervision, to ensure that material informatidatieg to the registrant, including its consolidh®ubsidiaries, is made knowr
us by others within those entities, particularlyidg the period in which this report is being pregzh

b. Designed such internal control over financial réipoy, or caused such internal control over finaheporting to be designed un
our supervision, to provide reasonable assurangardang the reliability of financial reporting aride preparation of financ
statements for external purposes in accordancegeitlerally accepted accounting princip

c. Evaluated the effectiveness of the registsaisclosure controls and procedures and presémthd report our conclusions ab
the effectiveness of the disclosure controls amuteuatures, as of the end of the period covered tlsyréport based on sL
evaluation; ant

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

5. The registrans other certifying officer(s) and | have disclosbdsed on our most recent evaluation of internatrob over financie
reporting, to the registrant’s auditors and theitacmimmittee of the registrasthboard of directors (or persons performing theweden
functions):

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

b. Any fraud, whether or not material, thatalwes management or other employees who have #isagn role in the registrarg’
internal control over financial reportin

Date: March 28, 2013 By: /s/ David E. Jorde
David E. Jorden
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 Tipergics, Inc. (the “Company”) on Form KDfor the period ending December
2012 (the “Report”)as filed with the Securities and Exchange Commissio the date hereof, I, Neil K. Warma, President &hief Executiv

Officer of the Company, certify, pursuant to 18 I.S81350, as adopted pursuant to §906 of the Baslixley Act of 2002, to the best of 1
knowledge, that:

1. The Report fully complies with the requirementsettion 13(a) or 15(d) of the Securities Exchangeof1934; anc

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

Date: March 28, 2013 By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Officer
(Principal Executive Officer




EXHIBIT 32.2

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 Tipergics, Inc. (the “Company”) on Form KDfor the period ending December
2012 (the “Report”)as filed with the Securities and Exchange Commissin the date hereof, |, David E. Jorden, Actinge€Fkinancia

Officer of the Company, certify, pursuant to 18 I.S81350, as adopted pursuant to §906 of the Baslixley Act of 2002, to the best of 1
knowledge, that:

1. The Report fully complies with the requirementsettion 13(a) or 15(d) of the Securities Exchangeof1934; anc

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

Date: March 28, 2013 By: /s/ David E. Jorde

David E. Jorden
Acting Chief Financial Officer
(Principal Financial and Accounting Office




