EDGAROnline

OPEXA THERAPEUTICS, INC.

FORM 10-K

(Annual Report)

Filed 02/23/15 for the Period Ending 12/31/14

Address

Telephone
CIK
Symbol
SIC Code
Industry
Sector
Fiscal Year

2635 TECHNOLOGY FOREST BLVD.
THE WOODLANDS, TX 77381

(281) 272-9331

0001069308

OPXA

2834 - Pharmaceutical Preparations
Biotechnology & Drugs

Healthcare

12/31

Powere 4 &y EDGAROnline

http://www.edgar-online.com
© Copyright 2015, EDGAR Online, Inc. All Rights Reserved.

Distribution and use of this document restricted under EDGAR Online, Inc. Terms of Use.


http://www.edgar-online.com

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

WASHINGTON, D.C. 20549

FORM 10-K

= ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(D) OF THE SECURITIES EXCHANGE ACT OF 1934
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Company,” “we,

‘our” and “us” in this annual repott to refers to the business of Opexa Therapeutics,




Forward Looking Statements

Statements contained in this report, other thaterstents of historical fact, constitute “forward4ang statements.” The words “expects,” “believeitpes,” “anticipates,” “estimates,” “may,” “could;intends,” “exploring,”
“evaluating,” “progressing,” “proceeding” and siamilexpressions are intended to identify forwardkiog statements. These forwdmbking statements do not constitute guarantedstofe performance. Investors are cautioned
statements which are not strictly historical statets, including, without limitation, statementsagdjng current or future financial payments, cosfyrns, royalties, performance and position, pland objectives for future operatic
plans and objectives for product development, pkams objectives for present and future clinicadlgriand results of such trials, plans and objestiee regulatory approval, litigation, intellectuptoperty, product developme
manufacturing plans and performance, managemeritiatives and strategies, and the developmenhef@ompany’s product candidates, Tcelna (imile@ediy and OPX-212, constitute forward-looking staéats. Such forward-
looking statements are subject to a number of r@sids uncertainties that could cause actual resulthffer materially from those anticipated. Theks and uncertainties include, but are not Bahito, those risks discussed Risk
Factors,” as well as, without limitation, risks aested with:

e market conditions
our capital position
our ability to compete with larger, better finanggthrmaceutical and biotechnology compar
new approaches to the treatment of our targetehsies
our expectation of incurring continued loss
our uncertainty of developing a marketable prod
our ability to raise additional capital to continoer development programs (including to undertal@@mplete any ongoing or further clinical stud@sTcelna or OP-212);
our ability to maintain compliance with NASDAQ lisg standards
the success of our clinical trials (including tAkase IIb trial for Tcelna in secondary progressiuetiple sclerosis (MS) which, depending upon fessunay determine whether Ares Trading SA (MerekdBo),
wholly owned subsidiary of Merck Serono S.A., edetct exercise its option (the Option) to acquirerclusive, worldwide (excluding Japan) licensewf Tcelna program for the treatment of M
whether Merck Serono exercises its Option and,ifxhether we receive any development or commézatidn milestone payments or royalties from Me&gkono pursuant to the Optic
our dependence (if Merck Serono exercises its @pta the resources and abilities of Merck SeramdHe further development of Tcelr
the efficacy of Tcelna for any particular indicatjsuch as for relapsing remitting MS or secongogressive MS, and the efficacy of C-212 for neuromyelitis optica (NMO
our ability to develop and commercialize produ
our ability to obtain required regulatory approvi
our compliance with all Food and Drug Administratiegulations
our ability to obtain, maintain and protect intetlgal property rights (including for Tcelna and C-212);
the risk of litigation regarding our intellectuaiperty rights or the rights of third parti¢
the success of third party development and commlération efforts with respect to products covebgdntellectual property rights that we may licemsdransfer
our limited manufacturing capabilitie
our dependence on th-party manufacturer:
our ability to hire and retain skilled personr
our volatile stock price; ar
other risks detailed in our filings with the SE

These forward-looking statements speak only abefiate made. We assume no obligation or undegakiupdate any forwardoking statements to reflect any changes in expiects with regard thereto or any change in ev
conditions or circumstances on which any such stete is based. You should, however, review adutidisclosures we make in the reports we file with SEC.




PART |
Iltem 1. Business
Unless otherwise indicated, we use “Opexa,” “thenpany,” “we,” “our” and “us” to refer to the busisses of Opexa Therapeutics, Inc.

Opexa is a biopharmaceutical company developingraomalized immunotherapy with the potential tattnaajor illnesses, including multiple sclerosis)Vas well as other autoimmune diseases such asmgelitis optici
(NMO). These therapies are based on our propriéitargll technology. Our mission is to lead thddief Precision ImmunotherapyBy aligning the interests of patients, employees strareholders. Information related to our prc
candidates, Tcelna® and OPX-212, is preliminary iamdstigative. Tcelna and OPX-212 have not tegproved by the U.S. Food and Drug Administrati®BA) or other global regulatory agencies for mairigt

MS is an inflammatory autoimmune disease of th@raénervous system (CNS), which is made up oftttan, spinal cord and optic nerves, with a clitiicheterogeneous and unpredictable course thaigterfor decades. N
attacks the covering surrounding nerve cells, celmysheaths, leading to loss of myelin (demyeiomtand nerve damage. In addition to demyelinatibe neuropathology of MS is characterized byalse loss of oligodendroglial ce
and axonal degeneration and manifests in neurabgdificits. Symptoms may be mild, such as numbireske limbs, or severe, such as paralysis or édsgsion. This inflammatory, demyelinating, autohune disease has vat
clinical presentations, ranging from relapses andissions (relapsing remitting MS, or RRMS) to slaecumulation of disability with or without relapsésecondary progressive MS, or SPMS). There gpeoaimately 450,000 M
patients in North America and over 2,000,000 pésievorldwide according to estimates from The NatldS Society. The portion of the MS patient pofiokathat can be classified as SPMS is estimateghbipus industry sources to
between 30-45% of the total MS patient population.

We believe that our lead product candidate, Tcdiaa,the potential to fundamentally address thecaose of MS by stopping the demyelination proeesssupporting the generation of new myelin steatfiere demyelinatic
has occurred (remyelination). Tcelna is an autmlsgr-cell immunotherapy that is currently beingeleped for the treatment of SPMS and is speclfidallored to each patierstimmune response profile to myelin. Tcelna is glesil tc
reduce the number and/or functional activity ofcifie subsets of myelin-reactive T-cells (MRTCs)okm to attack myelin. This technology was origipditensed from Baylor College of Medicine in 2001.

Tcelna is manufactured using our proprietary mefioodhe production of an autologousc@H product, which comprises the collection ofdadrom the MS patient and the expansion of MRTiGmfthe blood. Upon completion
the manufacturing process, an annual course ddplyezonsisting of five doses is cryopreservedeakth dosing time point, a single dose of Tcelfarimulated and attenuated by irradiation beforarréng the final product to the clinic
site for subcutaneous administration to the patient

Tcelna has received Fast Track designation fronf-iw& in SPMS, and we believe it is positioned gotential first-to-market personalized T-cell theydor MS patients. The FDA'Fast Track program is designed to facilitatt
development and expedite the review of drug canelgdiatended to treat serious or life-threatenimigdétions and that demonstrate the potential toesfdunmet medical needs.

In addition to our ongoing clinical developmentTafelna, we announced on September 8, 2014, tharevalso developing OPX-212 as an autologoesllimmunotherapy for the treatment of NMO. NM®©an autoimmur
disorder in which immune system cells and antibodigack and destroy astrocytic/myelin cells indpéc nerves and the spinal cord leading to deimggbn and loss of axons. There are currentlfFBé-approved therapies for NM
other than to treat an attack while it is happeningeduce symptoms and to prevent relapses. 2I2Xs specifically tailored to each patient’s immuesponse to a protein, aquapetjiwhich is the targeted antigen in NMO. In NN
the immune system recognizes aquaporin-4 as fqr#igs triggering the attack. We believe a medrarof action of OPX-212 may be to reduce the nurabelfor regulate aquaporin-4 reactivedlls (ARTCs), thereby reducing
frequency of clinical relapses and subsequent pesipn in disability. See “—NMO — OPX-212" beléov more information on our development plans@#X-212 in NMO.

Multiple Sclerosis—Background
MS is a disease that is more common in females nfeles (2:1) between the ages of 20 and 40, witeak onset of approximately 25 years of age. M§uieatly causes impairment of motor, sensory, coatéin and balanc

visual, and/or cognitive functions, as well as ann(bladder) or bowel dysfunction and symptom$atifjue. The identified autoimmune mechanisms téeat myelin tissue of the CNS may play an impurtele in the pathogenesis
MS. Epidemiologic studies suggest that a varietyefetic, immunologic, and environmental factorduiding viral infections may play a role in defigithe etiology and in triggering the onset and peesion of MS.




At the onset of MS, approximately 85% of MS patiehave RRMS. Without disease-modifying medicatmmehalf of these RRMS patients will develop steaditpgressive disease, SPMS, within 10 years, inargasi 90%
within 25 years of MS diagnosis. The MS drug markas approximately $13 billion in 2012 and is fmsted to reach as much as $16 billion by 2015.

MS remains a challenging autoimmune disease to lezause the pathophysiologic mechanisms aresdivand the chronic, unpredictable course of theadie makes it difficult to determine whether thefable effects of short-
term treatment will be sustained. Therapies thaeasy to use and can safely prevent or stop tggession of disease represent the greatest ureadtin MS.

In recent years, the understanding of MS pathogeres evolved to comprise an initial, T-celediated inflammatory activity followed by seleeidemyelination (erosion of the myelin coating leé nerve fibers) and th
neurodegeneration. The discovery of diseaevant immune responses has accelerated theogewveht of targeted therapeutic products for thatment of the early stages of MS. Some subjects, dve the appropriate gen:
background, have increased susceptibility for theivo activation and expansion of MRTCs. These MIRTnay remain dormant, but at some point they etieaged in the periphery, thus enabling them wssrthe bloodyain barrie
and infiltrate the healthy tissue of the brain apihal cord. The cascade of pathogenic events keadismyelination of protrusions from nerve celidled axons, which causes nerve impulse transnmssdiffuse into the tissue result
in disability to the individual.

Tcelna for MS

We believe that Tcelna works selectively on the MRy harnessing the body's natural immune defeysiem and feedback mechanisms to deplete thes#isTand induce favorable immune regulatory respsiby rebalancii
the immune system. Tcelna is a personalized imnimenapy that is specifically tailored to each pdtgedisease profile. Tcelna is manufactured by gisimmPath® , our proprietary method for the production of digra-specific Teell
immunotherapy which encompasses the collectionlaicdbfrom the MS patient, isolation of peripheréddd mononuclear cells, generation of an autologmus of MRTCs raised against selected peptides fnoyelin basic prote
(MBP), myelin oligodendrocyte glycoprotein (MOG)daproteolipid protein (PLP), expanding these MRTE€® therapeutic dose @ivo, and attenuating them with gamma irradiatiorptevent DNA replication and thereby cell
proliferation. These attenuated MRTCs are therctaje subcutaneously into the body in therapeutgagdes. The body recognizes specificell-receptor molecules of these MRTCs as immuniogend initiates an immune respo
reaction against them, resulting in the depletind/ar immunosuppression of circulating MRTCs cargythe peptide-specific T-cell receptor moleculesaddition, we believe that @ell activation molecules on the surface of
activated MRTCs promote anti-inflammatory respon¥és believe that because the therapy uses anidodits own cells, the only direct identifiable side effebserved thus far is injection site reactionsctviypically are minor ar
generally clear within 24 hours.

Tcelna Clinical Development Program

Tcelna is a novel Eell immunotherapy in Phase Ilb clinical developirfen the treatment of patients with SPMS. It iscapositioned to enter Phase Ill clinical developter the treatment of patients with RRMS, subjecthe
availability of sufficient resources or a stratepartnering commitment.

The Tcelna clinical development program spans studbnducted by Baylor College of Medicine and Ipgxa.
Summary of Phase | Dose Escalation Study in !

A Phase 1 dose escalation study completed in 2@&6canducted in patients with both RRMS and SPM8 wre intolerant or unresponsive to current appdabherapies for MS. The opéabel, dose escalation study evalu
safety and clinical benefit by administering a mimseries of four treatments at one of three tass administered at baseline and weeks 4, 8lanResults of the efficacy analyses provide sowideece of the effectiveness of Tce
in the treatment of MS. Data from the Phase Iyseudluating the Expanded Disability Status ScBI2%S) showed improvements in some subjects in cosgpeto baseline for weeks 20 and 28.

Subjects showed statistically significant improveirie overall reduction of MRTC counts over baselat all visits through week 52 for subjects reicgj\80-45 million cells per dose, as assessed by total ®IRdunt percentar
changes. These data indicate that Tcelna treatvaesses a depletion or immunomodulation of theds,aabst obvious at time points closer to the itifgts. These findings were published in Clinicahtunology (2009) 131, 202-215.




Overall, results of the safety analyses indicate tteatment with Tcelna is wethlerated. Reported adverse events were mostly onilthoderate in intensity. Mild injection site réans were observed but all resolved rag
without treatment. In conclusion, data from thisdst suggest that Tcelna is safe for the treatmeMS)

Summary of Phase I/lIA Clinical Trial Data in M<S

The second clinical study performed by Opexa waspan-label extension study completed in 2007&attpatients who were previously treated witbeTl-immunotherapy but who saw a rebound in MRT@vig. The purpose ¢
this extension study was to continue evaluatingeffieacy, safety and tolerability of Tcelna in ieats with RRMS and SPMS with repeated adminigiratif Tcelna. Results of the study provide evidesfabe effectiveness of Tcelne
the treatment of MS with repeated dosing. Improvetniérom baseline at both week 28 and week 52 efetktension study were observed for the frequefidy® exacerbations, or annualized relapse rate (ARFaluation of th
Multiple Sclerosis Impact Scale (MSIS-29) comporssures suggests a trend for Tcelna therapy ifmbeovement of physical and psychological paransessessed by the MS2S: The EDSS score analysis revealed an upward
for the percentage of subjects that reported imgarent and sustained improvement over baselingesuilt of Tcelna treatment.

Subjects showed statistically significant reductimer baseline in the MRTC counts for each timeptsirough month nine of the extension study.

Overall, results of the safety analyses indicat thpeated treatment with Tcelna is welkrated. Reported adverse events (AEs) were ynosttl or moderate in intensity. Mild injection siteactions were observed but
resolved rapidly without treatment. Furthermorsptes from this study suggest that repeated dasfiffigelna has a substantive effect in reductioARR in subjects with MS and was well-tolerated.

Summary of TERMS Phase IlIb Clinical Trial Data in RMS

Tovaxin for Early Relapsing Multiple Sclerosis (TEB) was a Phase IlIb clinical study of Tcelna in RRpatients completed in 2008. Although the studlyndit show statistical significance in its primarydpoint (the cumulati
number of gadolinium-enhanced brain lesions usiagmetic resonance imaging (MRI) scans summed aiugpoints in the study), the study showed cormekvidence of efficacy in various clinical andéhet MRI endpoints.

The TERMS study was a multi-center, randomized btoblind, placebaontrolled trial in 150 patients with RRMS or higbkk Clinically Isolated Syndrome. The inclusioriteria for TERMS was an EDSS score of 0 to
Patients received a total of five subcutaneousiigas at weeks 0, 4, 8, 12 and 24. Key resultsifthe TERMS trial included:
e In the modified intent to treat patient populatmmsisting of all patients who received at least dose of study product and had at least one Miri atweek 28 or later (n=142), the ARR for Tc-treated patients w
0.214 as compared to 0.339 for plac-treated patients, which represented a 37% decie#@s®R for Tcelna as compared to placebo in theeggirpopulation
e In a prospective group of patients with more actlisease (ARR>1, n=50), Tcelna demonstrated a Eslction in ARR as compared to placebo, an 88%ctextuin whole brain atrophy and a statisticallgrsficant
improvement in disability (EDSS) compared to placép<0.045) at week 52 during the @éek period following the administration of thelfaburse of treatment; and in a retrospective @il patients naive
previous disease modifying treatment, the reshitsved that patients, when treated with Tcelna,eh88% to 73% reduction in ARR versus placebo fertlrious subsets and p values ranged from 0.0096

We remain committed to further advancing Tceln®RMS at a later date assuming the availabilityufisient resources or a strategic partnering comment. For Opexa, however, SPMS is an area whighelieve represent:
higher unmet medical need.

SPMS Overview and Tcelna Mechanism of Action

SPMS is characterized by a steady accrual of irsile disability, despite, in some cases, relafsiswed by remissions or clinical plateaus. Oldge at onset of MS diagnosis is the strongestigiee of conversion 1
SPMS. Males have a shorter time to conversionPlS compared with females. Available immunomoduotatind immunosuppressive therapies used for RRME hat been effective in SPMS. In clinical triglsese therapies he
demonstrated anti-inflammatory properties as meaishy the reduction in number and volume of coreatiancing or acutely inflammatory CNS lesions ncostmonly seen in patients with RRMS. The typicaMSPpatient, howeve
has little or no radiographic evidence of acut&imimation. It is commonly observed that contrasteerting CNS lesions are uncommon among these fRtiespite a clearly deteriorating neurologic seur




The lack of effect of conventional MS therapeutitSPMS suggests that the cerebral deterioratianacherizing progressive di may be driverabipffs other than acute inflammation. For instatiee jmmunopathology
SPMS is more consistent with a transition to a slw@-cell dependent inflammatory type, which may encosspthe innate immune response and persistent txativaf microglia cells. Meningeal follicles close cortical gray matti
lesions suggests that adaptive immune responselviing antibody and complement contribute to pregien in SPMS. Furthermore, chronic MRTCs may herdmuting to the development of both innate andpaive immune respons
persisting in the CNS.

Radiographic features that stand out among patieititsSPMS include significantly more atrophy oigmatter compared with RRMS patients. Of notegitamm disability in MS in general appears more dipserrelated to gre
matter atrophy than to white matter inflammationc!$ atrophy may be suggestive of progressive d@irdisability. Both clinically and radiographicallgPMS represents a disease process with cer@inrés distinct from those
RRMS, and one with extremely limited treatment @psi.

Tcelna immunotherapy in SPMS may reduce the drigktkis chronic disease by down-regulating angielin immunity through priming regulatory resposiseat may act in the periphery as well as within€NS. We believe tt
our clinical results show therapeutic subcutanetmsing of 30-45 million cells of Tcelna stimulatesst reactivity to the over-represented MRTCs asda consequence, a dominant negative regulatogfl Tesponse is induced lead
to down-regulation of similar endogenous diseasesiog MRTCs.

We believe that Tcelna has the potential to indutep-regulation of regulatory cells, such as Fexpeg cells and IL10 secreting Trl cells, which may effect a reductioinflammation and provide neuroprotection skiothiey
gain entry to the CNS. Data from our TERMS stubipveed statistically significant changes from baeel{p=0.02) in Foxp3+ Treg cells for the subseToélna patients who had ARR >1. The placebo arntHfisr subset was r
statistically different from its baseline levelshrEe SPMS patients from prior clinical studies, séhblood samples were analyzed to measure Trlpréisto treatment and post treatment, showecdharease in the levels of Trl ct
from non-detectable levels to the range of heattbior samples. These three patients who had relapshe preceding 12-24 month period remainecpseldree during the 5&eek assessment period and also showed a 57% t
reduction in MRTCs.

Current Treatment Options for SPMS

Only one product, mitoxantrone, is currently apgmeyor the indication of SPMS in the U.S. Howeance 2005, this drug carries a black box warnéhge to significant risks of decreased systolic fiom; heart failure, ar
leukemia. The American Academy of Neurology hasesisa report indicating that these risks are evgineh than suggested in the original report leadinthe black box warning. Hence, a safe and effe¢teatment for SPMS remain
significant unmet medical need.

Tcelna Clinical Overview in SPMS

In multiple previously conducted clinical trialsrfthe treatment of patients with MS (which haverbeeighted significantly toward patients with RRMS}elna has demonstrated one of the safest sidet gfrofiles for an
marketed or development-stage MS therapy, as wedhaouraging efficacy signals. A total of 144 M&ignts have received Tcelna in previously condl@gpexa trials for RRMS and SPMS. The therapy legnhwvelltolerated in a
subjects and has demonstrated an excellent oweriaity profile. The most common side effect is midnoderate irritation at the site of injectionhiah is typically resolved in 24 hours. Tcelna Ihaen administered to a total of
subjects with SPMS across three previous clinitaliss.

In a pooled assessment of data from 36 SPMS psatiezdted in Phase | open label studies at theoB&dllege of Medicine completed in 1998 and in &pgponsored studies completed in 2006 and 2007, =ippacely 80% o
the 35 SPMS patients who completed two years afrtrent showed disease stabilization as measur&DBS following two years of treatment with Tcelmath the other 20% showing signs of progressiohis Tompares to historic
control data which showed a progression rate of 40%PMS patients (as reported in ESIMS Study ptlkeli in Hommes Lancet 2004). The 10 SPMS patienBpexa sponsored studies showed a substantialtiealin ARR at twi
years from 0.5 to an ARR less than 0.1. Only loduhe 10 patients experienced one episode ofseldpring the two years of assessment. This sahm@tcshowed no worsening of physical or psychaialgiondition (key quality of lif
indicators as measured by the MS Impact Scalej dfte years of treatment with Tcelna. Additionaltiere were no reported serious adverse eventsg)SiAEany of the patients. Based on preliminaryadatggesting stabilized
improved disability among SPMS subjects receivigliia, we believe that further development of gieeduct candidate in SPMS is warranted.




ADbili-T Trial: Phase Ilb Clinical Study in Patients with SPMS

In September 2012, we announced the initiation Bhase Ilb clinical trial of Tcelna in patients wBPMS. The trial is entitled: A Phase Il DoubléB, Placebo Controlled MulGenter Study to Evaluate the Efficacy and S:
of Tcelna in Subjects with Secondary ProgressivétiMe Sclerosis and has been named the “AbiliTédlt The Abili-T trial is a double-blind, 1:1 randhized, placeb@ontrolled study in SPMS patients who demonstratdeace o
disease progression with or without associatecgsels The trial is being conducted at approxima@élyeading clinical sites in the U.S. and Canaul# lsas enrolled patients who have Expanded DisalStatus Scale (EDSS) scc
between 3.0 and 6.0. According to the study paifqmatients are receiving two annual courses effi@treatment consisting of five subcutaneoustiges per year at weeks 0, 4, 8, 12 and 24.

The primary efficacy endpoint of the trial is thergentage of brain volume change (whole brain ayppt 24 months. Study investigators will also mea several important secondary outcomes comnassyciated with M
including sustained disease progression as measyr&DSS, changes in EDSS, time to sustained pseigne, ARR, change in Multiple Sclerosis FunctioBaimposite (MSFC) assessment of disability and géan Symbol Digi
Modality Test. Data on certain exploratory endp®such as quality of life metrics as measured byMhltiple Sclerosis Quality of Life Inventory (M3@Q, MRI measures and immune monitoring metricsas® being collected.

As part of the AbiliT trial, we are undertaking a comprehensive immmoaitoring program for all patients enrolled in stedy. The goals of this program are to furthedarstand the biology behind the mechanism of adtc
Tcelna and to possibly identify novel biomarkerattare dominant in the pathophysiology of SPMSepds$i The program encompasses an analysis of sgpimdinflammatory and aniiflammatory biomarkers and biomarker dat
being gathered during the course of the trial doliraded basis. We believe that directional movenaéntertain biomarkers, when corroborated with Ificianical trial data, may be indicative of respensl and disease stabilizatior
progression.

A scheduled Data Safety Monitoring Board meetiraktplace during the week of October 6, 2014, anecammendation was made to continue the study.réAtehed our enroliment target for the AMiltrial in June 2014, anc
total of 190 patients have been enrolled in this-fwar study. We expect top-line data for Tcetnbe available in the second half of 2016.

Option and License Agreement with Merck Serono

On February 4, 2013, we entered into an Option ldcense Agreement with Ares Trading SA (“Merck Sert), a wholly owned subsidiary of Merck Serono S.A. daiant to the agreement, Merck Serono has an ofttie
“Option”) to acquire an exclusive, worldwide (exding Japan) license of our Tcelna program for thatment of MS. The Option may be exercised bycdk&erono prior to or upon completion of our ongobili-T trial of Tcelna il
patients with SPMS. Under the terms of the agre¢nvee received an upfront payment of $5 million gwanting the Option. If the Option is exercisdterck Serono would pay us an upfront license fe825 million unless Merc
Serono is unable to advance directly into a Phisdinical trial of Tcelna for SPMS without a fimer Phase Il clinical trial (as determined by Me&#rono), in which event the upfront license feailde $15 million. After exercisir
the Option, Merck Serono would be solely respoesibt funding development, regulatory and commézzition activities for Tcelna in MS, although wewld retain an option to cfund certain development in exchange for incre
royalty rates. We would also retain rights to fieein Japan, certain rights with respect to theufature of Tcelna, and rights to use for otheidations outside of MS.

Based upon the achievement of development milestbpé/lerck Serono for Tcelna in SPMS, we would ligitde to receive ondime milestone payments totaling up to $70 millamfollows: (i) milestone payments aggrege
$35 million if Tcelna is submitted for regulatorppoval and commercialized in the United Statdpnfilestone payments aggregating $30 million ielfa is submitted for regulatory approval in Eurapel commercialized in at le
three major countries in Europe; and (iii) a mitest payment of $5 million if Tcelna is commerciatizin certain markets outside of the United StatesEurope. If Merck Serono elects to develop amiroercialize Tcelna in RRMS, 1
would be eligible to receive milestone paymentsregating up to $40 million based upon the achieverhg Merck Serono of various development, regujasmd first commercial sale milestones.

If Tcelna receives regulatory approval and is conuiaézed by Merck Serono, we would be eligiblerézeive royalties pursuant to a tiered structuneats ranging from 8% to 15% of annual net saiéth, stepups over suc
range occurring when annual net sales exceed $500nm$1 billion and $2 billion. Any royalties euld be subject to offset or reduction in varioitsations, including if third party rights are rergd or if patent protection is r
available in an applicable jurisdiction. We wouldaabe responsible for royalty obligations to certhird parties, such as Baylor College of Medécfrom which we originally licensed related tectogyl. If we were to exercise an opt
to co-fund certain of Merck Serono’s developmelmé, toyalty rates payable by Merck Serono wouldnzeeiased to rates ranging from 10% to 18%. In &ufdio royalty payments, we would be eligible teeiwe onetime commerci:
milestones totaling up to $85 million, with $55 heih of such milestones achievable at annual Hesdargets in excess of $1 billion.




Tcelna Manufacturing

We manufacture Tcelna in our own current Good Maaiufring Practice (cGMP) facility. Tcelna is a meralized autologous immunotherapy that is not engnufactured for every individual subject but akstailored to matc
each subject’s evolving disease profile as defimgd'-cell profiling against myelin antigens. In peging Tcelna, the subject is pre-screened withpoaprietary Epitope Profiling Assay (EPA) for immadominant anti-myelin Tell
responses against specific peptides by assayirghpeal blood mononuclear cell (PBMC) reactivityaagst 109 peptides tested in pools of six derivechfMBP, MOG and PLP. The EPA takes approximatdiydays to conduct a
report data. The MRTC lines to each pool are expdrid therapeutic levels, mixed and cryopresenrgil time for final formulation. The manufacturirand quality control process spans approximatel@a@g. Prior to injection, tl
MRTCs are thawed, formulated and attenuated (fadiation) to render them unable to replicate babla for therapy. These attenuatedells are administered in a defined schedule @& fubcutaneous injections. Patients wi
treated with a new, personalized treatment sefiles ubcutaneous injections) each year based einahered disease profile, or epitope shift, gr@remanufacture of a new Tcelna product representiagetherging immunodoming
T-cell response to myelin.

If Merck Serono exercises its Option to acquireegclusive, worldwide license for our Tcelna progriimthe treatment of MS, we retain certain rightth respect to the manufacture of Tcelna.
Personalized Therapy

The clinical symptoms of MS are the result of amimme attack against the myelin sheaths that iresulatves in the brain and spinal cord that corstitie CNS. A subset of white cells, calleddlls, is the primary orchestratol
this immunity. Tcelna is an immunotherapy repreisgnan enriched source of the patient's own MRTIGH &ire used to invoke a protective response tib fimther damage to the myelin sheaths withinpagents CNS. Immunity t
myelin in terms of the specificity of T-cells forylin proteins varies between individuals. Therefdcelna is further personalized by screeningrtireune response, and detecting those proteinstbaireferentially targeted bycells
on a per patient basis. This is achieved usingeprdragments, called peptides, from the threeomaiyelin proteins (MOG, MBP and PLP) as targetfirtely map immunity to myelin. A limited number péptides are chosen to wh
immunity appears greatest, and the Tcelna produntanufactured against these peptides. Thus, Télnat only manufactured for each patient, bus ialso tailored against each patient’s persordlizeell immune response
myelin. In preparing Tcelna for a patient, theigratspecific MRTCs are expanded from a unit of leHzood using the selected myelin peptides inptiesence of growth factors.

Tcelna Safety and Tolerability

We believe that Tcelna treatment selectively targaepletes and/or down-regulates the pathogewiellTpopulation. It is not a general immune supgaes and, accordingly, it has not shown to be d@atwith the serious si
effects seen by those MS treatments that functjosytemically suppressing the immune system. Weueethat this favorable safety profile may beimportant advantage as patient compliance represesignificant challenge due
serious side effects associated with various M&rments currently available.

NMO - OPX-212

In addition to our ongoing clinical developmentTafelna, we announced on September 8, 2014 tharevalso developing OPX-212 as an autologowlTimmunotherapy for the treatment of NMO. NM®©an autoimmur
disorder in which immune system cells and antibodigack astrocytes leading to the secondary diistnuof nerve cells (axons) in the optic nerved #re spinal cord. OPX-212 is specifically tailbrte each patiers’immune respon
to a protein, aquaporin-4 expressed by astrocwtleih is the targeted antigen in NMO. In NMO, thenune system recognizes aquaporin-4 as foreigs, tifiggering the attack. We believe a mechanitaction of OPX212 may be t
reduce the number and/or regulate aquaporin-4iveaEtcells (ARTCs), thereby reducing the frequentglinical relapses and subsequent progressiaifsability.

Patients with NMO present with acute, often sevatecks of blindness in one or both eyes followttiin days or weeks by varying degrees of paralysithe arms and legs. Most patients have relgpsitacks (separated
months or years with partial recovery), with usyaéquential index episodes of optic neuritis (@QNYl myelitis. A relapsing course is more frequanwomen, and nearly 90% of patients are femalgi¢glly late middleaged). It i
estimated that there are approximately 4,800 aafsE#0O in the U.S. NMO has a worldwide estimateev@alence of 1-2 people per 100,000 population.

There are currently no FDApproved therapies for NMO. An initial attack sually treated with a combination of a corticosiésaand/or by plasma exchange to limit the sevaitihe attack. Although not approved for N\
some physicians may utilize an immunosuppressait as Rituximab as long-term therapy to provideqmiion from increasing neurological impairmenttiyh relapse.




We expect to manufacture OPX-212 using ImmPathpeoprietary method for the production of an augolas Teell product, which comprises the collection ofl@dal product from the NMO patient and the expansibARTCs
from the blood product. Upon completion of the mfacturing process, ARTCs are cryopreserved in-goggvalents until required for use. On demandoseequivalent is thawed, formulated and attenuateirbgliation before beir
returned to the patient for subcutaneous injectioth the express purpose of inducing a regulaimmune response to reduce the frequency and/otifumef pathogenic ARTCs.

We initiated development activities for OPX-212r oliug development candidate for NMO, earlier §éar and have achieved a number of regulatory arlgl development milestones to date. These inchatelucting a pre-
Investigational New Drug application (pre-IND) miegtwith the U.S. FDA and performing imuse manufacturing runs with NMO patient samplés.are continuing with preclinical development wtigs and expect to file an IND 1
OPX-212 with the FDA by mid-2015. We believe OPX2Zor NMO will qualify for Orphan drug designatioand we also expect to apply for Fast Track design.

We believe part of the value of ourcBll platform comes from the ability to move relaly quickly and cost effectively into new autoimneudiseases. We do not expect our ongoing prealidievelopment activities related to
NMO program to materially affect the Comp/’s cash burn through IND submission. Assuming ssfoé completion of the preclinical developmentiaties and submission and acceptance of the INDheyFDA and/or CTA L
Health Canada, we may thereafter advance intocelimievelopment with a Phase 1/2 proofoficept study. We intend to evaluate various aptio fund such clinical study, including publicprivate capital raises as well as pote
partnership and out-licensing activities.

Other Opportunities

Our proprietary Teell technology has enabled us to develop intalEgproperty and a comprehensive sample databasenty enable discovery of novel biomarkers astetiwith MS. Depending upon the outcome of ful
feasibility analysis, the Tell platform may have applications in developirgatments for other autoimmune disorders. Whitepttimary focus of Opexa remains the developmeiicefna in SPMS, as well as our development plar
OPX-212 in NMO, we continue to investigate the egian of the T-cell platform into other autoimmutiseases as well as potential in-licensing of otiwerel technologies.

Licenses, Patents and Proprietary Rights

We believe that proprietary protection of our temlbgies is critical to the development of our bes& We will continue to protect our intellectusdmerty through patents and other appropriate ma&tesrely upon tradsecre
protection for certain confidential and proprietamformation and take active measures to controéss to that information. We currently have miisclosure agreements with all of our employeessaltants, vendors, advisory bo
members and contract research organizations.

The initial Tcell technology on which Tcelna is based was oalfyndiscovered by researchers at Baylor Colleg#etlicine in Houston, Texas. Baylor granted Opeaxaxclusive, worldwide right and license to comniadly
exploit such technology, which includes rights gsuied patents and pending patent applications obpdzhylor. Opexa has since expanded the developoferchnology related to Tcelna ancc@H technology and has filed pat
applications with respect thereto, from which sel/gatents have issued (including with respechéospecificity and veracity of antigens that haeerbdiscovered). There is also substantial pra@myidtnowhow surrounding the Tcel
development and manufacturing processes that reradirade secret. Consequently, we consider batdegntry, relative to Tcelna for the treatmendd, to be high.

Our patent portfolio tracks our scientific develagrhprograms in autoimmune disease treatments,amitimitial focus on MS. We believe that our sdiémplatform is adaptable in that any cBll dependent autoimmune dise
with known specific antigens, such as rheumatdicritis, may be a candidate for treatment, and eletbe that our patent strategy is readily extefelebaddress these additional indications.

Competition

The development of therapeutic agents for humagedisis intensely competitive. Major pharmaceutioatpanies currently offer a number of pharmacelicoducts to treat MS and other diseases forwbig technologies m.
be applicable. Many pharmaceutical and biotechnotmgnpanies are investigating new drugs and thetapapproaches for the same purposes, which nizigsenew efficacy profiles, extend the therapewiitdow for such product
alter the prognosis of these diseases, or preleirtanset. We believe that our products, whenitsaccessfully developed, will compete with theseducts principally on the basis of improved artéeded efficacy and safety and tl
overall economic benefit to the health care systéfa.expect competition to increase. We believe dhamtmost significant competitors will be fully @grated pharmaceutical companies and more estadhlsiotechnology compani
Smaller companies may also be significant compstitparticularly through collaborative arrangemenith large pharmaceutical or biotechnology companiSome of our primary competitors in the curtezatment of, and in tl
development of treatments for, MS include BiogeeeldElan, MerckSerono (which is an affiliate of the entity thatdethe Option), Teva, Bayer/Schering AG and NdsarSome of our primary competitors in the develept o
treatments for NMO include Alexion, Biogen-ldec,u@ai Pharmaceuticals, Roche Holdings AG and AsérzeZa.




Sales and Marketing

If Merck Serono exercises its Option to acquireeanlusive, worldwide license for our Tcelna progréonthe treatment of MS and pays us an upfromnige fee, Merck Serono would be solely responsiiléunding futur
commercialization activities for Tcelna in MS, atilgh we would retain an option to fimd certain development in exchange for increasgdlty rates. We would also retain rights to Tieein Japan, certain rights with respect tc
manufacture of Tcelna, and rights outside of MSe Wbuld consider partnering with large biotech phdrmaceutical companies, if and when applicablessist with marketing and sales of an M8ell-therapy in Japan as well a:
assist with marketing and sales in indications beyiS.

If Merck Serono does not exercise its Option, wg tlaoose to partner with large biotech or othemplageutical companies for sales and marketingydf\vahen applicable, or alternatively develop ounasales force to mark
our MS cell therapy products in the U.S. Given ¢bacentration of MS treatment among a relativelalsmumber of specialized neurologists in the Uv, believe that a modest size sales force woulslfficient to market an vV
product in the U.S.

Government Regulation

Our research and development activities and thedunanufacturing and marketing of our potentialdoicts are, and will be, subject to regulationdafety and efficacy by a number of governmentahaities in the U.S. ar
other countries.

In the U.S., pharmaceuticals, biologicals and madievices are subject to FDA regulation. The Feldéood, Drug and Cosmetic Act, as amended, andPtiic Health Service Act, as amended, the reigmstpromulgate
thereunder, and other federal and state statutésegulations govern, among other things, thertgsih human subjects, manufacture, safety, effictatyeling, storage, export, record keeping, apgliomarketing, advertising a
promotion of our potential products. Product depelent and approval within this regulatory framewtake a number of years and involve significantawtainty combined with the expenditure of substdmésources.

FDA Approval Process

We will need to obtain FDA approval of any therapeproduct we plan to market and sell. The FDA willy grant marketing approval if it determinesattia product is both safe and effective. The tgsiimd approval process v
require substantial time, effort and expense. Tépssrequired before our products may be marketéuki U.S. include:

Preclinical Laboratory and Animal Tes®reclinical tests include laboratory evaluationhef product candidate and animal studies in spedifiease models to assess the potential safetgfficaky of the product candidate as \
as the quality and consistency of the manufactypiogess.

Submission to the FDA of an Investigational NewdApplication, or IND, Which Must Become EffecBeafore U.S. Human Clinical Trials May Commendée results of the preclinical tests are submnbittethe FDA, and tt
IND becomes effective 30 days following its receiptthe FDA, as long as there are no questionsiestg for delay or objections from the FDA. Thersuw of an IND must keep the FDA informed during thuration of clinical studis
through required amendments and reports, inclugihgrse event reports.

Adequate and Well-Controlled Human Clinical TrigdsEstablish the Safety and Efficacy of the Prodiemdidate Clinical trials, which test the safety and efficawfythe product candidate in humans, are conduotedcordanc
with protocols that detail the objectives of theds¢s, the parameters to be used to monitor safetythe efficacy criteria to be evaluated. Any miciccandidate administered in a U.S. clinical st be manufactured in accordance
cGMP.

The protocol for each clinical study must be apprby an independent Institutional Review BoardR®, at the institution at which the study is canted, and the informed consent of all participantst be obtained. The If
will consider, among other things, the existingomfiation on the product candidate, ethical factires safety of human subjects, the potential benefithe therapy and the possible liability of thstitution.

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

e In Phase |, product candidates are typically intozd into healthy human subjects or into selectgiipt populations i.e., patients with a serious disease or condition ustiety, under physician supervision) to tes

adverse reactions, dosage tolerance, absorptiodisiibution, metabolism, excretion and clinicabpmacology

e Phase Il involves studies in a limited populatidrpatients with the disease or condition under tiad(i) determine the efficacy of the product calades for specific targeted indications and pogpuite, (ii) determin
optimal dosage and dosage tolerance and (jii) iiyepossible and common adverse effects and saigtg. (Phase Il may divided into Phase lla andsBHtb studies to address these issues.) Wheneaisiehosen anc
candidate product is found to have preliminary enite of effectiveness, and to have an acceptatelty gaofile in Phase 1l evaluations, Phase liaigibegin
Phase Ill trials are undertaken to develop addifisafety and efficacy information from an expangatent population, generally at multiple studgsi This information obtained is used to develdyeter understandil
of the risks and benefits of the product candidaie to determine appropriate labeling for




Based on clinical trial progress and results, thé nay request changes or may require discontireiahthe trials at any time if significant safesgiies arise.

Submission to the FDA of Marketing Authorizatiorphqations and FDA Reviewilhe results of the preclinical studies and clinitaidies are submitted to the FDA as part of margedpproval authorization applications suc
New Drug Applications (NDAs) or Biologics Licensegplications (BLAs). The FDA will evaluate such aigptions for the demonstration of safety and effectess. A BLA is required for biological produstsbject to licensure unc
the Public Health Service Act and must show thatgtoduct is safe, pure and potent. In additioprezlinical and clinical data, the BLA must contaiher elements such as manufacturing materialbiliéy data, samples and labeli
FDA approval of a BLA is required prior to commextcsale or shipment of a biologic. A BLA may onlg approved once the FDA examines the product apkats the manufacturing establishment to assunfercoity to the BLA an
all applicable regulations and standards for biiciag

The time for approval may vary widely dependingtbe specific product candidate and disease todsten, and a number of factors, including the biskéfit profile identified in clinical trials, thavailability of alternativ
treatments, and the severity of the disease. Axfditianimal studies or clinical trials may be restad during the FDA review period, which might aadstantially to the review time.

The FDA's marketing approval for a product is limited te threatment of a specific disease or conditiorpiciied populations in certain clinical circumstas, as described on the approved labeling. Theegg use is known
the “indication.” After the FDA approves a proddet the initial indication, further clinical trialmay be required to gain approval for the use efgfoduct for additional indications. The FDA mdgoarequire postharketing testin
(Phase IV studies) and surveillance to monitorafdrerse effects, which could involve significanpense. The FDA may also elect to grant only comiti approval.

Ongoing Compliance Requirements

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

Registration and listing

Regulatory submissions relating to changes in alWDBLA (such as the manufacturing process orllaggand annual report
Adverse event reportin

Compliance with advertising and promotion restoic§i that relate to drugs and biologics;

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

Other Regulations

In addition to safety regulations enforced by tii®AFwe are also subject to regulations under theupational Safety and Health Act, the Environmefwltection Act, the Toxic Substances Control Aud ather present a
potential future foreign, federal, state and loegjulations. For instance, product manufacturingbdishments located in certain states also magubgect to separate regulatory and licensing requénts.

Outside the U.S., we will be subject to regulatitmet govern the import of drug products from th& Ubr other manufacturing sites and foreign reigmjarequirements governing human clinical triatsl anarketing approval f
products. The requirements governing the conduclimital trials, product licensing, pricing andmédursements vary widely from country to country.

Research and Development

Research and development expenses for the yead &eteember 31, 2014 were approximately $12.0 millinainly reflecting the costs of the operatiorttaf Abili-T clinical trial for Tcelna in patients with SPM$&Research ar
development expenses for the year ended Decemb@033 were approximately $9.2 million, mainly eefling the costs of the operation of the Abili-ihidal trial for Tcelna in patients with SPMS.
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Organizational History

We have a limited operating history. Our predecessmpany for financial reporting purposes was fednon January 22, 2003 to acquire rights to antatem cell technology. In November 2004, we aagli©Opex
Pharmaceuticals, Inc. and its MS treatment teclyyolGurrently, we remain focused on developing Biwell technology for MS. To date, we have not geteetany commercial revenues from operations. Asovetinue to execute ¢
business plan, we expect our development and dpgmtpenses to increase.

Employees

As of February 20, 2015, we had 39 full-time empley. We believe that our relations with our empésyare good. None of our employees is represegtadibion or covered by a collective bargainingeagrent.
Available Information

We are subject to the information and reportinguieaments of the Securities Exchange Act of 1934he Exchange Act, under which we file periodipags, proxy and information statements and othfarination with th
United States Securities and Exchange CommissioBEE. Copies of the reports, proxy statementsaiher information may be examined without chargéhatPublic Reference Room of the SEC, 100 F Sthe&., Room 158!
Washington, D.C. 20549, or on the Internet at Httpvw.sec.gov. Copies of all or a portion of such materials banobtained from the Public Reference Room of 8€ 8pon payment of prescribed fees. Please cabE@ at 1-800-
SEC-0330 for further information about the Publefétence Room.

Financial and other information about Opexa is laté on our website ww.opexatherapeutics.com). Information on our website is not incorporatgdrbference into this report. We make availableoan website, free
charge, copies of our annual report on Form 104@rgrly reports on Form 10-Q, current reports om#8K, and amendments to those reports filed or fuedspursuant to Section 13(a) or 15(d) of the Exghafct as soon

reasonably practicable after filing such materiat&onically or otherwise furnishing it to the SECopies are available in print to any Opexa shaldeln upon request in writing to Attention: InvesRelations, Opexa Therapeutics, |
2635 Technology Forest Blvd., The Woodlands, TX8173
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Item 1A. Risk Factors.

Investing in our securities involves a high degodeisk. You should consider the following risktéas, as well as other information contained ocdrporated by reference in this report, before dew to invest in ot
secrities. The following factors affect our busisieour intellectual property, the industry in whiwe operate and our securities. The risks andedamties described below are not the only onesfaee. Additional risks ar
uncertainties not presently known or which we cutlyeconsider immaterial may also have an adveffeceon our business. If any of the matters dised in the following risk factors were to occurr business, financial conditic
results of operations, cash flows or prospects dda materially adversely affected, the marketepdtour securities could decline and you coule la or part of your investment in our securities.

Risks Related to Our Business

We will be required to raise significant additionahpital, and our ability to obtain funding is unc&in. If sufficient capital is not available, we my not be able to continue our operations as propogincluding the Phase Ilb clinice
trial ongoing for Tcelna, or any study planned f@PX-212 in NMO), which may require us to modify obusiness plan, curtail various aspects of our ogons, cease operations or seek relief under apgitile bankruptcy laws.

As of December 31, 2014, we had cash and cashaqnte of approximately $9.9 million. During 201 closed a private offering in July 2012 consigtof convertible secured notes and warrants toh@se common sto
which generated approximately $4.1 million in grpssceeds. These convertible secured notes wereded into equity during 2013 and an aggregat2,@®2,926 shares of common stock were issued. Rrovember 2012 throu¢
January 2013, we sold an aggregate of 390,000ssbé&@ur common stock to Lincoln Park for grossceexs of $523,709 pursuant to our $1.5 million pase agreement with Lincoln Park. We closed a f&rigéfering of unsecure
convertible promissory notes and warrants to purelmmmon stock in January 2013 which generatel, 886 in gross proceeds. Upon receipt of the upfpagment from Merck Serono in February 2013, weie $550,000 princip
amount plus accrued interest of the January 201ssrand converted the remaining $100,000 pringipadunt into shares of common stock pursuant tanifesstors election to convert into equity. In February 2048 sold an aggreg:
of 167,618 shares of our common stock pursuantdales agreement executed on September 6, 201Bwiithon Patrick Securities Corporation acting ales agent under an “at-the-markeXTM) program, for gross proceeds
$536,417. On February 4, 2013, we entered into gtio® and License Agreement with Merck Serono pamstio which we granted the Option to Merck Sertmacquire an exclusive, worldwide (excluding Jgdaense to our Tcelr
program for the treatment of MS in considerationgo upfront payment of $5 million. On February 2@13, we closed an offering of 1,083,334 shareofmon stock and warrants to purchase 541,66@slaficommon stock for grc
proceeds of $3.25 million, or net proceeds of apipnately $3.0 million after deducting commissiomslaffering expenses. On August 13, 2013, we daseoffering of 12 million shares of common stdek gross proceeds of $
million, or net proceeds of approximately $16.2limil after deducting underwriting discounts and cuissions and offering expenses, and we grantedritlerwriters a 3@ay option to purchase up to an additional 1.8iamlkhares ¢
common stock to cover over-allotments. During Sexpier 2013, the underwriters of the August 2013 amditen public offering exercised the ovallotment option granted to them which resultethimissuance of an additional 900,
shares of common stock for gross proceeds of $iB®n, or net proceeds of approximately $1.2 fuiil after deducting underwriting discounts and cdssions and offering expenses. On December 23,,2042losed an offering
4,738,000 shares of common stock including theeiadircise of the ovealotment option granted to the underwriters, raisgross proceeds of approximately $8.1 milliomer proceeds of approximately $7.3 million aftedutgting the
underwriting discounts and commission and offeraxpenses. Between March 5, 2014 and December(3H, 2ve generated gross and net proceeds incluadingtization of deferred financing costs of $674,hd $648,17
respectively, on sales of an aggregate of 518,4&Pes of our common stock under an amendment tA®M sales agreement pursuant to which Meyers Aages; L.P. (doing business as Brinson Patrickivisidn of Meyer:
Associates, L.P.) became the new sales agent.

Our operating cash burn rate during the 12 montide@ December 31, 2014 was approximately $1.2anilier month. We reached our enroliment targetHferAbili-T trial in June 2014, and a total of 190 patierssehbee
enrolled in this two-year study. Costs associatéh the ongoing Abili-T trial and the potentialromnencement of a Phase 1/2 proof-of-concept studyR¥%-212 in NMO may result in an increase in our montherating cash burn
2015. However, costs associated with our ongoirglimical and manufacturing activities for OPX-24Bould not materially affect our cash burn throllyp submission, which is expected by n#f15. We will need to sect
significant additional resources to complete thdliAbtrial of Tcelna in SPMS and, if initiated, wonduct a Phase 1/2 proof-of-concept study of @RX-in NMO, as well as to support our operationsnduthe course of the trials. \
believe that we have sufficient liquidity to suppour current clinical activities for the Abili-Tial of Tcelna in SPMS, to continue planned preciihdevelopment activities for OPX-212 in NMO witpossible IND submission by mid-
2015, and for general operations to sustain the g@om and support such activities into the fourthartgr of 2015. Any other costs, however, suchassscassociated with the initiation and completbm Phase 1/2 proof-afencep
study of OPX-212 in NMO or with pursuing additiomi$ease indications for our T-cell technology thren research or development programs, would ofsgoshorten this period.
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Given our need for substantial amounts of capitatdmplete the Abili-T clinical study of Tcelna 8PMS and to initiate and complete a Phase 1/2 hobncept study of OP242 in NMO, we intend to continue to expl
potential opportunities and alternatives to obthim significant additional resources, including @nenore additional financing transactions, thdt bé necessary to complete the studies and tocstippr operations during the pende
of such studies. There can be no assurance thagumh financings or potential opportunities aneraktives can be consummated on acceptable tératsall. If we are unable to obtain additionahéling for operations beyond 1
projected runway, we will be forced to suspendeominate any ongoing clinical trials, which mayuiq us to modify our business plan, curtail vasiaspects of our operations, cease operationgkrskef under applicable bankrup
laws.

Other than the $1.5 million purchase agreementta@®$15.0 million purchase agreement we enteredvith Lincoln Park on November 5, 2012 and Novente2012, respectively, each of which is subjeatértain limitation
and conditions, we have no sources of debt or ygajital committed for funding and we must relyonpest efforts thirgharty debt or equity funding. We can provide nsuaance that we will be successful in any fundifigre The
timing and degree of any future capital requirersevitl depend on many factors, including:

e our ability to establish, enforce and maintaintefy&c arrangements for research, developmentgelitésting, manufacturing and marketi
the accuracy of the assumptions underlying oumedés for capital needs in 2014 and beyond asasdbr the clinical study of Tceln
scientific progress in our research and developmpegrams
the magnitude and scope of our research and deweluprograms
our progress with preclinical development and chhirials;
the time and costs involved in obtaining regulatpprovals
the costs involved in preparing, filing, prosecgtimaintaining, defending and enforcing patentetgianc
the number and type of product candidates thatwsue.

If we raise additional funds by issuing equity sé@s, shareholders may experience substantiafigil. Debt financing, if available, may involvestrictive covenants that may impede our abilitpperate our business. Any ¢
financing or additional equity that we raise mayptein terms that are not favorable to us or ourediwders. There is no assurance that our capitihg efforts will be able to attract the capitakded to execute on our business plal
sustain our operations.

If we are unable to obtain additional funding t@art our current clinical trial activities beyotite projected runway, we may not be able to cortimucomplete the Phase IIb clinical study of TaélnSPMS and, if initiated,
continue or complete a Phase 1/2 proof-of-concetysof OPX212 in NMO, or otherwise continue our operationpagposed, which may require us to modify our bessnplan or curtail various aspects of our operatidf we ar
unable to maintain an adequate level of capitahday be necessary to cease operations or seekurelier applicable bankruptcy laws. In such eveut,shareholders may lose a portion or even aheif investment.

We may make changes to discretionary R&D investnsethat may have an impact on costs.

We are presently complementing the Abili-T clinitahl with an immune monitoring program. Expensssociated with the immune monitoring programiacerred at our discretion and are not requiredatisfy any FDA-
mandated criteria. Consequently, we may make @wtwthe parameters that are being analyzed hasd thanges may result in either increased oeased expenses for the study.

We may also incur discretionary expenses relatéthtise |, Phase Il and/or Phase |1l developmemjranas, manufacturing scalg/automation and technology transfer, researchdaiitional indications and business developi
activities. There is no assurance that any suithidiexpenses would be recovered by us.

Funding from our purchase agreements with Lincolnalfk and our ATM facility may be limited or be insfi€ient to fund our operations or to implement owtrategy.

Under our $1.5 million purchase agreement and ar@million purchase agreement with Lincoln Pavie, may direct Lincoln Park to purchase up to $16ilion of shares of common stock, subject to dartamitations an
conditions, over a 3@onth period. From November 2012 through Janu@dg2we sold an aggregate of 390,000 shares twldirfeark pursuant to the $1.5 million purchase exgent, and we issued an aggregate of 56,507
commitment shares and 3,585 additional commitmeates in connection therewith. There can be norasse that we will be able to receive any or &lthe additional funds from Lincoln Park because 1.5 million purchas
agreement and the $15.0 million purchase agreentenain limitations, restrictions, requirementsertg of default and other provisions that couldtliour ability to cause Lincoln Park to buy commsinck from us, including that t
closing price of our stock is at least $1.00 arat thincoln Park own no more than 4.99% of our comrstock under the $1.5 million purchase agreemenbanore than 9.99% of our common stock undei$tt®0 million purchas
agreement, and the requirement to keep currenirtepectus included as part of the Forrh @gistration statement relating to the $15.0iamlpurchase agreement (which is not current akisfdate). In addition, under the applic:
rules of the NASDAQ Capital Market, if we seek $sue shares which may be aggregated with shaasosbincoln Park under the $1.5 million purchageeement and the $15.0 million purchase agreemesitdess of 1,151,829 she
or 19.99% of the total common stock outstandingfahe date of the $15.0 million purchase agreemeatmay be required to seek shareholder approwaider to be in compliance with the NASDAQ Capléarket rules.
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The extent to which we rely on Lincoln Park as aree of funding will depend on a number of factansjuding the amount of working capital needed, phevailing market price of our common stock areléxtent to which v
are able to secure working capital from other sesirdf obtaining sufficient funding from Lincolrafk were to prove unavailable or prohibitively die, we would need to secure another source dafifign

We will need to keep current the offering prospeatlating to the new ATM Agreement with BrinsortriRk, a division of Meyers Associates, L.P., ider to use the program to sell shares of our comstmek. The number
shares and price at which we may be able to satestunder the new ATM Agreement may be limited tduearket conditions and other factors beyondooumtrol.

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

We have not generated any profits since our entrythe biotechnology business and we have incusigrtificant operating losses. We expect to iramlitional operating losses for the foreseeableréut We have not receivi
and we do not expect to receive for at least thx several years, any revenues from the commezatidin of any potential products. We do not culyelmave any sources of revenues and may not hayéahe foreseeable future.

Our business is at an early stage of developmente are largely dependent on the success of our lgadduct candidate, Tcelna, and we cannot be certdhat Tcelna will receive regulatory approval orebsuccessfull
commercialized.

Our business is at an early stage of developméfet.do not have any product candidates that haveplesed latestage clinical trials nor do we have any productshe market. We have only one product candidatelna, whicl
has progressed to the stage of being studied irmhugiinical trials in the United States. We anrmmehthe initiation of early development activitieih our second pipeline candidate, ORX2 in NMO. Tcelna, and any other potel
products, including OP>412, will require regulatory approval prior to matikg in the United States and other countriestai@img such approval requires significant researdh development and preclinical and clinical testiWe ma
not be able to develop any products, to obtainleggry approvals, to continue clinical developmehTcelna, to enter clinical trials (or any devetmgnt activities) for any other product candidagsh as OPX12) or to commerciali:
any products. Tcelna, and any other potential yetsd(such as OPX-212), may prove to have unddsimtunintended side effects or other charactesistdversely affecting their safety, efficacy oseeffectiveness that could preven
limit their use. Any product using any of our taology may fail to provide the intended therapebgaefits or to achieve therapeutic benefits etjuat better than the standard of treatment atithe of testing or production.

We have provided Merck Serono with the Option, whisrovides Merck Serono with the opportunity, if ecised, to control the development and commereiation of Tcelna in MS.

In February 2013, we granted the Option to MerckoBe. The Option permits Merck Serono to acquiteegclusive, worldwide (excluding Japan) licenseoof Tcelna program for the treatment of MS. Thai@ may b
exercised by Merck Serono prior to or upon compietf our ongoing Phase Ilb trial of Tcelna in pats with SPMS. If Merck Serono exercises the @ptMerck Serono would be solely responsible foidfog development, regulatc
and commercialization activities for Tcelna in Mfthough we would retain an option to tmd certain development in exchange for increaegdlty rates. We would also retain rights to Tieein Japan, certain rights with respect tc
manufacture of Tcelna, and rights outside of M$ cénsideration for the Option, we received an amfipayment of $5 million and may be eligible toeiwe an option exercise fee as well as milesterkrayalty payments based
achievement of development and commercializatidestunes. The rights we have relinquished to oodyet candidate Tcelna, including development amdroercialization rights, may harm our ability tngeate revenues and achi
or sustain profitability.

If Merck Serono exercises the Option, we would beeaeliant on Merck Seroretresources and efforts with respect to Tcelna$ M such an event, Merck Serono may fail to tigver effectively commercialize Tcelna fc
variety of reasons, including that Merck Serono:
does not have sufficient resources or decidesond¢tote the necessary resources due to internafraints such as limited cash or human resou
decides to pursue a competitive potential proc
cannot obtain the necessary regulatory appro
determines that the market opportunity is not etive; or
cannot manufacture or obtain the necessary maeénialufficient quantities from multiple sourcesapia reasonable co
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If Merck Serono does not exercise the Option, wg beunable to enter into a collaboration with atlyer potential partner on acceptable terms, #llatWe face competition in our search for parsnigom other organizatio
worldwide, many of whom are larger and are ablefter more attractive deals in terms of financiahmitments, contribution of human resources, oetiyment, manufacturing, regulatory or commerciglegtise and support.

If Merck Serono does not exercise the Option, aadare not successful in attracting another paandrentering into collaboration on acceptable temmesmay not be able to complete development ebarmercialize any prodtc
candidate, including Tcelna. In such event, oliitplto generate revenues and achieve or sustaifit@bility would be significantly hindered and wreay not be able to continue operations as propesgdiring us to modify our busine
plan, curtail various aspects of our operationse@se operations.

We will need regulatory approvals for any produ@rdidate, including Tcelna, prior to introductionotthe market, which will require successful testimgclinical trials. Clinical trials are subjecta extensive regulatory requiremen
and are very expensive, timmnsuming and difficult to design and implement.nf product candidate, such as Tcelna, may fail ttheeve necessary safety and efficacy endpoints miyiglinical trials in which case we will be unak
to generate revenue from the commercialization ssale of our products.

Human clinical trials are very expensive and diffi¢o design and implement, in part because theysabject to rigorous FDA requirements, and mtistrvise comply with federal, state and local regmients and policies of t
medical institutions where they are conducted. dlimécal trial process is also time-consuming. Wached our enrollment target for the Abili-T tiraJune 2014, and a total of 190 patients haemlearolled in this tweyear study. W
expect topline data for Tcelna to be available in the secbali of 2016. In addition, we anticipate that @adt a pivotal Phase Ill clinical trial would becessary before an application could be submittegfproval of Tcelna fi
SPMS. Failure can occur at any stage of the tréaid problems could be encountered that wouldecas®r Merck Serono (in the event the Option &r@sed) to be unable to initiate a trial, or tardon or repeat a clinical trial.

The commencement and completion of clinical triesluding the continuation and completion of the8e b clinical trial of Tcelna in SPMS, may ayed or prevented by several factors, including:
e FDA or IRB objection to proposed protocc

discussions or disagreement with the FDA over tlegjaacy of trial design to potentially demonsteffectiveness, and subsequent design modificat

unforeseen safety issu¢

determination of dosing issues, epitope profiles, @elated adjustment

lack of effectiveness during clinical tria

slower than expected rates of patient recruitrr

product quality problems (e.g., sterility or pujit

challenges to patient monitoring, retention ancdatlection during or after treatment (e.g., paséfailure to return for followsp visits or to complete the trial, detection oftepe profiles in subsequent vis

etc.); anc

e failure of medical investigators to follow our dbal protocols

In addition, we, Merck Serono with respect to Tee(if the Option is exercised) or the FDA (basedtsrauthority over clinical studies) may delay ragnsed investigation or suspend clinical trialpingress at any time if
appears that the study may pose significant riskshe study participants or other serious defideare identified. Prior to approval of any prodgandidate, the FDA must determine that the dismonstrate safety a
effectiveness. The large majority of drug candiddhat begin human clinical trials fail to demoatst the desired safety and efficacy charactesistic

Furthermore, changes in regulatory requirementsgamtance may occur and we may need to amend alitrial protocols, or otherwise modify our inteddeourse of clinical development, to reflect thesanges. This, too, m
impact the costs, timing or successful completiba olinical trial. In light of widely publicizegvents concerning the safety risk of certain dmaglpcts, regulatory authorities, members of Corgyrére U.S. Government Accountabi
Office, medical professionals and the general puhdive raised concerns about potential drug sadsties. These events have resulted in the wittadrafvdrug products, revisions to drug labelingt thather limit use of the drt
products, and establishment of risk managementranagythat may, for instance, restrict distributddrirug products. The increased attention to dafgty issues may result in a more cautious apprbg¢he FDA to clinical trials. Dz
from clinical trials may receive greater scrutinighwespect to safety, which may make the FDA bdeotegulatory authorities more likely to termineli@ical trials before completion or require lomge additional clinical trials that m
result in substantial additional expense and aydwidailure in obtaining approval or approval fomore limited indication than originally sought.
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Even if regulatory approval is obtained for anydwret candidate, such as Tcelna, any such approaglb@ subject to limitations on the indicated useswhich it may be marketed. Our ability to geaterrevenues from t
commercialization and sale of any potential prosiuathether directly or through any developmentragemnent (such as where Merck Serono exercises ptienQ will be limited by any failure to obtain dimitation on necessa
regulatory approvals.

If Merck Serono exercises the Option, Merck Seramald be solely responsible for funding developmeegulatory and commercialization activities fazelna in MS, although we would retain an optiorcésfund certail
development in exchange for increased royalty rates

We will rely on third parties to conduct our cliné trials and perform data collection and analysighich may result in costs and delays that may hanpur ability to successfully develop and commaetizie any product candidat
including Tcelna.

Although we have participated in the design andagament of our past clinical trials, we do not hewe ability to conduct clinical trials directly fany product candidate, including Tcelna. We weéked to rely on contrz
research organizations, medical institutions, céhinvestigators and contract laboratories to aendur clinical trials and to perform data colleotand analysis, including the Phase Ilb triaToélna in patients with SPMS.

Our clinical trials may be delayed, suspended mniteated if:
e any third party upon whom we rely does not sucesiystarry out its contractual duties or regulatobjigations or meet expected deadlir
e licenses needed from third parties for manufactuiinorder to conduct Phase IlI trials or to cortdt@mmercial manufacturing, if applicable, are abtained;
e any such third party needs to be replacet
e the quality or accuracy of the data obtained byttivel party is compromised due to its failure ¢hare to clinical protocols or regulatory requirenseor for other reason

Failure to perform by any third party upon whom ey may increase our development costs, delayability to obtain regulatory approval and preverd tommercialization of any product candidate udilg Tcelna. While w
believe that there are numerous alternative souocpsovide these services, we might not be abémnter into replacement arrangements without dedagslditional expenditures if we were to seek salgérnative sources.

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

We have focused on MS as the first disease to mipd off our Teell platform technology, and we the initiationfO as the second disease we are pursuing. Aat@ph technology, there exists the potential tdrads othe
autoimmune diseases with the technology. Earlgldgment activities including preclinical and maaetfiring activities have been initiated in ORX2. The work in NMO is modest compared to therétfeat has been committed to
lead MS indication. Our business over the lonmtir substantially dependent on our ability to depglicense or acquire product candidates andhéurdevelop them for commercialization. The sus@éshis strategy depends upon
ability to expand our existing platform or identifyelect and acquire the right product candidat®e. have limited experience identifying, negotigtand implementing economically viable product ddaté acquisitions or licens
which is a lengthy and complex process. Also,rtaket for licensing and acquiring product candidas intensely competitive, and many of our coitpsthave greater resources than we do. We mapawe the requisite capi
resources to consummate product candidate acquisidr licenses that we identify to fulfill ourategy.

Moreover, any product candidate acquisition thatiweomplete will involve numerous risks, including
e difficulties in integrating the development progréon the acquired product candidate into our exgstiperations
e diversion of financial and management resources fgisting operation:
e risks of entering new potential markets or techgias;
e inability to generate sufficient funding to offsetquisition costs; ar
e delays that may result from our having to performanticipated preclinical trials or other tests loa product candidat
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We are dependent upon our management team and allsmianber of employees.

Our business strategy is dependent upon the skitlsknowledge of our management team. If anycafiemployee leaves, we may be unable on a timadjshio hire suitable replacements to operate osinbss effectively. W
also operate with a very small number of employsebsthus have little or no backup capability fegithactivities. The loss of the services of anymber of our management team or the loss of justxadther employees could hav
material adverse effect on our business and resttiperations.

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

Our business depends on licenses from third parfiéese third party license agreements imposeatidins on us, such as payment obligations andatiins diligently to pursue development of comnzneroducts under ti
licensed patents. We may also need to seek addliticenses as we move into Phase Ill trials @rapplicable, the commercial stage of operatiofbese licenses may require increased paymenke tiicensors. If a licensor beliey
that we have failed to meet our obligations unddicense agreement, the licensor could seek ta kimiterminate our license rights, which could leaccostly and timeonsuming litigation and, potentially, a loss oé ticense
rights. During the period of any such litigatimur ability to carry out the development and conuiaization of potential products could be sigrafitly and negatively affected. If our license tigtvere restricted or ultimately lost, |
ability to continue our business based on the &ftetechnology platform could be adversely affected

Our research and manufacturing facility is not laeyenough to manufacture product candidates, suchTaglna, for certain clinical trials or, if such dhical trials are successful, commercial applicatis.

We conduct our research and development in a 1G;g08re foot facility in The Woodlands, Texas, whiecludes an approximately 1,200 square foot safittaree rooms for the manufacture ot@H therapies. We believe ¢
facility should have the capacity to support fiihical development of Tcelna in North Americaratsi for SPMS and, if applicable, a Phase 1/2 podafencept study of OPX242 in NMO. It is not sufficient, however, to suppclinical
trials outside North America including Europe ansid if required, or the commercial launch of Teebr any other product candidate. In this casewaeld need to expand our manufacturing staff awilify, obtain a new facility
contract with corporate collaborators or otherdhiarties to assist with future drug production aathmercialization, or defer to Merck Serono (ie #vent the Option is exercised) to address matufag requirements.

In the event that we decide to establish a commlescale manufacturing facility, we will require sudsial additional funds and will be required toehand train significant numbers of employees andptp with applicabl
regulations, which are extensive. We do not hawel$ available for building a manufacturing fagiliand we may not be able to build a manufactufagity that both meets regulatory requirementd ansufficient for our commercial-
scale manufacturing.

We may arrange with third parties for the manufeef our future products, if any. However, ourdkparty sourcing strategy may not result in at@ffective means for manufacturing our future proid. If we employ third-
party manufacturers, we will not control many asped the manufacturing process, including commieahy these third parties with cGMP and other raguy requirements. We further may not be ablebiain adequate supplies fr
third-party manufacturers in a timely fashion fevdlopment or commercialization purposes, and cawialguantities of products may not be availabterf contract manufacturers at acceptable costs.

Problems with our manufacturing process or withanufacturing facility (whether ours or a third yas) could result in the failure to produce, or aagiéh producing, adequate supplies of a productlicate such as Tcelna.
number of factors could cause interruptions oryelancluding equipment malfunctions or failuresstiuction or damage to a manufacturing facilitg dw natural disasters or otherwise, contaminaifamaterials, changes in regulat
requirements or standards that require modificatimnour manufacturing process, action by a regolaagency or by a manufacturer (whether us oiird fharty) that results in the halting or slowdowaiproduction due to regulatc
issues, any third-party manufacturer going outusfibess or failing to produce as contractually iregl) or other similar factors.

Difficulties, delays or interruptions in the manctiare and supply of a product candidate such atna@amuld require us to stop treating patientsun dinical development of such product candidaté/ar require a halt to

suspension of, or otherwise adversely affect, @ical trial, thus increasing our costs and damagingreputation. If a product candidate such asrcis approved, difficulties, delays or interiaps in the manufacture and suppl
such product candidate could cause a delay inem balt or suspend the commercialization of sucdyct candidate, potentially causing a partialmnplete loss of revenue or market share.
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Tcelna is manufactured using our proprietary ImmH#® technology for the production of an autologouscell immunotherapy utilizing a patient’s own bloodOur manufacturing process may raise developmissues that may not
be resolvable, regulatory issues that could delaypevent approval, or personnel issues that magyent the further development or commercializatidghapproved, of any product candidate such as Tzel

Tcelna is based on our novel T-cell immunotheralyf@rm, ImmPath, which produces an autologous ITinemunotherapy utilizing a patient's own bloo@PX-212 is expected to be similarly produced. The ufegture o
living T-cell products requires specialized fa@#it, equipment and personnel which are differeat tihe resources required for manufacturing chedrichiologic compounds. Scalirmit the manufacture of living cell products to n
demands for commercialization will require substdr@mounts of such specialized facilities, equiptrend personnel, especially where, as is the foaSicelna and expected to be the case for @RX-the products are personalized
must be made for each patient individually. Beeaosr manufacturing processes are complex, redaditties and personnel that are not widely avadéain the industry, involve equipment and trainimigh long lead times, and t
establishment of new manufacturing facilities ibjsut to a potentially lengthy regulatory appropedcess, alternative qualified production capagigly not be available on a timely basis or on realstyrterms, if at all. In addition, r
many consultants or advisors in the industry halevant experience and can provide guidance ostasse because active immune therapies such asalae fundamentally a new category of producivim inajor ways: (i) the prodt
consists of living Teells, not chemical or biologic compounds; andtfi§ product is personalized. There can be narasse that manufacturing problems will not arisehie future which we may not be able to resolvevbich may
cause significant delays in development or, if prgduct candidate such as Tcelna is approved, coatigation.

Regulatory approval of product candidates such adn@ that are manufactured using novel manufajuprocesses such as ours can be more expensivialkendbnger than other, more wktiown or extensively studi
pharmaceutical or biopharmaceutical products, due lack of experience with them. FDA approvapefsonalized immunotherapy products has been tinidedate. This lack of experience and precedeyt kengthen the regulatc
review process, require that additional studieslioical trials be conducted, increase developnoests, lead to changes in regulatory positionsiatedpretations, delay or prevent approval and cencialization, or lead to significe
post-approval limitations or restrictions.

In addition, the novel nature of product candidatehss Tcelna also means that fewer people aresttaimor experienced with product candidates of type, which may make it difficult to find, hiracretain capable person
for research, development and manufacturing peositio

If any product we may eventually have is not acagpby the market or if users of any such produceamable to obtain adequate coverage of and reingament for such product from government and othkird-party payors, ou
revenues and profitability will suffer.

In the instance of Tcelna, if Merck Serono exexcifee Option then our ability to achieve revenu# be dependent upon the efforts and success oti8erono in developing and commercializing Tcel@ar ability tc
successfully commercialize any product we may exadht have, to the extent applicable, and/or oulitplio receive any revenue associated with Tcémtne event Merck Serono exercises the Optioli,depend in significant part (
the extent to which appropriate coverage of anthieirsement for such product and any related tregsmere obtained from governmental authoritiesygpei health insurers and other organizations, sischealth maintenar
organizations, or HMOs. Third-party payors areéasingly challenging the prices charged for mégioaducts and services. We cannot provide anyrasses that third-party payors will consider anydoict costffective or provid
coverage of and reimbursement for such produethiole or in part.

Uncertainty exists as to the coverage and reimmeseé status of newly approved medical productssamdices and newly approved indications for exgspnoducts. Thirgearty payors may conclude that any product is $e$e
less clinically effective, or less cost-effectiean existing products, and third-party payors matyapprove such product for coverage and reimbuesenif adequate coverage of and reimbursemenarigrproduct from thirgarty
payors cannot be obtained, physicians may limit hmweh or under what circumstances they will préscor administer them. Such reduction or limitatio the use of any such product would cause salssffer. Even if thirgparty
payors make reimbursement available, payment lemaisnot be sufficient to make the sale of any surdduct profitable.

In addition, the trend towards managed health iratke United States and the concurrent growthrgémizations such as HMOs, which could controlignificantly influence the purchase of medical sees and products, m
result in inadequate coverage of and reimburseifioer@ny product we may eventually have. Many tigiedty payors, including in particular HMOs, are quing various ways to reduce pharmaceutical costiiding, for instance, tt
use of formularies. The market for any productesiefs on access to such formularies, which aredfstsedications for which thirgarty payors provide reimbursement. These fornredaare increasingly restricted, and pharmace!
companies face significant competition in theioef§ to place their products on formularies of HM&Ds! other thirgparty payors. This increased competition hasdeal downward pricing pressure in the industry. Ths containme
measures that third-party payors are instituting@dave a material adverse effect on our abititpperate profitably.
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Any product candidate, such as Tcelna, if approvied sale, may not gain acceptance among physicigmatients and the medical community, thereby limgiour potential to generate revenue

Even if a product candidate, such as Tcelna, iscwpg for commercial sale by the FDA or other reguty authorities, the degree of market acceptaheay approved product candidate by physicianaltieare professionals &
third-party payors, and our profitability and grémvill depend on a number of factors, including:
demonstration of efficac
relative convenience and ease of administra
the prevalence and severity of any adverse siéetsf
availability and cost of alternative treatmentsuling cheaper generic drug
pricing and cost effectiveness, which may be sulferegulatory contro
effectiveness of sales and marketing strategiethéoproduct and competition for such prod
the product labeling or product insert requiredty FDA or regulatory authority in other countriasd
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 curremtdsted of care or otherwise does not provide patienefit, that product candidate, if approved fommercial sale by the FDA
other regulatory authorities, likely will not acikieemarket acceptance and our ability to generatentees from that product candidate would be subatiyreduced.

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

As a public company, we are required to comply wiith Sarbane®xley Act of 2002, or SOX, as well as rules andutations implemented by the SEC and The NASDAQ Istdarket (NASDAQ). Changes in the laws .
regulations affecting public companies, includihg provisions of SOX and rules adopted by the S&Chy NASDAQ, have resulted in, and will continoerésult in, increased costs to us as we respotiteiorequirements. Given 1
risks inherent in the design and operation of iT@econtrols over financial reporting, the effeetiess of our internal controls over financial réipgris uncertain. If our internal controls aret designed or operating effectively, we r
not be able to conclude an evaluation of our irteoontrol over financial reporting as requiredvee or our independent registered public accountimy may determine that our internal control overahcial reporting was n
effective. In addition, our registered public aseting firm may either disclaim an opinion as ilates to managemestassessment of the effectiveness of our inteoratals or may issue an adverse opinion on the&ffness of ot
internal controls over financial reporting. Invast may lose confidence in the reliability of oimaincial statements, which could cause the market pf our common stock to decline and which caaffect our ability to run our busine
as we otherwise would like to. New rules couldatsake it more difficult or more costly for us tbtain certain types of insurance, including direstand officers’liability insurance, and we may be forced to aceepticed policy limit
and coverage or incur substantially higher costsbtain the coverage that is the same or similautocurrent coverage. The impact of these eveniid also make it more difficult for us to attrartd retain qualified persons to servi
our Board of Directors, our Board committees anexexutive officers. We cannot predict or estinthétotal amount of the costs we may incur ottithéng of such costs to comply with these rules eeglilations.

Under the corporate governance standards of NASD#@ajority of our Board of Directors and each memif our Audit and Compensation Committees musarbéndependent director. If any vacancies onBnard or ou
Audit or Compensation Committees occur that neeletdilled by independent directors, we may encewdifficulty in attracting qualified persons torgée on our Board and, in particular, our Audit Coittee. If we fail to attract ar
retain the required number of independent directsesmay be subject to SEC enforcement proceedingslelisting of our common stock from the NASDA@p@al Market.

Any acquisitions that we make could disrupt our timess and harm our financial conditior

We expect to evaluate potential strategic acqaisstiof complementary businesses, products or téaties on a global geographic footprint. We maspalonsider joint ventures, licensing and othelabokrative projects. We m
not be able to identify appropriate acquisitiondidates or strategic partners, or successfully tietgo finance or integrate acquisitions of anyibesses, products or technologies. Furthermoeeintiegration of any acquisition &
management of any collaborative project may divartmanagemert'time and resources from our core business angpdisur operations. We do not have any experignitteacquiring companies, or with acquiring protfusutside ¢
the United States. Any cash acquisition we pursaeld potentially divert the cash we have on odabee sheet from our present clinical developmeogmams. Any stock acquisitions would dilute ouargoldersownership. Whil
we from time to time evaluate potential collabaratprojects and acquisitions of businesses, predard technologies, and anticipate continuing tkenthese evaluations, we have no present commigneerggreements with respec
any acquisitions or collaborative projects.
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Risks Related to Doing Business Internationa

We plan to do business internationally, which meyvp to be difficult and fraught with economic, uégfory and political issues. We may acquire elidanse foreign companies or technologies or coroiakize our Teell or sten
cell platform in countries where the business, ectn and political climates are very different frahose of the United States. We may not be awlseroe of these issues and it may be difficultéfdy.S. company to overcome th
issues and ultimately become profitable. Certaieifin countries may favor businesses that are dwgenationals of those countries as opposed &ignowned business operating locally. As a small calgpae may not have t
resources to engage in the negotiation and timstooing work needed to overcome some of these patésgues.

Risks Related to Our Intellectual Property

Patents obtained by other persons may result irrimjement claims against us that are costly to dedeand which may limit our ability to use the dispd technologies and prevent us from pursuing resgaand development
commercialization of potential products, such aselica.

If third party patents or patent applications centdaims infringed by either our licensed techmyl@r other technology required to make or usepmtiential products, such as Tcelna, and such clamasitimately determined
be valid, there can be no assurance that we walbte to obtain licenses to these patents atsmmehle cost, if at all, or be able to developlitam alternative technology. If we are unablelain such licenses at a reasonable
we (or, in the event the Option is exercised, Me3ekono with respect to Tcelna) may not be abliet@lop any affected product candidate commercidllyere can be no assurance that we will not tigexbto defend ourselves (or
the event the Option is exercised, Merck Seront véspect to Tcelna) in court against allegatidnsifingement of third party patents. Patengfiion is very expensive and could consume subataesources and create signific
uncertainties. An adverse outcome in such a suiticsubject us to significant liabilities to thiparties, require disputed rights to be licensethfthird parties, or require us to cease using sexfimology.

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

Our ability to compete effectively is dependent mjpdtaining patent protection relating to our tesibgies. The patent positions of pharmaceuticdl l@intechnology companies, including ours, are gageand involve comple
and evolving legal and factual questions. The maye sought in a patent application can be denieibaificantly reduced before or after the paterissued. Consequently, we do not know whethedipg patent applications for ¢
technology will result in the issuance of patentsif any issued patents will provide significambfection or commercial advantage or will be cireemted by others. Since patent applications anesantil the applications are publis|
(usually 18 months after the earliest effectivendildate), and since publication of discoverieshia scientific or patent literature often lags Imehactual discoveries, we cannot be certain thairilientors of our owned or licen:
intellectual property rights were the first to make inventions at issue or that any patent apjiioa at issue were the first to be filed for sirokentions. There can be no assurance that patéihtssue from pending patent applicati
or, if issued, that such patents will be of comrateenefit to us, afford us adequate protectiomficompeting products, or not be challenged oradedlinvalid.

Issued U.S. patents require the payment of maintengees to continue to be in force. We rely dhirl party payor to do this and their failure t sb could result in the forfeiture of patents timiely maintained. Many forei
patent offices also require the payment of periadicuities to keep patents and patent applicatiogsod standing. As we may not maintain directtoa over the payment of all such annuities, wenca assure you that our third pé
payor will timely pay such annuities and that tharged patents and pending patent applicationsmetlbecome abandoned. In addition, we or ounfioes may have selected a limited amount of forpafent protection, and theref
applications have not been filed in, and foreigtepes may not have been perfected in, all commigraignificant countries.

The patent protection of product candidates, sschicelna, involves complex legal and factual qoesti To the extent that it would be necessarydeaatageous for any of our licensors to cooperateaul in the enforcement

our licensed intellectual property rights, we cantantrol the amount or timing of resources suchrisors devote on our behalf or the priority thige® on enforcing such rights. We may not be &blerotect our intellectual prope
rights against third party infringement, which nisydifficult to detect. Additionally, challengesaynbe made to the ownership of our intellectuapprty rights, our ability to enforce them, or omderlying licenses.

20




We cannot be certain that any of the patents istuad or to our licensors will provide adequatetgction from competing products. Our successaefiend, in part, on whether we or our licensons ca

obtain and maintain patents to protect our prodantlidates such as Tcell

obtain and maintain any required or desirable Besrto use certain technologies of third partidsclivmay be protected by pater
protect our trade secrets and ki-how;

operate without infringing the intellectual propeaind proprietary rights of othel

enforce the issued patents under which we holdsjgind

develop additional proprietary technologies thatgatentable

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

we or our licensor might not have been the firshtike the inventions covered by pending pateniegtfiins or issued patents owned by, or licensedsx

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

others may independently develop similar or altéveaechnologies or duplicate any of the technigisgwned by, or licensed to, 1

itis possible that none of the pending patentiapfbns owned by, or licensed to, us will resnltssued patent:

any patents under which we hold rights may not jpi®ws with a basis for commercially viable produchay not provide us with any competitive advaesagr may be challenged by third parties as inyat
unenforceable under U.S. or foreign laws

any of the issued patents under which we hold sighay not be valid or enforceable or may be circemed successfully in light of the continuing evinin of domestic and foreign patent lay

Confidentiality agreements with employees and othenay not adequately prevent disclosure of our &agkcrets and other proprietary information and magt adequately protect our intellectual propertyhich could limit out

ability to compete.

We rely in part on trade secret protection in ordeprotect our proprietary trade secrets and w@mpet knowhow. However, trade secrets are difficult to pcgteand we cannot be certain that others will retefop the same
similar technologies on their own. We have takips including entering into confidentiality agmesnts with our employees, consultants, outsidensfiiecollaborators and other advisors, to protest trade secrets and unpate
know-how. These agreements generally requirettfeabther party keep confidential and not dischosthird parties all confidential information dewpkd by the party or made known to the party bgduring the course of the party’
relationship with us. We also typically obtain egments from these parties which provide that itfiwes conceived by the party in the course of reindeservices to us will be our exclusive properijowever, these agreements may
be honored and may not effectively assign intell@cproperty rights to us. Further, we have lighigntrol, if any, over the protection of traders¢s developed by our licensors. Enforcing a cldiat a party illegally obtained anc
using our trade secrets or know-how is difficukpensive and time consuming, and the outcome isegiigable. In addition, courts outside the UniBtdtes may be less willing to protect trade seaeknowhow. The failure to obta
or maintain trade secret protection could adveraffct our competitive position.

A dispute concerning the infringement or misappraation of our proprietary rights or the proprietaryights of others could be time consuming and cgstind an unfavorable outcome could harm our bus#se

A number of pharmaceutical, biotechnology and ottenpanies, universities and research instituttenee filed patent applications or have been isqaents relating to cell therapy,cBils, and other technologies potenti
relevant to or required by our product candidatehsas Tcelna. We cannot predict which, if anyswath applications will issue as patents or thensahat might be allowed. We are aware of a nurobeatent applications and pate
claiming use of modified cells to treat diseassprdier or injury.
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There is significant litigation in our industry @egling patent and other intellectual property ghtvhile we are not currently subject to any pegdintellectual property litigation, and are notaa® of any such threatened litigati
we may be exposed to future litigation by thirdtigsrbased on claims that our product candidates) as Tcelna, or their methods of use, manufajwoi other technologies or activities infringe theellectual property rights of su
third parties. If our product candidates, suchTeslna, or their methods of manufacture are founéhtringe any such patents, we may have to payifiignt damages or seek licenses under such gat®vie have not conduci
comprehensive searches of patents issued to thitip relating to Tcelna or OPX-212. Consequentlyassurance can be given that third-party patmtaining claims covering Tcelna or ORX2, their methods of use or manufac
do not exist or have not been filed and will noti¥mied in the future. Because some patent afiplisain the United States may be maintained imesscuntil the patents are issued, and becausetpgtelications in the United Sta
and many foreign jurisdictions are typically notbfished until 18 months after filing, we cannot detain that others have not filed patent applicetithat will mature into issued patents that eetatour current or future prodi
candidates that could have a material effect iretiging and commercializing one or more of our piictandidates. A patent holder could preventars fimporting, making, using or selling the patehtempounds. We may neec
resort to litigation to enforce our intellectuabperty rights or to determine the scope and validitthird-party proprietary rights. Similarly, we may be jadb to claims that we have inappropriately usedisclosed trade secrets or o
proprietary information of third parties. If wedmme involved in litigation, it could consume a stantial portion of our managerial and financiaaerces, regardless of whether we win or lose. eSohour competitors may be able
sustain the costs of complex intellectual propdittgation more effectively than we can becauseythave substantially greater resources. We maybaoable to afford the costs of litigation. Anydé action against us or ¢
collaborators could lead to:
payment of actual damages, royalties, lost prafitsentially treble damages and attorr’ fees, if we are found to have willfully infringedfaird party's patent rights
injunctive or other equitable relief that may effeely block our ability to further develop, comneglize and sell our product
we or our collaborators having to enter into li@asrangements that may not be available on coniatigracceptable terms if at all; «
significant cost and expense, as well as distraaifaour management from our busine

As a result, we could be prevented from commemiiadi current or future product candidates.
Risks Related to Our Industry
We are subject to stringent regulation of our prociicandidates, such as Tcelna, which could delayelepment and commercialization.

We, our thirdparty contractors, suppliers and partners (sudiiexsk Serono, in the event the Option is exerciséth respect to Tcelna), and our product candelatach as Tcelna, are subject to stringent regolal the FD/
and other regulatory agencies in the United Sttelsby comparable authorities in other countrieene of our product candidates can be marketeldeitunited States until it has been approved byib&. No product candidate of ol
has been approved, and we may never receive FDegdfor any product candidate. Obtaining FDA @ppl typically takes many years and requires sutiitl resources. Even if regulatory approvaldsamed, the FDA may impo
significant restrictions on the indicated uses,ditions for use and labeling of such products. Aiddally, the FDA may require pospproval studies, including additional research dedelopment and clinical trials. These regule
requirements may limit the size of the market far product or result in the incurrence of additlasts. Any delay or failure in obtaining requirgpprovals could substantially reduce our abiitgenerate revenues.

In addition, both before and after regulatory apptowe, our partners and our product candidatesh ss Tcelna, are subject to numerous FDA reqeinésncovering, among other things, testing, manufag, quality contro
labeling, advertising, promotion, distribution agxport. The FDAS requirements may change and additional governregntations may be promulgated that could affscour partners and our product candidates, sufoelsa. Give
the number of recent high profile adverse safegne/with certain drug products, the FDA may regjuis a condition of approval, costly risk managerpeograms, which may include safety surveillarrestricted distribution and u
patient education, enhanced labeling, special gacgaor labeling, expedited reporting of certairverde events, preapproval of promotional materaid restrictions on direct-ttensumer advertising. Furthermore, height
Congressional scrutiny on the adequacy of the FIAs approval process and the ages@fforts to assure the safety of marketed drugitesl in the enactment of legislation addressing dafety issues, the FDA Amendments A«
2007. This legislation provides the FDA with exged authority over drug products after approval tned=DA's exercise of this authority could result in delaysncreased costs during the period of produgelig@ment, clinical tria
and regulatory review and approval, and increasstsdo assure compliance with new paysproval regulatory requirements. We cannot pratietikelihood, nature or extent of governmentuteion that may arise from this or fut
legislation or administrative action, either in tteited States or abroad.

In order to market any of our products outsidehef United States, we and our strategic partnerdiesmsees must establish and comply with numeamasvarying regulatory requirements of other caestregarding safety a
efficacy. Approval procedures vary among counteed can involve additional product testing and taloal administrative review periods and the tirequired to obtain approval in other countries midiffer from that required -
obtain FDA approval. The regulatory approval psscen other countries may include all of the ridlesailed above regarding FDA approval in the Unigtdtes. Approval by the FDA does not automaticiglad to the approval
authorities outside of the United States and, sirlyil approval by other regulatory authorities alésthe United States will not automatically leadRDA approval. In addition, regulatory approvaldne country does not ens
regulatory approval in another, but a failure diaglén obtaining regulatory approval in one countrgly negatively impact the regulatory process irerst. Our product candidates, such as Tcelna,nogle approved for all indicatic
that we request, which would limit uses and ad\grisepact our potential royalties and product saf&sch approval may be subject to limitations anititicated uses for which any potential producy im@ marketed or require cos
post-marketing follow-up studies.
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If we fail to comply with applicable regulatory néiements in the United States and other countasmng other things, we may be subject to finesathdr civil penalties, delays in approving or diadl to approve a produ
suspension or withdrawal of regulatory approvalsdpct recalls, seizure of products, operatingigins, interruption of manufacturing or clinidaials, injunctions and criminal prosecution, afywhich would harm our business.

We may need to change our business practices toptpmwith health care fraud and abuse regulationsy@our failure to comply with such laws could adwaly affect our business, financial condition andsults of operations.

If Merck Serono exercises the Option, Merck Seramuild be solely responsible for funding developmeegulatory and commercialization activities fazelna in MS, although we would retain an optiorcesfund certail
development in exchange for increased royalty ra@herwise, if we are successful in achievingrapal to market one or more of our product candigabur operations will be directly, or indirecthyough our customers, subjec
various state and federal fraud and abuse lawfsidimg, without limitation, the federal Anti-Kickisk Statute and False Claims Act. These laws magdat@mong other things, our proposed sales, nmagkeind education programs.

The federal AntiKickback Statute prohibits persons from knowinghgavillfully soliciting, offering, receiving or prading remuneration, directly or indirectly, in dxange for or to induce either the referral of ativiual, or thi
furnishing or arranging for a good or service,dvich payment may be made under a federal heaéthmragram such as the Medicare and Medicaid pragr8everal courts have interpreted the statutéént requirement to mean thi
any one purpose of an arrangement involving renatiuer is to induce referrals of federal healthaareered business, the statute has been violated. Afti-Kickback Statute is broad and prohibits many areamgnts and practices t
are lawful in businesses outside of the healthirahestry. Recognizing that the Arlickback Statute is broad and may technically gssthinany innocuous or beneficial arrangements, @sgauthorized the Department of Health
Human Services, Office of Inspector General, or QtGssue a series of regulations, known as thée“sarbors.These safe harbors set forth provisions that| thair applicable requirements are met, will asshealthcare providers &
other parties that they will not be prosecuted uride AntiKickback Statute. The failure of a transaction waagement to fit precisely within one or more szdebors does not necessarily mean that it isallegthat prosecution will |
pursued. However, conduct and business arrangerttettdo not fully satisfy each applicable safecbbamay result in increased scrutiny by governneriorcement authorities such as the OIG. Pesditieviolations of the feder
Anti-Kickback Statute include criminal penalties andl@anctions such as fines, imprisonment and pessikclusion from Medicare, Medicaid and other fatlbealthcare programs. Many states have alsoteddgws similar to tt
federal Anti-Kickback Statute, some of which apflthe referral of patients for healthcare itemsawices reimbursed by any source, not only theidéee and Medicaid programs.

The federal False Claims Act prohibits persons flkarawingly filing or causing to be filed a falseath to, or the knowing use of false statementshtaio payment from, the federal government. Siliésl funder the False Clail
Act, known as “qui tam” actions, can be broughtlmy individual on behalf of the government and siaclividuals, sometimes known as “relators” or, moommonly, as “whistleblowersgiiay share in any amounts paid by the enti
the government in fines or settlement. The frequeridiling of qui tam actions has increased sigmfntly in recent years, causing greater numbeteeafthcare companies to have to defend a Falss€lact action. When an entity
determined to have violated the federal False Glgat, it may be required to pay up to three tiiesactual damages sustained by the governmestcplili penalties. Various states have also endeted modeled after the federal F:
Claims Act.

In addition to the laws described above, the Helsilurance Portability and Accountability Act of9created two new federal crimes: healthcare femdifalse statements relating to healthcare nsatfEne healthcare fra
statute prohibits knowingly and willfully executirrgscheme to defraud any healthcare benefit prograoiading private payors. A violation of thisasite is a felony and may result in fines, imprisent or exclusion from governm:
sponsored programs. The false statements stamitébjis knowingly and willfully falsifying, concelg or covering up a material fact or making anyterally false, fictitious or fraudulent statemémtconnection with the delivery of
payment for healthcare benefits, items or servidesiolation of this statute is a felony and magult in fines or imprisonment.

Beginning August 1, 2013, the Physician Paymentssiine Act (the “Sunshine Act'yhich is part of the Patient Protection and AffdigaCare Act, requires manufacturers of drugs, oadievices, biologicals or medi
supplies that participate in U.S. federal healtte gaograms to track and then report certain paysnend items of value given to U.S. physicians @rfél teaching hospitals (defined as “Covered Renigl’). The Sunshine Act requir
that manufacturers collect this information on arjyebasis and then report it to Centers for Medtia Medicaid Services by the 90th day of each sgbsent year.

If our operations are found to be in violation ofyeof the laws described above and other applicstalte and federal fraud and abuse laws, we maybject to penalties, including civil and criminegnalties, damages, fin
exclusion from government healthcare programs taedurtailment or restructuring of our operations.
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If our competitors develop and market products theat more effective than our product candidateseyhmay reduce or eliminate our commercial opportties.

Competition in the pharmaceutical industry, pattidy the market for MS products, is intense, arelexpect such competition to continue to incred§e.face competition from pharmaceutical and bimtetogy companies,
well as numerous academic and research instituiadsgovernmental agencies, in the United Statdsabroad. Our competitors have products that haea approved or are in advanced development agdsutaeed in developi
drugs that are more effective, safer and more ddfole or more easily administered than ours, or alchieve patent protection or commercializatioonsw than our products. Our most significant cotitgrs are fully integrate
pharmaceutical companies and more establishedchiontéogy companies. These companies have significgreater capital resources and expertise ieareh and development, manufacturing, testing,imibgregulatory approva
and marketing than we currently do. However, senatompanies also may prove to be significant caitops, particularly through proprietary researdbcdveries and collaboration arrangements withelgsharmaceutical a
established biotechnology companies. In additiothé competitors with existing products that haeen approved, many of our competitors are furlwrg in the process of product development arwlgerate large, comparfiyndec
research and development programs. As a result;aupetitors may develop more competitive or afédrle products, or achieve earlier patent proteadiofurther product commercialization than we aloée to achieve. Competiti
products may render any products or product catelidhat we develop obsolete.

Our competitors may also develop alternative thiegaghat 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 a result, there is sigaifit risk that our product candidates, such asn@cenay be rendered obso
or uneconomical by new discoveries before we recamg expenses incurred in connection with theirettgoment. If our product candidates, such as Ecelre rendered obsolete by advancements in bimgitautical technologies, ¢
future prospects will suffer.

Consumers may sue us for product liability, whicbudd result in substantial liabilities that exceeslir available resources and damage our reputation.
Developing and commercializing drug products estsigjnificant product liability risks. Liability aims may arise from our and our collaborators’efggroducts in clinical trials and the commercialesof those products.

In the event that any of our product candidatesimes an approved product and is commercializedsurnars may make product liability claims directiyaist us and/or our partners (such as Merck Seioribe event the Optic
is exercised, with respect to Tcelna), and oumeastor others selling these products may seekibation from us if they incur any loss or expensglated to such claims. We have insurance thatrsoslinical trial activities. We belie
our insurance coverage as of the date hereof sonebly adequate at this time. However, we wichéo increase and expand this coverage as we cocenzlditional clinical trials, as well as largealg trials, and if any prodt
candidate is approved for commercial sale. Thiarersce may be prohibitively expensive or may ndly faover our potential liabilities. Our inabilitio obtain sufficient insurance coverage at an aedxé cost or otherwise to prot
against potential product liability claims couldepent or inhibit the regulatory approval or comnigization of products that we or one of our cotledtors develop. Product liability claims couldséa material adverse effect on
business and results of operations. Liability freuch claims could exceed our total assets if wead@revail in any lawsuit brought by a third gaatleging that an injury was caused by one or nebr@ur products.

Government controls and health care reform measupesild adversely affect our business.

The business and financial condition of pharmacat#nd biotechnology companies are affected beftfeets of governmental and thipirty payors to contain or reduce the costs ofthealre. In the United States and in for
jurisdictions, there have been, and we expectttiee will continue to be, a number of legislatared regulatory proposals aimed at changing thettheate system. For example, in some foreign c@stparticularly in Europe, t
pricing of prescription pharmaceuticals is subjeagovernmental control. In these countries, pganegotiations with governmental authorities cde teonsiderable time after the receipt of markegipgroval for a product candidate.
obtain reimbursement or pricing approval in somantdes, we may be required to conduct additionmical trials that compare the cosffectiveness of any product candidate, such asn@ceéo other available therapies
reimbursement of any product candidate such asnac#lapproved, is unavailable or limited in scap@mount in a particular country, or if pricirgset at unsatisfactory levels, we may be unakéehdeve or sustain profitability in st
country. In the United States, the Medicare Pipon Drug, Improvement, and Modernization Act2if03 (MMA) changed the way Medicare covers and faypharmaceutical products. The legislation dithbd Medicare Part |
which expanded Medicare coverage for outpatiensguiigtion drug purchases by the elderly but prodidethority for limiting the number of drugs thatllvibe covered in any therapeutic class. The MMAoaintroduced a ne
reimbursement methodology based on average sates for physiciaradministered drugs. Any negotiated prices for amgpct candidate such as Tcelna, if approved, eavby a Part D prescription drug plan will likelg lower tha
the prices that might otherwise be obtained outsfdfie Medicare Part D prescription drug plan. &torer, while Medicare Part D applies only to dregéfits for Medicare beneficiaries, private payaften follow Medicare covera
policy and payment limitations in setting their opayment rates. Any reduction in payment under i Part D may result in a similar reduction igrpants from non-governmental payors.
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The United States and several other jurisdictiorscansidering, or have already enacted, a numblegislative and regulatory proposals to changeltbalthcare system in ways that could affect bilityato sell any produt
candidate such as Tcelna, if approved. Among patiekers and payors in the United States and elsewttegre is significant interest in promoting chesiin healthcare systems with the stated goal®mtaming healthcare cos
improving quality and/or expanding access to healtf. In the United States, the pharmaceuticalsinginas been a particular focus of these effartsheas been significantly affected by major legigtinitiatives. There have been,
likely will continue to be, legislative and reguday proposals at the federal and state levels @ideat broadening the availability of healthcard eontaining or lowering the cost of healthcare. ¢&enot predict the initiatives that may
adopted in the future. The continuing efforts af fovernment, insurance companies, managed caaeipagions and other payors of healthcare sert@esntain or reduce costs of healthcare may adiyesdfect: the demand for a
product candidate such as Tcelna, if approvedalfiléty to set a price that we believe is fair &ty product candidate such as Tcelna, if approvedability to generate revenues and achieve ontaiai profitability; the level of taxes tt
we are required to pay; and the availability ofitzp

In March 2010, the Patient Protection and AfforéaBare Act, as amended by the Health Care and Eoc&ffordability Reconciliation Act (collectivelythe ACA), became law in the United States. Thal @ the ACA is t
reduce the cost of healthcare and substantiallpgihéhe way healthcare is financed by both goventahand private insurers. The ACA may result ivdward pressure on pharmaceutical reimbursemernt¢hvdould negatively affe
market acceptance of any product candidate su@leelsa, if approved. Provisions of the ACA relevamthe pharmaceutical industry include the follogian annual, nondeductible fee on any entity thetufactures or imports cert
branded prescription drugs and biologic agentspdismed among these entities according to theirketashare in certain government healthcare progyram increase in the rebates a manufacturer naystipder the Medicaid Dri
Rebate Program to 23.1% and 13% of the average fatuarer price for branded and generic drugs, msmdy; a new Medicare Part D coverage gap distpuogram, in which manufacturers must agree terd0% point-ofsale
discounts on negotiated prices of applicable bdmgs to eligible beneficiaries during their coggayap period, as a condition for the manufactsreutpatient drugs to be covered under MedicarePagxtension of manufacturers’
Medicaid rebate liability to covered drugs dispehseindividuals who are enrolled in Medicaid mae@gare organizations; expansion of eligibilitytemia for Medicaid programs by, among other thirajwing states to offer Medice
coverage to additional individuals and by adding meandatory eligibility categories for certain imidiuals with income at or below 133% of the Fed&aVerty Level beginning in 2014, thereby potehtiaicreasing manufacturers’
Medicaid rebate liability; expansion of the enstigigible for discounts under the Public Healthvie pharmaceutical pricing program; new requiretaeinder the federal Open Payments program amupiementing regulations; a
expansion of healthcare fraud and abuse laws,dimguthe federal False Claims Act and the federsti-Kickback Statute, new government investigative pewand enhanced penalties for noncompliance. ditiad, other legislativ
changes have been proposed and adopted since thevA€ enacted. These changes include aggregateti@mwito Medicare payments to providers of up %o @er fiscal year, which went into effect in Ap2013. In January 201
President Obama signed into law the American Taap&glief Act of 2012, which, among other thingsjduced Medicare payments to several types of peosjcind increased the statute of limitations pefiw the government
recover overpayments to providers from three te figars. These new laws may result in additiortaleons in Medicare and other healthcare funding.

Another example of reform that could affect ouribass is drug reimportation into the United Stdtes, the reimportation of approved drugs origipnahanufactured in the United States back intoUinited States from oth

countries where the drugs were sold at lower pyickstiatives in this regard could decrease thegwe or any potential collaborators receivedar product candidates if they are ever approveddte, adversely affecting our fut
revenue growth and potential profitability. Moreoythe pendency or approval of such proposalsio®siult in a decrease in our stock price or agdgesfect our ability to raise capital or to oltaitrategic partnerships or licenses.
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Risks Related to Our Securities
There is currently a limited market for our secuidts, and any trading market that exists in our seities may be highly illiquid and may not refleché underlying value of our net assets or businessgpects.

Although our common stock is traded on the NASDA&pital Market, there is currently a limited markatour securities and there can be no assuramatathactive market will ever develop. Investoes@autioned not to rely
the possibility that an active trading market mayelop.

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

We are required to meet certain qualitative andrfaial tests (including a minimum bid price for @ammon stock of $1.00 per share and a minimunkktiders’equity of $2.5 million), as well as certain corpergovernanc
standards, to maintain the listing of our commareiston the NASDAQ Capital Market. It is possiblet we could fail to satisfy one or more of thesquirements. Since November 2014, our stock hasnted to trade below t
minimum bid price continued listing requirementdaur common stock is in jeopardy of being delist€h December 5, 2014, we received a staff defayidetter from NASDAQ indicating that our commaock failed to comply wit
the minimum bid price requirement because it cldssgdw the $1.00 minimum closing bid price for 3fhsecutive trading days. The notice further stéttatiwe will be provided a period of 180 calendays to regain compliance. If ¢
common stock maintains a closing bid price of $Jp80share or more for a minimum of 10 consecutivéiness days (or such longer period of time ad\th8DAQ staff may require in some circumstances,ganerally not more thi
20 consecutive business days) before June 3, 2@ @il achieve compliance with the listing stardkar If our common stock does not achieve compéiamith the minimum bid price by June 3, 2015, we/ e eligible for an addition
180 day grace period so long as we continue to theatther listing standards and provide timelyiagobf our intention to cure the deficiency. Howe\if it appears to the NASDAQ staff that we witit be able to cure the deficiency
if we do not meet the other listing standards, NA&Dcould provide notice that our stock will becosubject to delisting.

We previously received a similar staff deficienegtér in February 2012 indicating that our commimrls failed to comply with the minimum bid pricegrérement because it traded below the $1.00 miniralasing bid price fc
30 consecutive trading days, and after an initial an extended grace period, and implementati@nasfe-forfour reverse stock split of our common stock onédelser 14, 2012, we regained compliance with theGinimum closin
bid price listing standard and NASDAQ notified imatt the matter was closed in January 2013. Weralseived a staff deficiency letter in November 201btifying us that the stockholdersguity of $2,339,285 as reported in
Quarterly Report on Form 10-Q for the period enS8egtember 30, 2012 was below the minimum stockhsleguity of $2.5 million required for continueidting on NASDAQ. We were provided 45 calendar days, or until Janaéi
2013, to submit a plan to regain compliance with tinimum stockholdergquity standard. We submitted such a plan andit accepted, with NASDAQ thus granting us an eitensntil May 15, 2013 to evidence compliance
the minimum stockholders’ equity standard. Upoeceiing the plan, we attained the necessary stéd&t®equity level and subsequently received notice fMASDAQ that we had regained compliance with thengsstandard and t
matter was closed in May 2013.

While we are exercising diligent efforts to maintdhe listing of our common stock on NASDAQ, theen be no assurance that we will be able to maimtampliance with the minimum bid price, stockholdeequity or othe
listing standards in the future. We may receivaitamhal future notices from NASDAQ that we havéddd to meet its requirements, and proceedingsetistdour stock could be commenced. In such eWeASDAQ rules permit us
appeal any delisting determination to a NASDAQ Hhtegs Panel. If we are unable to maintain or regaimpliance in a timely manner and our common stsedlelisted, it could be more difficult to buy sell our common stock a
obtain accurate quotations, and the price of amekstould suffer a material decline. Delisting nadso impair our ability to raise capital.

Our share price is volatile, and you may not be @b resell our shares at a profit or at all.

The market prices for securities of biopharmaceligmd biotechnology companies, and eathge drug discovery and development companiesubkia particular, have historically been highlylatde and may continue to
highly volatile in the future. The following fact in addition to other risk factors describedhiis section, may have a significant impact onrnttaeket price of our common stock:
e the development status of any drug candidates, asiditelna, including clinical study results antedwminations by regulatory authorities with respéetreto;
e the initiation, termination, or reduction in theope of any collaboration arrangements (such aslafgwents involving Merck Serono and the Option/uding a decision by Merck Serono to exercise d
exercise the Option) or any disputes or developsgarding such collaboratior
announcements of technological innovations, newrserial products or other material events by ounjeetitors or us
disputes or other developments concerning our @ty rights;
changes in, or failure to meet, securities ané’ or investor’ expectations of our financial performan
additions or departures of key person
discussions of our business, products, financigbp@ance, prospects or stock price by the findrasid scientific press and online investor commiesj
public concern as to, and legislative action withpect to, the pricing and availability of prestiaip drugs or the safety of drugs and drug deliteghniques
regulatory developments in the United States aridrigign countries; c
dilutive effects of sales of shares of common stogkis or our shareholders, and sales of commask sitguired upon exercise or conversion by thedrsldf warrants, options or convertible no
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Broad market and industry factors, as well as exoo@nd political factors, also may materially acbedy affect the market price of our common stock.
We may be or become the target of securities liigra, which is costly and time-consuming to defend.

In the past, following periods of market volatility the price of a company'securities or the reporting of unfavorable nesesurity holders have often instituted class acliigation. If the market value of our securil
experience adverse fluctuations and we becomevadah this type of litigation, regardless of thetame, we could incur substantial legal costs @mdmanagemert’ attention could be diverted from the operatiomwf busines
causing our business to suffer.

Our “blank check” preferred stock could be issued prevent a business combination not desired by agement or our majority shareholders.

Our charter authorizes the issuance of “blank chpeferred stock with such designations, rights grederences as may be determined by our Boardretiirs without shareholder approval. Our prefésteck could be utilize
as a method of discouraging, delaying, or prevgraichange in our control and as a method of ptewgshareholders from receiving a premium foritlséiares in connection with a change of control.

Future sales of our securities could cause diluticend the sale of such securities, or the perceptibat such sales may occur, could cause the po€eur stock to fall.

In July 2012, we closed a private offering consigtof convertible secured notes and warrants toh@se common stock which generated approximatell idlion in gross proceeds, of which notes in dugregate princip
amount of $900,000 were converted into shares B€S@ convertible preferred stock which, in tuwere converted into an aggregate of 288,229 shdresmmon stock during February 2013. The remaimiates were converted il
an aggregate of 1,714,697 shares of common stok.@1 per share on September 24, 2013. From Nose@012 through January 2013, we sold an aggre§@80,000 shares to Lincoln Park pursuant tofh& million purchas
agreement and issued an additional 56,507 shaiegtiascommitment shares and 3,585 shares adiaddl commitment shares. In January 2013, we &$6&0,000 principal amount of unsecured convertisbmissory notes of whi
$100,000 was converted into 77,034 shares of constumk at $1.298125 per share during February 20ii3the remaining $550,000 of principal amount plesrued interest was repaid during February 2Ci8chasers of such no
also received fivgrear warrants to acquire an aggregate of 243,7atestof our common stock at an exercise price df4$fter share. In February 2013, we sold an aggerfal 67,618 shares of our common stock purswetftet ATV
Agreement for gross proceeds of $536,417. On Repriil, 2013, we closed on an offering of 1,083,884res of common stock and warrants to purchasg6& shares of common stock for gross proceed@8.@5 million, or ne
proceeds of approximately $3.0 million after dethgtcommissions and offering expenses. On August2023, we closed an offering of 12 million shacfscommon stock for gross proceeds of $18 millionnet proceeds
approximately $16.2 million after deducting undeting discounts and commissions and offering expsnand we granted the underwriters ada@-option to purchase up to an additional 1.8iamlshares of common stock to cc
over-allotments. During September 2013, the undewsrof the August 2013 underwritten public offigriexercised the ovetfotment option granted to them which resultedhia issuance of an additional 900,000 shares ofrem
stock for gross proceeds of $1.35 million, or meicpeds of approximately $1.2 million after dedugtiinderwriting discounts and commissions and iffeexpenses. On December 23, 2013, we closeffenng of 4,738,000 shares
common stock, including the full exercise of theerallotment option granted to the underwriters, rajsgross proceeds of $8.1 million or net proceedapproximately $7.3 million after deducting thedemwriting discounts ar
commission and offering expenses. Between Mar@®54 and December 31, 2014, we generated grosseammioceeds including amortization of deferreficing costs of $674,126 and $648,175, respegtivalsales of an aggreg
of 518,412 shares of our common stock under theAEM Agreement.

Sales of additional shares of our common stockyelsas securities convertible into or exercisafiolecommon stock, could result in substantial dilntto our shareholders and cause the market pficeir common stock
decline. An aggregate of 28,234,751 shares of comstock were outstanding as of December 31, 280%4. As of such date, another (i) 2,423,253 shafeommon stock were issuable upon exercise tstanding options and (
3,046,801 shares of common stock were issuable thmexercise of outstanding warrants. A substhmiigjority of the outstanding shares of our comrsmtk are freely tradable without restriction orthier registration under t
Securities Act of 1933.
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We may sell additional shares of common stock, el & securities convertible into or exercisaloledommon stock, in subsequent public or privaferofgs. We may also issue additional shares ofroon stock, as well
securities convertible into or exercisable for camnnstock, to finance future acquisitions. Amonigentrequirements, we will need to raise significaaiditional capital in order to complete the Phéiselinical study of Tcelna in SPM
and, if initiated, to complete a Phase 1/2 proetaricept study of OPX242 in NMO, and this may require us to issue a tsulbigl amount of securities (including common &tas well as securities convertible into or exexisis fo
common stock). There can be no assurance thatapital raising efforts will be able to attract ttepital needed to execute on our business plasastdin our operations. Moreover, we cannot ptedéesize of future issuances of
common stock, as well as securities convertible artexercisable for common stock, or the effdaniy, that future issuances and sales of our g&=uwill have on the market price of our commeéwock. Sales of substantial amount
our common stock, as well as securities converiititeor exercisable for common stock, includingr&s issued in connection with an acquisition ousig funds to complete our clinical trial plans,the perception that such sales ¢
occur, may result in substantial dilution and mdyeasely affect prevailing market prices for oumroon stock.

Under the $1.5 million purchase agreement and $fBlilbon purchase agreement with Lincoln Park, wayndirect Lincoln Park to purchase up to $16.5iomillof shares of common stock, subject to certitdtions an
conditions, over a 3@onth period. We have sold an aggregate of 390s8@6es to date under the $1.5 million purchaseemgent. Additionally, we issued Lincoln Park 56,50ares of common stock as initial commitmenteshan:
have issued an aggregate of 3,585 additional camenit shares, and may in the future issue up talditianal 109,428 shares of common stock as additioommitment shares, as a fee for its commitrtepurchase the shares ur
the $1.5 million purchase agreement and the $18lmpurchase agreement. The purchase pricéhfrshares that we may sell to Lincoln Park wilctuate based on the price of our common stocko#imet factors determined
us. As such, Lincoln Park may ultimately purchatbesome or none of the shares of our common ststlable pursuant to the purchase agreementdiadteiate hereof and, after it has acquired shaiespin Park may sell all, some
none of those shares. Therefore, sales to LinBaltk by us pursuant to either or both of the pusehagreements could result in substantial dilutiothe interests of other holders of our commomrlstAdditionally, the sale of
substantial number of shares of our common stodkirtooln Park, or the anticipation of such salesyld cause the trading price of our common stoclledine and could make it more difficult for ussell equity or equityelatec
securities in the future.

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

We currently anticipate that no cash dividends télpaid on the common stock in the foreseeabledutWhile our dividend policy will be based o thperating results and capital needs of the bssjrieis anticipated that
earnings, if any, will be retained to finance th&ufe expansion of our business.

Our shareholders 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@@eshof our common stock and to issue and desiginateghts of, without shareholder approval, ud®000,000 shares of preferred stock. In ordeais® additional capital, \
may in the future offer additional shares of oumaaon stock or other securities convertible int@echangeable for our common stock at prices thgtmoa be the same as the price per share paidhey atvestors, and dilution to ¢
shareholders could result. We may sell shareshmr gecurities in any other offering at a price giare that is less than the price per sharelpaidvestors, and investors purchasing shareshar atecurities in the future could h
rights superior to existing shareholders. Thegper share at which we sell additional sharesioEommon stock, or securities convertible or ergeable into common stock, in future transactioay tve higher or lower than the pt
per share paid by other investors.

We may issue debt and equity securities or seasitonvertible into equity securities, any of whiotay be senior to our common stock as to distribng and in liquidation, which could negatively affethe value of our common
stock.

In the future, we may attempt to increase our eapésources by entering into debt or dié-financing that is unsecured or secured byaiglltof our assets, or by issuing additional debéquity securities, which could inclt
issuances of secured or unsecured commercial pageliumterm notes, senior notes, subordinated notes, gess, preferred stock, hybrid securities, or sgesrconvertible into or exchangeable for equitgigities. In the event
our liquidation, our lenders and holders of ourtdetd preferred securities would receive distritmsi of our available assets before distributiorthéoholders of our common stock. Because oussietto incur debt and issue secur
in future offerings may be influenced by marketditions and other factors beyond our control, wenca predict or estimate the amount, timing or ref our future offerings or debt financings. ther, market conditions could requ
us to accept less favorable terms for the issuahoar securities in the future.
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Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdirorking capital, research and development, basimievelopment and operational purposes), we dlyrietend to use our available cash (i) to congirffunding the ongoir
Abili-T clinical study of Tcelna in patients withPB1S, and (i) to continue preclinical and manufaicty activities for OPX212 in patients with NMO, and if such activitieg auccessful, to file an IND application with tHeArto initiate
a Phase 1/2 proof-of-concept study. We reacheeiaiiment target for the Abili-T trial in June 28 and a total of 190 patients have been enrail¢his two-year study. We expect tbpe data for Tcelna to be available in the se:
half of 2016. Our existing resources are not adegjto permit us to complete the ongoing Abili-ihidlal study of Tcelna in patients with SPMS oripitiated, to conduct a Phase 1/2 proof-of-consgyptly of OPX212 in NMO. We wil
need to secure significant additional resourcesotoplete the ongoing Abili-T clinical study of Toal in patients with SPMS and, if initiated, to cooda Phase 1/2 proof-of-concept study of GPL2-in NMO and to support ¢
operations during the course of the trials.

Depending on future developments and circumstangesmay use some of our available cash for othepgses which may have the potential to decreasdotieeasted cash runway. Notwithstanding our eurietention:
regarding use of our available cash, our managemirttave significant flexibility with respect teuch use. The actual amounts and timing of expenedi will vary significantly depending on a numléfactors, including the amot
and timing of cash used in our operations and esearch and development efforts. Manageradatiure to use these funds effectively would hameadverse effect on the value of our common saockcould make it more difficult a
costly to raise funds in the future.

Risks Related to our Securities due to our Currengt Proposed Rights Offering

On January 28, 2015, we filed a registration staaton Form S-1 (No. 333-201731) (the “registrat&tatement”)with the Securities and Exchange Commission faropgsed rights offering of subscription rights torghast
Units comprised of a share of our common stockamgrrant to purchase an additional share of ounznon stock (the “Rights Offering”}Holders of our common stock and holders of oureeki warrants on the record date for
Rights Offering, which is yet to be determined, ldidne eligible to participate. The registratioratgment has not yet become effective. We maelhthe securities that are the subject of the segtion statement nor may offers to
be accepted prior to the time the registration etaént becomes effective. The Rights Offering,hnikiexpected to commence immediately followingeffectiveness of the registration statement, aily be made by means ¢
prospectus. The following risks related to ounséies are due to the Rights Offering, however;age give no assurance that the registration statemwill become effective, that the Rights Offerinijbe commenced or that the Ric
Offering will ultimately be consummated or be sssfe.

We will incur substantial expenses in connectiontivihe Rights Offering, which may not return adeqteavalue if the Rights Offering is ultimately nobosummated or successful.

The estimated expenses for the Rights Offeringappeoximately $750,000, excluding fees and expeofté®e dealemanagers that we have engaged to assist us wiigis Offering. If the registration statemenhé declare
effective, the Rights Offering is not commencedha Rights Offering is not ultimately consummatedaccessful, we will incur these expenses noneselIn addition, we have agreed to pay feesetaléalermnanagers as follows:
to Maxim Group LLC, a cash fee equal to (a) 1%hef gross proceeds received by us directly fromoéses of the subscription rights if the amountwiftsgross proceeds is less than $6 million; (b)o4%he gross proceeds receivec
us directly from exercises of the subscription tigifithe amount of such gross proceeds is at &&snillion but less than $10 million; and (c) 4.%f#fethe gross proceeds received by us directly fesercises of the subscription right
the amount of such gross proceeds is at least $fi6rm(ii) to National Securities Corporation,cash fee equal to 2.75% of the gross proceedsvegtély us directly from exercises of the subsaipfights if the amount of such gr
proceeds is at least $6 million. We have alsoexjte reimburse the dealeranagers for their expenses as follows: (i) up0,000 if the gross proceeds received by us tjrécim exercises of the subscription rights isslésan $
million; and (i) up to $100,000 if the gross preds received by us directly from exercises of thessription rights is at least $6 million.

Your interest in our company may be diluted as @u# of the Rights Offering.
Shareholders who do not fully exercise their supsion rights should expect that they will, at thempletion of the Rights Offering, own a smalleogmrtional interest in our company than would otfise be the case had ti

fully exercised their basic subscription right anersubscription privilege, as described in the regt&in statement. In addition, the shares issuae the exercise of the warrants to be issuedipatgo the Rights Offering will dilu
the ownership interest of shareholders not pagtiig in the offering or holders of warrants isspedsuant to the Rights Offering who do not exertiem.
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Further, because the price per share of our constmnk being offered may be substantially highenttiee net tangible book value per share of our comstock, a purchase of shares of common stockerRights Offerin
offering at the subscription price described inrbgistration statement may cause the purchaseifier immediate and substantial dilution in the taegible book value of the common stock.

Completion of the Rights Offering is not subject is raising a minimum offering amount.

Completion of the Rights Offering is not subjectu® raising a minimum offering amount and thereforeceeds may be insufficient to meet our objestitkereby increasing the risk to investors whdigipate in the Righ
Offering, including investing in a company that tiones to require capital.

The dealer-managers are not underwriting, nor acgiras placement agents of, the subscription rightghee securities underlying the subscription rights

Maxim Group LLC and National Securities Corporatiaifi act as dealer-managers for the Rights Offgridnder the terms and subject to the conditiomsatoed in the dealer-manager agreement, the deleagers will provide
marketing assistance in connection with the offgrifhe dealer-managers are not underwriting oripdieany of the subscription rights or the sharesusfcommon stock or warrants being issued in tigat® Offering and do not make
any recommendation with respect to such subscripights (including with respect to the exercisepiration of such subscription rights), sharewarrants. The dealer-managers will not be sultgeany liability to us in rendering the
services contemplated by the dealer-manager agreeseept for any act of bad faith or gross negiageby the dealer-managers. The services of tHerd@anagers to us in this connection cannot bstooed as any assurance that the
offering will be successful.

The Rights Offering may cause the trading pricemir common stock to decrease.

The subscription price, together with the numbestadres of common stock we propose to issue aimdatéily will issue if the Rights Offering is compdel, may result in an immediate decrease in th&eharice of our commc
stock. This decrease may continue after the cdioplef the Rights Offering. We cannot predict &fect, if any, that the availability of shares foture sale represented by the warrants issuedrinection with the Rights Offering v
have on the market price of our common stock frone tto time. Further, if a substantial number disiption rights are exercised and the holdeth@fshares received upon exercise of those subsarifights or the related warra
choose to sell some or all of the shares underlgiegsubscription rights or the related warrarfis,resulting sales could depress the market pfioerocommon stock. Following the exercise of &lkds subscription rights, such hol
may not be able to sell such holder's common s&ckprice equal to or greater than the subscriggice.

Purchasers may commit to buying shares of commarcktabove the prevailing market pric

Once an exercise is made of the subscription rights exercising holder may not revoke such exereigen if such holder later learns information thath holder considers to be unfavorable to thecese of subscriptic
rights. The market price of our shares of comntonksmay decline prior to the expiration of theeuiiig or a subscribing rights holder may not be ablsell shares of common stock purchased inffeeing at a price equal to or gree
than the subscription price. Until shares of common stock are delivered upon expiration of thghi Offering, an exercising holder will not beeahbb sell or transfer the shares of our commorkstioat such holders purchases in
Rights Offering. Any such delivery will occur asosoas practicable after the Rights Offering hasredp payment for the shares of common stock atatled warrants subscribed for has cleared, anpradating calculations a
reductions contemplated by the terms of the Rigtitsring have been effected.

If we terminate the Rights Offering for any reasowe will have no obligation other than to return bscription monies as soon as practicak

We may decide, in our sole discretion and for agson, to cancel or terminate the Rights Offeringngy time prior to the expiration date. If thdeving is cancelled or terminated, we will have afdigation with respect
subscription rights that have been exercised exoeptturn as soon as practicable, without intetbstsubscription payments deposited with the@ifigon agent. If we terminate the offering, swéscription rights will expire worthles

Because we do not have any formal commitments framy of our shareholders to participate in the RighDffering, the net proceeds we receive from thgtRs Offering may not be significan

We do not have any formal commitments from any wf shareholders to participate in the Rights Offgriand we cannot assure you that any of our sbiaiets or warrant holders will exercise all or grgrt of their bas
subscription right or their ovesubscription privilege. If our shareholders or vaatholders that may acquire subscription rightsstibe for a relatively small amount of shares wf @mmon stock, the net proceeds we receive ft&
Rights Offering will not be significant.

The receipt of Subscription Rights may be treatexdiaataxable distribution.

We believe the distribution of the subscriptiorhtigin the Rights Offering should be a namable distribution to holders of shares of commtmtk and our Series L warrants under Sections8@f(the Internal Revenue Code
1986, as amended (the “Code”). This position is binding on the IRS, or the courts, however. hé Rights Offering is deemed to be part of a “dipprtionate distribution” under Section 305 of fBede, a holdes receipt ¢
subscription rights in the Rights Offering may beated as the receipt of a taxable distributiosutch holder equal to the fair market value of thiessription rights. Any such distribution would treated as dividend income to the ex
of our current and accumulated earnings and prafigsy, with any excess being treated as a retficapital to the extent thereof and then as aehpgain. Each holder of shares of common stockesuth holder of a Series L warrar
urged to consult his, her or its own tax advisahwespect to the particular tax consequenceseoRights Offering.
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Our ability to use net operating loss carryoversramluce future tax payments may be limited as aufesf the Rights Offering.

As of December 31, 2014, we had net operatingdasyforwards (NOLs) for federal income tax purposéapproximately $70 million. We generally abdesto carry NOLs forward to reduce taxable incamtiture years. The
NOLs begin to expire at December 31, 2025. Howewer,ability to utilize the NOLs is subject to thées of Section 382 of the Internal Revenue C&eetion 382 generally restricts the use of NOLeradh“ownership change.An
ownership change occurs if, among other thingsstbekholders (or specified groups of stockholdertsp own or have owned, directly or indirectly,di{5%) percent or more of our common stock or #neravise treated as five (5
percent stockholders under Section 382 and theatgus promulgated thereunder increase their aggeepercentage ownership of our stock by more Sfapercentage points over the lowest percentagleeo$tock owned by the
stockholders over a threear rolling period. In the event of an ownershiamge, Section 382 imposes an annual limitatiotheramount of taxable income a corporation mayeofféith NOL carryforwards. This annual limitatios
generally equal to the product of the value of stack on the date of the ownership change, muétipliy the long-term tagxempt rate published monthly by the Internal ReeeService. Any unused annual limitation may beied
over to later years until the applicable expiratitate for the respective NOL carryforwards.

The rules of Section 382 are complex and subjeeatying interpretations. Because of our numeraystal raises, which have included the issuanoesaabus classes of convertible securities and wigsraincertainty exists as
whether we may have undergone an ownership chanie ipast or will undergo one as a result of tigh®® Offering. Even if the Rights Offering does sause an ownership change, it may increasekbhiood that we may under
an ownership change in the future. Based on ontestock prices, we believe any ownership changddwseverely limit our ability to utilize the NOLAccordingly, no assurance can be given that ddt&will be fully available. As
result, we could pay taxes earlier and in largeowamnts than would be the case if the NOLs were abkilto reduce the federal income taxes withouticéisn.

Item 1B. Unresolved Staff Comments

None.

Iltem 2. Properties.

Our 10,200 square foot facility is located on thaeees at 2635 Technology Forest Boulevard in Tledands, Texas. This location provides spacedsearch and development and manufacturing capfacigfinical trials; ¢
specialized Flow Cytometry and Microscopy lab; suppf clinical trials with 800 square feet of cGMRanufacturing suites; Quality Systems manageméhtanQuality Control Laboratory, Regulatory Affejirand Quality Assurance;
well as administrative support space. Approximag§00 square feet of space remains availableutard buildeut. We lease the facility for a term ending in ®ember 2015 with two options for an additional fixears each at the tt
prevailing market rate.

Iltem 3. Legal Proceedings

We are not currently a party to any material lggateedings.

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 Capitathdaunder the symbol “OPXA.” Our common stock Heasm time to time, traded on a limited, sporadid aolatile basis.

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

Fiscal Year Ended December 31, 201
First Quartel

Second Quarte

Third Quartel

Fourth Quarte

Fiscal Year Ended December 31, 201
First Quarte|

Second Quarte

Third Quartel

Fourth Quarte

Price Ranges

Low

5,115
2.44
3.7C
2.5¢€

2.2C
1.9t
171
1.07

N0
1.4¢
1.2t
1.68

1.64
1.2¢
0.8t
0.7¢

The closing price of our common stock on Februdy2D15 was $0.73 per share, and there were appately 175 holders of record of our common stodkis iumber does not include shareholders for whoemes were held

“nominee” or “street name.”

Dividends

We have never declared or paid any cash dividendsiocommon stock and we do not intend to pay dastiends in the foreseeable future. We curreesiect to retain any future earnings to fund theragoon and expansion

our business.

Securities Authorized for Issuance Under Equity Corpensation Plans

The following table sets forth information, as ofd@mber 31, 2014, with respect to our compensatems under which common stock is authorized femasice, which consist of our 2010 Stock Incentie® Rnd its predecess
our June 2004 Compensatory Stock Option Plan. Weveethat the exercise price for all of the optigmanted under these plans reflect at least 1GG@8&éranarket value on the dates of grant for théans 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 2,423,252 $2.92 1,509,47¢
Equity Compensation Plans Not Approved by Stockérs — — —
Total 2,423,253 $2.92 1,509,479

Refer to Note 13 “Options and Warrants"the Notes to our financial statements for tisedl year ended December 31, 2014, included elsewhehe annual report for a description of out@®tock Incentive Plan and 2(

Compensatory Stock Option Plan.
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Recent Sales of Unregistered Securities and EquiBurchases by Company

On October 21, 2014, we issued 54,664 restrictaceshof common stock to a consultant for profesdiservices in lieu of a cash payment of $50,000e common stock was issued in reliance on the ptiemfrom registratio
contained in Section 4(2) of the Securities Ac1883 and Regulation D promulgated thereunder basehe offering of such securities to a single g8t@ewhich represented that it was an accrediteelsior and that it was purchasing
shares for its own account and without a view siritiute them.

Item 6. Selected Financial Data
Not applicable.
Iltem 7. Managemen’s Discussion and Analysis of Financial Condition ahResults of Operations

The following discussion of our financial conditiand results of operations should be read in codijiom with the accompanying financial statementds #re related footnotes thereto.

Organizational Overview

We have a limited operating history. Our predecessmpany for financial reporting purposes was fednon January 22, 2003 to acquire rights to antastem cell technology. In November 2004 we acgui@pexi
Pharmaceuticals, Inc. and its MS treatment tectyyolGurrently we remain focused on developing owel technology for MS. To date, we have not gatezt any commercial revenues from operations.

Critical Accounting Policies

Our discussion and analysis of our financial caadiand results of operations is based on our Gizustatements, which have been prepared in aanoedwith accounting principles generally acceptetie U.S. The preparati
of these financial statements requires us to makimates and judgments that affect the reporteclatsmf assets, liabilities and expenses. We basesiimates on historical experience and on var@her assumptions that we beli
to be reasonable under the circumstances, thetsexfulvhich form the basis for making judgmentswthibe carrying values of assets and liabilitiest #re not readily apparent from other sourcesu@atesults may differ from the
estimates under different assumptions or conditiéves believe the following critical accounting pidéis affect our most significant judgments andnestes used in preparation of our financial stateésien

Stock-Based CompensationOn January 1, 2006, we adopted the provisionsrrigial Accounting Standards Board (“FASB”) AccangtStandards Codification (“ASC718 which establishes accounting for equity insent
exchanged for employee service. We utilize the BRcholes option pricing model to estimate the faiue of employee stock based compensation at tieeofigrant, which requires the input of highly jative assumptions, includi
expected volatility and expected life. Changeshise inputs and assumptions can materially affieschteasure of estimated fair value of our shesed compensation. These assumptions are subjectivgenerally require significi
analysis and judgment to develop. When estimatigvialue, some of the assumptions will be basedodetermined from, external data and other aptioms may be derived from our historical expereemdth stockbased payme
arrangements. The appropriate weight to place stofiital experience is a matter of judgment, baserelevant facts and circumstances.

We estimated volatility by considering historicedek volatility. We have opted to use the simptifimethod for estimating the expected term of stufions equal to the midpoint between the vestiaigopl and the contractt
term.

Research and DevelopmenfThe costs of materials and equipment or facilitiest are acquired or constructed for research aweldpment activities and that have alternativeriiuses are capitalized as tangible assets

acquired or constructed. The cost of such mateciaisumed in research and development activitidstiza depreciation of such equipment or facilitieed in those activities are research and developousts. However, the costs
materials, equipment, or facilities acquired orstancted for research and development activitiastiave no alternative future uses are considershrch and development costs and are expendetahe the costs are incurred.
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Results of Operations
Comparison of Year Ended December 31, 2014 with théear Ended December 31, 2013

Net SalesRevenues related to the $5 million upfront paynfesxh Merck Serono in connection with the Option dnicense Agreement was $1,271,895 for the yearcizember 31, 2014, compared to $1,266,611 foyeh
ended December 31, 2013. We recorded no commeewiahues for the years ended December 31, 201BDecember 31, 2013.

Research and Development ExpenseResearch and development expenses were $12,118j62@ year ended December 31, 2014, compare6, «8$,090 for the year ended December 31, 2012 iffdrease in expenses w
primarily due to increases in staff and associategloyee compensation expenses, increases in shefcsupplies used both in our laboratory and peodchanufacturing operations and increased clinioadstigator costs associated v
increased enrollment of patients in the Afilelinical study. We have made and expect toinaetto make substantial investments in researdhdamelopment in order to develop and market ochirtelogy. We expense research
development costs as incurred. Acquired researdtdamnelopment that has no alternative future usxpensed when acquired. Property and equipmené$earch and development that has an alternativesfuse is capitalized and
related depreciation is expensed.

General and Administrative ExpensesOur general and administrative expenses were $3883or the year ended December 31, 2014, compar$d,670,769 for the year ended December 31,.20& increase in expenst
due to a modest increase in stock compensatiomegp@nd an increase in the use of professionatssnand was partially offset by lower NASDAQiligt fees.

Depreciation and Amortization Expenses Depreciation and amortization expenses were $387or the year ended December 31, 2014, comparg835,597 for the year ended December 31, 20h&. increase in depreciat
is due to the purchase of additional laboratorypufi@uring and computer equipment in 2014.

Interest Expense.nterest expense was $1,983 for the year endednilere31, 2014, compared to $2,267,302 for the geded December 31, 2013. The decrease in inexpshse was primarily due to the elimination ofdhly
2012 and January 2013 convertible notes in thendaleyear 2013. Interest expense for the yeardebeeember 31, 2014 related to the financing afriasce premiums and interest charged on a corpormedét card.

Interest Income. Interest income was $15,456 for the year ended iDeee 31, 2014, compared to $14,985 for the yeaeedibcember 31, 2013, and related to the cashdesdan our savings facility.

Net Loss.We had a net loss for the year ended December®HY af $15,052,263, or $0.54 per share (basic doted), compared with a net loss of $16,656,325$1.25 per share (basic and diluted), for the yarate:
December 31, 2013. The decrease in net lossrisapity due to substantially lower interest expease elimination of the loss on extinguishment obtdeffset by increases in research and developngemeral and administrati\
depreciation and interest expenses.

Liquidity and Capital Resources

Historically, we have financed our operations priitgsfrom the sale of debt and equity securities. & December 31, 2014, we had cash and cash éepivaf $9.9 million. Our financing activities geated approximately $2¢
million for the year ended December 31, 2013. Thsh generated in 2013 was proceeds from undewnittiblic offerings of shares of our common stquioceeds from a registered direct offering of shafour common stoc
proceeds from sales of shares of our common smdkncoln Park Capital Fund, LLC (“Lincoln Park’proceeds from sales of shares of our common stoderuan “at-the-market’ATM) facility, proceeds from a January 2(
convertible secured note financing, the releaserds to us previously held in a controlled accoamd from an upfront payment received pursuanntopion granted to acquire an exclusive, worldwiebecluding Japan) license to
Tcelna program for the treatment of MS, as disalibstow.

On November 2, 2012, we entered into a $15.0 miliarchase agreement and registration rights agnegermnd on November 5, 2012, we entered into @ &illion purchase agreement, each with LincolrkkRarrsuant to whic
we have the right to sell to Lincoln Park an aggtegf up to $16.5 million in shares of our comnstock, subject to certain conditions and limitatiobinder the terms and subject to the conditiorth@fpurchase agreements, Linc
Park is obligated to purchase up to an aggrega#&®6 million in shares of common stock (subjectértain limitations) from time to time over a Bnth period. We may direct Lincoln Park, at colediscretion and subject to cert
conditions, to purchase up to 100,000 shares ofrmmstock in regular purchases, increasing to atsaafiup to 300,000 shares depending upon thengjasdle price of our common stock. In addition,magy direct Lincoln Park
purchase additional amounts as accelerated pusch@$e purchase price of shares of common stdatetkto the future funding will be based on theviailing market prices of such shares at the tifreales (or over a period of up to
business days leading up to such time), but invemiewill shares be sold to Lincoln Park on a day tommon stock closing price is less than thesteffluminimum floor price of $1.00. As of DecemBéar 2014, we have sold
aggregate of 390,000 shares of our common stotlntmin Park for gross proceeds of $523,709 ancelevemaining commitment amount of $15,976,291labviei to us through Lincoln Park purchase agreesneibwever, there ¢
be no assurance that we will be able to receivecara)l of the additional funds from Lincoln Parkdause the purchase agreements contain limitatiestsictions, requirements, events of default athetr provisions that could limit ¢
ability to cause Lincoln Park to buy common stoakaf us, including the requirement to keep currbetgrospectus included as part of the Forthr8gistration statement relating to the $15.0iamilpurchase agreement (which is
current as of this date) as well as a minimum floice of $1.00 per share.
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On September 6, 2012, we entered into a Sales Agnete(the “ATM Agreement”) with Brinson Patrick Seities Corporation (the “Original Sales Manager’which we could offer and sell shares of our cammtock from tim
to time depending upon market demand, with the iGaigSales Manager acting as an agent for theafaddares in transactions deemed to be an “at #miati offering as defined in Rule 415 of the Securitiet Af 1933. Durin
February 2013, we sold an aggregate of 167,618skrour common stock, for gross proceeds of $836pursuant to the ATM Agreement. On March 5, 20te entered into a First Amendment to Sales Agegetrwith the Originz
Sales Manager and Meyers Associates, L.P. (doisgéss as Brinson Patrick, a division of Meyersokgses, L.P.) (“Brinson Patrick"pursuant to which the ATM Agreement was assignethbyOriginal Sales Manager to Brin:
Patrick. The ATM Agreement, as amended, is refetoeherein as the “new ATM Agreement/hder the new ATM Agreement, we may offer and skéires of our common stock from time to time dependpon market demand, w
Brinson Patrick acting as an agent for the sakhafes in transactions deemed to be an “at thketiaffering as defined in Rule 415 of the Securities &f 1933. We have registered up to an additi@&00,000 shares of our comn
stock for potential sale under the new ATM Agreemeks of December 31, 2014, we have generatedsgmd net proceeds including amortization of detefinancing costs of $674,126 and $648,175, reispdy, under the new ATI
Agreement on sales of an aggregate of 518,412 sb&mir common stock at average prices ranging $4.68 to $1.12 per share.

Our operating cash burn rate during the twelve imenhded December 31, 2014 was approximately $illidmper month. We reached our enroliment tafgethe Abili-T trial in June 2014, and a total of 190 patiersgehbee
enrolled in this two-year study. Costs associatihl the ongoing Abili-T trial and the potentialmaencement of a Phase 1/2 proof-of-concept stud@RX-212 in NMO may result in an increase in our montherating cash burn
2015. However, costs associated with our ongoieglimical and manufacturing activities for OPX-24fuld not materially affect our cash burn throtlgb submission, which is expected by mid-2015.

We will need to secure significant additional reses to complete the Abili-T trial of Tcelna in SBMnd, if initiated, to conduct a Phase 1/2 prdefemcept study of OPX212 in NMO, as well as to support our operationsmdy
the course of the trials. We believe that we hawféicient liquidity to support our current clinicactivities for the Abili-T trial of Tcelna in SPB} to continue planned preclinical developmentvit@s for OPX212 in NMO with ¢
possible IND submission by m2B15, and for general operations to sustain theg@omand support such activities into the fourtarter of 2015. Any other costs, however, suchoasscassociated with the initiation and completiba
Phase 1/2 proof-of-concept study of OPX-212 in NbtQuith pursuing additional disease indicationsdar T-cell technology or other research or develept programs, would of course shorten this period.

We currently intend to use our available cash taifgeneral corporate purposes (including workirgjta business development and operational pug)as®l continue the ongoing Abili-T clinical studye expect topine data t
be available in the second half of 2016. Our exgstiesources are not adequate to permit us to epenplich study. We will need to secure signifieattitional capital to complete the trial and supar operations during the pende
of the trial. If we are unable to obtain additiofahding for operations beyond the projected runweg will be forced to suspend or terminate ourentrongoing clinical trial for Tcelna, which magquire us to modify our curre
business plan and curtail various aspects of oeratipns, as well as implement significant costintidbn measures or potentially cease operations.

Given our need for substantial amounts of captiatdmplete the AbiliF clinical study and potentially other clinical grams, we intend to continue to explore potent@astunities and alternatives to obtain the sigaifi
additional resources, including one or more adaéldinancing transactions, that will be necessaryomplete the AbiliF study and to support our operations and potéyher research and development programs duhiegéndenc
of such study. There can be no assurance thatuahyfinancings or potential opportunities andraliéves can be consummated on acceptable terasalif

If Merck Serono does not exercise the Option ampliae the exclusive, worldwide (excluding Japacgtise of our Tcelna program for MS, or if we aresuzcessful in attracting another partner andriemfénto a collaboration ¢
acceptable terms, we may not be able to completelafgment of or commercialize any product candidateluding Tcelna. In particular, we may be umratdl undertake, or complete, any Phase IlI clingtatly of Tcelna in SPM
assuming the results of the AbfliPhase Ilb study warrant such a further studysuch event, our ability to generate revenues ahitee or sustain profitability would be signifitBnhindered and we may not be able to cont
operations as proposed, requiring us to modifybusiness plan, curtail various aspects of our djpergor cease operations.
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We do not maintain any external lines of credito@H we need any additional capital in the futuegdnd the purchase agreements with Lincoln Parkoandit-themarket program with Brinson Patrick, managemernitlvélrelian
upon “best effortstiebt or equity financings. As our prospects fording, if any, develop during the fiscal year, wél wssess our business plan and make adjustmerdaedarggly. Although we have successfully funded operations t
date by attracting additional investors in our ggand debt securities, there is no assuranceothatapital raising efforts will be able to attradditional necessary capital for our operationthénfuture.

Assuming we are able to achieve financing whicbuificient to continue the Abilf study in North America and to support our operagiduring the pendency of such study, we areadfoto concurrently manage a pivotal Pl
11l clinical study in RRMS in North America in ogresent facility. Any such RRMS studies, howevesuid also depend upon the availability of suffitieesources or a strategic partnering commitment.

Off-Balance Sheet Arrangements
None.
Inflation

We believe that inflation has not had a materiglast on our results of operations for the two yeaded December 31, 2014 and 2013, since inflatites have generally remained at relatively lovelewand our operations are
otherwise uniquely affected by inflation concerns.

Recently Issued Accounting Pronouncements
In June 2014, the FASB issued Accounting Standdgifate (“ASU”) 2014-10, “Development Stage Entifileshich eliminated the concept of a development stag#y from U.S. GAAP and among other things restwhe
presentation and disclosure requirements specifitevelopment stage entities, such as the incefiiafate financial information. We have adoptedAZ14410 as of January 1, 2014, and as an early adepgeae no longer providil
inception-to-date information in our financial statents.
Item 7A. Quantitative and Qualitative Disclosures About Market Risk.
Not applicable.
Item 8. Financial Statements and Supplementary Date
The financial statements and notes thereto andesmgptary data required by this Item are preselégihning on page F-1 of this annual report on FborK.
Item 9. Changes in and Disagreements With Accountants on &ounting and Financial Disclosure
None.
Item 9A. Controls and Procedures
Evaluation of Disclosure Controls and Procedures
In accordance with Exchange Act Rules 13a-15 ami1B5 we carried out an evaluation, under the supierviand with the participation of management,udiig our Chief Executive Officer and Chief FinaidDfficer, of th

effectiveness of our disclosure controls and propesi as of the end of the period covered by thisrte Based on that evaluation, our Chief Execu@féicer and Chief Financial Officer concluded thatr disclosure controls a
procedures were effective as of December 31, 20®4abling us to record, process, summarize arattrggiormation required to be included in our pelic SEC filings within the required time period.
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Management's Report on Internal Control over Finandal Reporting

Our management is responsible for establishingraahtaining adequate internal control over finahoiporting, as such term is defined in Exchangé Rales 13a-15(f) and 15t5(f). Under the supervision and with
participation of our management, including our Eliigecutive Officer and Chief Financial Officer, wenducted an evaluation of the effectiveness ofimternal control over financial reporting based tbe framework irinternal
Control—Integrated Frameworiksued by the Committee of Sponsoring Organizatifiike Treadway Commission (COSO).

Based on our evaluation under the frameworknternal Control—Integrated Framewoiksued by COSO, our management concluded thamneemal control over financial reporting was effeetas of December 31, 2014
providing reasonable assurance regarding the iiétlyadif financial reporting and the preparationfafancial statements for external purposes in atamce with generally accepted accounting prinsiple

This annual report does not include an attestamort of our registered public accounting firm aeting internal control over financial reportingahagemeng report was not subject to attestation by oursteggd publi
accounting firm pursuant to rules of the SEC theatmpt us to provide only management’s report is #hinual report.

Changes in Internal Control over Financial Reporting

There was no change in internal control over fim@neporting (as such term is defined in ExchaAge Rules 13a-15(f) and 15t5(f)) during our fourth fiscal quarter that hastenally affected, or is reasonably likely
materially affect, our internal control over finaaaeporting.

Item 9B.  Other Information.

None.

37




PART Il
Item 10. Directors, Executive Officers and Corporate Governace.
Executive Officers

Our executive officers are elected by the BoarBioéctors and serve at the discretion of the Bo@ut. executive officers are as follows:

Name Age Position

Neil K. Warma 52 President, Chief Executive Officer and Direc
Karthik Radhakrishna 44 Chief Financial Office

Donna R. Rill 61 Chief Development Office

Biographical information for our executive officassset forth below:

Neil K. Warma has served as President and Chief Executive Officee June 2008 and as a Director since Septe?®&: He also previously served as our Acting CRieéncial Officer from March 2009 to August 20E2om
July 2004 to September 2007, Mr. Warma servedesigent and chief executive officer of Viron Thezapics Inc., a privately-held clinical stage biophaceutical company. From 2000 to 2003 Mr. Warma eafounder and preside
of MedExact USA, Inc., an Internet company providiciinical information and services to physiciamsl gpharmaceutical companies. From 1992 to 2000 Wérma held senior positions of increasing resymlityi at Novartis
Pharmaceuticals (previously Cileigy Ltd.) at its corporate headquarters in BaSelitzerland. While at Novartis, Mr. Warma servedtlae Head of International Pharma Policy & Advgcand in senior management within glc
marketing where he worked on the international ¢dwof a gastrointestinal product. Mr. Warma obtdiae honors degree specializing in Neuroscienas fre University of Toronto and an InternationaBMA. from the Schulich Scha
of Management at York University in Toronto. As derresident and Chief Executive Officer, Mr. Warrsalirectly involved in all aspects of our operatiohle has extensive experience in corporate busihegelopment within tl
biopharmaceutical industry, in addition to execatigadership and management experience.

Karthik Radhakrishnan has served as Chief Financial Officer since Mar@h32 Prior to joining Opexa, Mr. Radhakrishnan wasst recently a Vice President at ING Investmeankgement in New York. While at ING frt
2007 to 2012, he was responsible for healthcaresinvents in the small & smatkd cap core/growth products that are part of thedamental Equity product line. Previously, Mr. Rakrishnan was the senior analyst at Eagle .
Management from 2005 to 2007, responsible for laapegrowth healthcare, and he served in varioalysinpositions including Senior Analyst at The DG&emical Company where he worked from 2002 to 2006 Radhakrishne
served as a member of the Board of Trustees as@anendation, a noprofit organization serving the Congenital Adrehigperplasia community, from 2008 to 2011. Mr. Rddtshnan is a CFA charter holder and has an MBArek
from the University of Michigan, a Masters in Enggming from the State University of New York anBachelor's degree from the Indian Institute of Treabgy.

Donna R. Rill was appointed as our Chief Development Officer pril2013 and previously served as Senior Vice iBlezg of Operations and Quality Systems since Jgr2@09. From November 2004 until January 2009
served as Vice President of Operations. From A3 to November 2004, she was the director ofityugystems and process development at Opexa Phattizals, Inc. From November 1997 to April 2003¢ svas the director
translational research for the Center for Cell &&&herapy at Baylor College of Medicine. Ms. Rils worked to design and qualify GMP Cell & GenerBpy Laboratories, GMP Vector Production faciifi@end Translation
Research Labs at St. Jude Children’'s Research tdgspexas Children’s Hospital, and Baylor ColleféMedicine. Ms. Rill received her B.S. in MediG&chnology from the University of Tennessee, Meraphi
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Directors

All of the current directors serve until the nerhaal shareholders’ meeting or until their succesbave been duly elected and qualified. Our ctiBeard of Directors is as follows:

Name Age Position
Timothy C. Barabt 62 Director
HansPeter Hartuny 60 Director
Gail J. Maderis 57 Director
Michael S. Richmal 53 Director
Scott B. Seama 59 Director
Neil K. Warma 52 Director, President and Chief Executive Offi

Timothy C. Barabe has served as a Director since March 2014. Heeceih 2013 as Executive Vice President and Chiedricial Officer of Affymetrix, Inc. Previouslyrdm July 2006 until March 2010, he was Senior '
President and Chief Financial Officer of Human GeedSciences, Inc. Mr. Barabe served as Chief Eiab®fficer of Regent Medical Limited, a U.lased, privately owned, surgical supply compargmf2004 to 2006. He was w
Novartis AG from 1982 through August 2004, whereskeved in a succession of senior executive pasitio finance and general management, most recastige Chief Financial Officer of Sandoz GmbH, gleaeric pharmaceutic
subsidiary of Novartis. Mr. Barabe serves on thartl of ArQule, a Boston-based, NASDAQ-listed batteeompany, Vigilant Biosciences, a private medevice company and Project Open Hand, a profit organization. H
received his B.B.A. degree from the University oéddachusetts (Amherst) and his M.B.A. from the ®irsity of Chicago. Mr. Barabe has extensive expegeas a senior financial executive of life scisncempanies, giving hi
valuable operational and financial experience udilg in the international setting, and knowled§eath the pharmaceutical and biotech industries.

Hans-Peter Hartung, M.D. has served as a Director since March 2014 andhasnaber of our Scientific Advisory Board since 20He has served as a professor and Chairman d@¢partment of Neurology at Heinrich He
University of Dusseldorf, Germany since 2001. Bartung earned his M.D. degree from the Universitpusseldorf and received pagtaduate training in immunology, neurology and neéumunology at the University of Mair
Germany and the University of Dusseldorf. He imember of several international and national médicaieties, serves on various executive and aciedeoards, as well as on the editorial board ofimiper of international medic
journals (including pa-president of ECTRIMS, the European Neurologicali&ycthe International Society for Neuroimmunolpgye International Federation of Multiple SclesoSiocieties and the World Health Organization Aalyi
Board on Multiple Sclerosis). He has also beerliphéd extensively in the field of neuroimmunolagicisorders. Dr. Hartung has extensive experiémdke field of drug discovery and developmenta ieader in the field of clinic
immunology and has broad leadership experienceadous boards.

Gail J. Maderis has served as a Director since October 2011. MsleMs has served as President and CEO of BayBip fBea Bioscience Association), an independent;profit trade association serving the life sciel
industry in Northern California, since October 2G08 joined BayBi board in 2004. From July 2003 to June 2009, Nvderis served as President and CEO of Five Prinezapeutics, Inc., a biotechnology company focusethe
discovery and development of innovative protein antibody drugs, and served as a director untibD2@tior to that, Ms. Maderis held general managerpesitions at Genzyme Corporation from 1997 t620ncluding founder ar
president of Genzyme Molecular Oncology, a publichded division of Genzyme, and corporate vicsipent of Genzyme Corporation. Ms. Maderis haseskas a director of NovaBay Pharmaceuticals, dimze October 2010. M
Maderis has also been a member of several privatgany boards. Ms. Maderis received a B.S. degrbasiness from the University of California atrBeley and an M.B.A. from Harvard Business Schddk. Maderis has extens
experience as a senior executive of life scienoespanies, giving her valuable operational and itrgiuexperience and leadership skills, as well asxansive network of contacts related to financjpaytnering and support service
the biotech industry and visibility into businesslgolicy trends that impact the biopharmaceufidiistry.

Michael S. Richmanhas served as a Director since June 2006. Mr. Riohimas served as president and chief executiveeoffif Amplimmune, Inc. since July 2008. Mr. Richmserved as president and chief operating offit
Amplimmune, Inc. from May 2007 to July 2008. Frompri 2002 to May 2007, Mr. Richman served as exgeutice president and chief operating officer ofdvbGenics, Inc. Mr. Richman joined MacroGenics,. im 2002 witl
approximately 20 yeargxperience in corporate business development witienbiotechnology industry. Mr. Richman servedaadirector of Cougar Biotechnology from June 2006)uly 2009. Mr. Richman obtained his B.S
Genetics/Molecular Biology at the University of @ainia at Davis and his MSBA in International Busss at San Francisco State University. He hasigixteexperience in business development and gitgianning for life scienc
companies, as well as executive leadership and geament experience.
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Scott B. Seamarhas served as a Director of since April 2006. MrarBan has served for over five years as (i) thewtxe director and treasurer of the Albert and déaet Alkek Foundation of Houston, Texas, a pri
foundation primarily supporting biomedical reseaacid institutions in the Texas Medical Center iruston, Texas, (ii) the chief financial officer oh&wil Ltd., a private family management compaiiy,decretary and treasurer of M
A Properties Inc., a ranching and real estate qon@ad (iv) director of Somebody Cares AmericaMarch 2013, Mr. Seaman was elected a directorrafiéllis, Inc., a privately held clinical stage bitiinology company developi
cancer focused immunotherapies. In June 2013Skmman became a director of Strike Bio, Inc., wagely held clinical stage biotechnology companyedeping gene interference therapeutics. In ApBi09, Mr. Seaman became
Managing Member of ICT Development LLC which is tlanaging Member of ICT Holdings LLC, an energyviees supplier for which he serves as presidemmRdctober 2007 to December 2010, Mr. Seaman semveke board «
GeneExcel, Inc., a privately held biotechnology pamy. From May 2004 to December 2010, Mr. Seamaredeas a Member of the Investment Committee ob@lldiedged Equity Fund LP, a hedge fund. Mr. Seareaeived
bachelors degree in business administration from Bowlinge®r State University and is a certified public artant. Mr. Seaman has extensive experience inab\ferancial management and corporate developnwrhbined witl
operational and corporate governance experience.

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

The Board of Directors has established a standindjtACommittee currently composed of three non-exyge directors, Messrs. Seaman (Chair), Barabévisndladeris, each of whom the Board has determisiétdependent”
within the meaning of SEC rules and regulations BifSDAQ listing standards. The Audit Committee se&de on behalf of our Board, an independent puaticounting firm to audit our financial statemerdiscusses with t
independent auditors their independence, reviewlsdistusses the audited financial statements Wihrtdependent auditors and management, recomniemis Board whether the audited financials shdaédncluded in our Annu
Report to be filed with the SEC, and oversees memegt's identification, evaluation, and mitigatimihmajor risks to Opexa. The Board has determthatiMr. Seaman, Mr. Barabe and Ms. Maderis eadlifgas an qudit committe
financial expert” as defined in SEC rules and regiahs and also possesses the financial sophisticaind requisite experience as required under N&@Dsting standards.

Code of Ethics

In 2005, in accordance with SEC rules, the thenitAGdmmittee and the Board of Directors adoptedRlséicy on Whistleblower Protection and Code ofi€&hwhich is applicable to our principal executivéicer, principa
financial officer, principal accounting officer oontroller, or persons performing similar functiongich we sometimes refer to as our senior firgnfficers. The Board of Directors believes these individuals must set an exemg
standard of conduct, particularly in the areasambanting, internal accounting control, auditingldimance. This Code of Ethics sets forth ethitahdards to which the designated officers must rredard other aspects of account
auditing and financial compliance. The Code of &l available on our websitevatvw.opexatherapeutics.com Please note that the information contained onn@bsite is not incorporated by reference in, orsitiered to be a part
this report.

Section 16(a) Beneficial Ownership Reporting Compdince

Section 16(a) of the Exchange Act requires ourctlims and executive officers, and persons who li@allf own more than 10% of a registered classwf equity securities, to file with the SEC initi@ports of ownership a
reports of changes in ownership. These reportimggms are required by SEC regulations to furnistitls copies of all such reports they file. To ¢amowledge, based solely on our review of the copfesich reports furnished to us .
written representations from certain insiders ti@bther reports were required, we believe alhefreporting persons complied with all applicatéet®n 16(a) filing requirements applicable to theith respect to transactions during
fiscal year ended December 31, 2014.
Iltem 11. Executive Compensation
Executive Officer Compensation

The following table sets forth certain informaticoncerning compensation earned by or paid to cepisons who we refer to as our “Named Executiffie€s” for services provided for the fiscal year endeddeiger 31, 201
Our Named Executive Officers include persons whasdived as our principal executive officer or ddtea similar capacity during 2014, (ii) were segvat fiscal yeaend as our two most highly compensated executifieeos, othe

than the principal executive officer, whose totainpensation exceeded $100,000, and (jii) if appl&aup to two additional individuals for whom dissure would have been provided as a most hightypemsated executive officer,
for the fact that the individual was not servingaasexecutive officer at fiscal year-end.

40




2014 Summary Compensation Table

Stock Options All Other
Name and Principal Position Year Salary Bonus Awards () Awards ) Compensation Total
Neil K. Warma 2014 $ 406,46  $ 172,740 $ 94,18: $ 1,137,35 $ 0o 3 1,810,74
President anc
Chief Executive Office 2013 $ 396,55( $ 94,18 $ 53718  $ 92,32¢ $ 0o $ 636,76
Karthik Radhakrishna 2014 $ 246,000 $ 71,030 $ 30,31¢ $ 23241 $ 0o $ 579,76¢
Chief Financial Office(® 2013 $ 180,928 $ 30,31 $ 0o 3 28522t  $ 20,094 $ 516,56¢
Donna R. Rill 2014 $ 246,000 $ 72,1049 $ 22500 $ 23241 $ 0 3 573,02t
Chief Development Offict 2013 $ 240,006 $ 22500 $ 37,75  $ 34,29: $ 0o $ 334,54¢

(1) Amounts in this column represent the aggregagéat date fair value of restricted stock awardmputed in accordance with Financial Accountingn8g&ads Board Accounting Standards Codification ofi8 (‘FASB ASC
71¢€"). The fair value of restricted stock awards is basethe closing price of our common stock on thengdate, and we recognize the compensation exmemesahe vesting periol

(2) Amounts in this column represent the aggregatet gtate fair value of option awards computed in atance with FASB ASC 718. Each officer was grartenl options on February 28, 2014, and the fair @afieach was calculat
using the Black-Scholes option-pricing model. Tinst option is based upon the achievement of ar&uperformancéased strategic milestone objective, and the giate fair value is based upon the probable outcofrtae
performance conditions. The second option is-based. See Note 13 to our financial statementsdad in our annual report on Form-K for assumptions underlying the valuation of egaitvards

(3) Mr. Radhakrishnan was appointed as Chief Finai@ffiter on March 29, 2013 at an annual salary efG200.

(4) Mr. Radhakrishne's bonus was p-rated to reflect his March 2013 employment staates

(5) Represents payments made to Mr. Radhakrishnaelfazation and temporary housing expen

(6) Of these amounts, 10% has been paid. Of the rémga@9%, half will be paid if the Company obtains @gygregate amount of financing in 2015 for itsrafiens (regardless of source) of at least $6 amijlthe second half will |

paid if the Company obtains an aggregate amoufihaficing in 2015 for its operations (regardlessaifrce) of at least $12 million (cumulative); ahe Board of Directors reserves discretion to deiee a payout of between h
and all of the remaining 90% if the Company obtainsaggregate amount of financing in 2015 for jterations (regardless of source) of between $6amiind $12 million (cumulative

Executive Employment Agreemen

Neil K. Warma.We entered into an employment agreement on Jun20D8, with Neil K. Warma pursuant to which he seras our President and Chief Executive Officers®amt to the agreement, which automatically rerfev
12-month periods, Mr. Warma is currently compensatettierate of $406,464 per year. In addition, Mfarma is entitled to the following: (i) an annuakh bonus of up to 50% of his base salary basend milestones to be agre
upon; and (ii) a onéime payment of $50,000 cash and 6,250 sharesro€@mumon stock to be issued if and when the clobidgprice of our common stock equals or exceedsglfor 20 consecutive trading days. In additios
provide Mr. Warma with our standard benefits anslilance coverage as generally provided to our nesmegt, as well as contractual indemnification gby reason of his service as an officer and enegloyf his employment
terminated by the Board without cause, as defingtié agreement, Mr. Warma will be entitled to ree@ severance payment equal to 12 months ofdsis balary plus a payment equal to 30% of baseysalkeu of any potential bont
in addition any earned but unpaid bonus. In aoldjtvesting of stock options will accelerate inl.fiWe will also reimburse Mr. Warma for COBRA expes for a 12-month period, subject to a cap equ@lpiexas standard contributit
to employee health benefits. Upon the effectivera#sa change in control, as defined in the agreénMr. Warma will receive 18 months of salary @d@BRA reimbursement and a payment equal to 45%asé Isalary in lieu of a
potential bonus, in addition to any earned but ichpanus. In addition, all vesting of options waltcelerate in full. Any payment or benefit Mr. i@ might receive upon a change of control whiclulaonstitute a parachut
payment” under Section 280G of the Internal ReveDode will be reduced so as not to trigger exaseunder Section 4999 of such Code. Mr. Warmarsergent also provides that for a d@nth period following his termination
employment, he will not engage or participate iy aampetitive business or solicit or recruit anyQyexas employees. The severance and change of corfnefits are subject to Mr. Warma executing andveeilig a general relee
and waiver of claims in favor of Opexa.
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Karthik Radhakrishnan. We entered into an employment offer letter vierthik Radhakrishnan on March 12, 2013 pursuamwhih we appointed Mr. Radhakrishnan as our Chieéncial Officer on March 29, 2013. |
Radhakrishnan is currently compensated at theof#246,000 per annum and is eligible to receiveramual discretionary bonus of up to 35% of histsedary per 12onth period, based on the achievement of objectigedetermine
by Opexa’s Board and Chief Executive Officer. thition, Mr. Radhakrishnan was granted a ten-yearksoption to purchase 125,000 shares of Opexaismon stock that will vest in quarterly incremeover a threerear period. A
part of this agreement, Mr. Radhakrishnan wastgtgdior reimbursement of temporary housing of u$2¢600 per month for a maximum of three montree\eeral day house huntiigp and a moving expense allowance of $15,000.
Radhakrishnan receives our standard benefits asutance coverage as generally provided to membessiromanagement, as well as contractual indenatifia rights by reason of his service as an offised employee. M
Radhakrishnars' employment may be terminated at any time volilpthy him or without cause (as defined in the offgter) by the Board. If his employment is tenatied by the Board without cause, Mr. Radhakristwilrbe entitlec
to receive a severance payment equal to six maifthis base salary and vesting for any unvesteckstptions will accelerate by six additional montfihe severance benefits are subject to Mr. Radihalan having been continuor
employed through the termination event, executing delivering a general release and waiver of daimfavor of Opexa, not being in breach of theepfetter or Opexa’ proprietary information and inventions agreemant] na
engaging in any activity which is competitive wilpexa during the term of the offer letter or whiéeeiving the severance benefits. The timing of payments to Mr. Radhakrishnan under the offeelds subject to applicat
requirements of Section 409A of the Code and theae Treasury Regulations.

Donna R. Rill. We entered into an amended and restated empldayageeement with Donna R. Rill on April 21, 2010iethis effective as of April 1, 2010, pursuant thigh Ms. Rill serves as our Chief Developr
Officer. This agreement superseded Ms. Rill’'s ipegreement. Ms. Rill is currently compensatethatrate of $246,000 per annum and is eligibleetteive an annual discretionary bonus of up to 20%eop base salary per Igentt
period, based on the achievement of objectiveetesmined by Opexa’Board and Chief Executive Officer. In additids. Rill receives our standard benefits and insceatoverage as generally provided to our managementell a
contractual indemnification rights by reason of kervice as an officer and employee. Ms. Rimployment may be terminated at any time volilptéy her or without cause (as defined in the agrent) by the Board. If b
employment is terminated by the Board without cat¥® Rill will be entitled to receive a severamag/ment equal to six months of her base salaryasting for any unvested stock options will accteby six additional months. T
severance benefits are subject to Ms. Rill haviegnbcontinuously employed through the terminatioeng executing and delivering a general releaskveaiver of claims in favor of Opexa, not beinghireach of the employme
agreement or Opex@'proprietary information and inventions agreemant not engaging in any activity which is compegitwith Opexa during the term of the employmenteagnent or while receiving the severance benefite
timing of any payments to Ms. Rill under the empi@nt agreement is subject to applicable requiresnefiection 409A of the Code and the related TmyaRegulations.

2014 Grants of Plan Based Awards
The following table presents information regardétgck options granted during the fiscal year erldedember 31, 2014 pursuant to our 2010 Stock IheeRlan to our Named Executive Officers.

Estimated Future Payouts Under Equity
Incentive Plan Awards ()

All Other Stock All Other Option Grant Date Fair
Awards: Number Awards: Number of Value of Stock
of Shares of Stock Securities Exercise Price and Options
Name Grant Date Threshold Target Maximum or Units @) Underlying Options ) of Option Awards Awards “4)
Neil K. Warma 2-28-14 - 316,250 316,250 - = $1.82 $572,331
2-28-14 = = = = 316,250 $1.82 $565,02¢€
2-28-14 - - - 51,748 = = $ 94,181
Karthik Radhakrishna 2-28-14 = 64,625 64,625 = == $1.82 $116,95E
2-28-14 - - - - 64,625 $1.82 $115,462
2-28-14 - - - 16,659 - = $ 30,31¢
Donna R. Rill 2-28-14 - 64,625 64,625 - = $1.82 $116,95E
2-28-14 - - - - 64,625 $1.82 $115,462
2-28-14 - = = 12,363 = == $ 22,50C

(1) The Target and Maximum amounts represent the nuoftsrares of common stock underlying perform-based options that will vest, if at all, 100% ie #wvent our ongoing Phase Ilb A-T clinical trial for patients with SPM
meets its designated study endpoints. The perfarenaptions have a term of ten ye«

(2) The restricted stock awards are t-based and are scheduled to vest in full on Febr2@r2015

(3) These options are time-based, have a terenofears and vest quarterly over a four-year penidtth 25% vesting on the one-year anniversanhefgrant date and the remaining 75% vesting qiadeer the remaining three
years.

(4)  Amount represents the aggregate grant datedaie of equity awards computed in accordanck RSB ASC 718. For performance-based and timeagtions, the fair value was calculated usingBaek-Scholes option-

pricing model, and is based upon the achievemetfiteoprobable outcome of the performance conditionperformancesased options. The fair value of restricted siwkrds is based on the closing price of our comstock or
the grant date, and we recognize the compensatjmense over the vesting period. See Note 13 tdimamcial statements included in our annual reparForm 1-K for assumptions underlying the valuation of egaitvards
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2014 Outstanding Equity Awards at Fiscal Year-End

The following table presents information regardingstanding equity awards at December 31, 20144doh of the Named Executive Officers.

Option Awards

Stock Awards

Number of Number of
Securities Securities Market Value
Underlying Underlying Number of of Shares or
Unexercised Unexercised Option Option Shares or Units Units of Stock
Options (#) Options (#) Exercise Expiration of Stock That Have That Have Not
Name Exercisable Unexercisable Price Date Not Vested (#) Vested ($)™
Neil K. Warma 62,50( — $ 4.0¢ 06/16/1¢
37,50( — $ 0.8¢ 01/16/1¢
25,00( — $ 8.2( 11/30/1¢
18,75( — $ 6.2¢ 01/04/2:
39,98t¢ 3,630  $ 3.8( 01/06/2:
32,71¢ 10,901  $ 3.8C 01/06/2:
55,98¢ 39,98 % 3.8C 01/06/2:
33,33¢ 16,66(d  $ 1.8¢ 11/08/2:
— 316,254  $ 1.82 02/28/2: 51,74¢0) ¢ 37,25¢
— 316,250  $ 1.82 02/28/2:
Karthik Radhakrishna 72,91 52,080  $ 2.3¢ 03/29/2¢
— 64,6210 1.82 02/28/2« 16,659 $ 11,99¢
— 64,6219  $ 1.82 02/28/2:
Donna R. Rill 1,50( — $ 28.0( 12/05/1!
5,84t — $ 20.0( 04/20/1¢
8,00( — $ 21.8¢ 06/18/1°
75C — $ 4.3¢ 05/06/1¢
8,25( — $ 4.6¢ 06/26/1¢
10,00( — $ 0.8¢ 01/16/1¢
2,09¢ — $ 1.8¢ 02/06/1¢
12,50( — $ 8.2( 11/30/1¢
6,25( — $ 6.2¢ 01/04/2:
8,791 80(  $ 3.8C 01/06/2:
7,85: 2,611@ $ 3.8C 01/06/2:
12,21t 8,724  $ 3.8( 01/06/2:
10,00( 10,000  $ 1.7t 04/29/2:
— 64,6219 % 1.82 02/28/2: 12,3610 $ 8,901
— 64,6210  $ 1.82 02/28/2:
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(1)
)

(3)
4)
(5)
(6)
)

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

The performance-based options began vestingely over a three year-period upon achievemeoerain key milestone events. On September @22 2the first tranche of ortkird of the performance option shares comme
three-year quarterly vesting upon achievement effitst key milestone, which was Opexa initiatingliical trial for Tcelna in SPMS. On FebruaryZ)13, the second tranche of ttfrds of the performance option she
commenced thre-year quarterly vesting upon achievement of thersgéey milestone, which was Opexa entering intoleboration, partnership or other strategic areangnt involving rights in the United States for lfiee
25% of the shares vested on the date of the gséthtthe balance vesting quarterly in equal amoanthe end of each of the next nine quan

25% of the shares vest on the -year anniversary of the grant date, and the remgin5% vesting quarterly over the remaining threars.

The performanc-based options will vest, if at all, 100% in the etveur ongoing Phase Ilb AL-T clinical trial for patients with SPMS meets issignated study endpoin

The restricted stock awards are t-based and are scheduled to vest in full on Febr2@rg015

Based on the closing market price of Opexa comnmek®n December 31, 201

2014 Director Compensation

The following table presents summary informatiogareling compensation of the non-employee membessioBoard of Directors who served during any péthe fiscal year ended December 31, 2014.

Fees Earnec

or Paid Options All Other
Name in Cash Awards ()6 Compensation Total
Timothy C. Barabt $ 12,000  $ 32,00 $ 0 $ 44,00(
Hans-Peter Hartung, M.C $ 12,000  $ 32,00 $ 1,00 $ 45,00(
Gail J. Maderis $ 15,00@ $ 40,00® $ 0 $ 55,00(
Michael S. Richmal $ 15,00 $ 40,00® $ 0 $ 55,00(
Scott B. Seama $ 15,004 $ 40,00 $ 0o $ 55,00(

(&8
(2)

(3)

4)

(5)

(6)

7

®)

©

In lieu of $12,000 cash, Mr. Barabe elected toikec6,000 shares of restricted common stock on Ma&; 2014, with 2-1/3% vesting on each of June 30, 2014, Septembe?03@ and December 31, 20.

In lieu of $12,000 cash, Dr. Hartung elected tceiee an option to purchase 6,450 shares of comnumk ®n March 19, 2014 at an exercise price of $2€r share, with 33/3% vesting on each of June 30, 2014, Septemh
2014 and December 31, 20:

In lieu of $15,000 cash, Ms. Maderis and Mr. Richnetected to receive 8,242 shares of restrictechummstock on February 28, 2014, with 25% vestingach of March 31, 2014, June 30, 2014, Septenthe2(4 and Decemt
31, 2014

In lieu of $15,000 cash, Mr. Seaman elected toivecan option to purchase 8,844 shares of comnmrk sin February 28, 2014 at an exercise price @Zfier share, with 25% vesting on each of Margh2814, June 30, 201
September 30, 2014 and December 31, 2

Amount represents the aggregate grant date faievafl equity awards computed in accordance withBASC 718. The fair value of time-based option alsds calculated using the Black-Scholes opfidning model. See Nc
13 to our financial statements included in our @imeport on Form 1-K for assumptions underlying the valuation of egaitvards

The aggregate number of shares underlying outstgrapition awards as of December 31, 2014 was:Bldirabe, 17,200 shares; Dr. Hartung, 23,650 shitesMaderis, 59,230 shares; Mr. Richman, 88,884esha@nd Mr. Seamz
99,603 share:

As compensation for Board services, Mr. Barabe BndHartung were issued the following two optiomsMarch 19, 2014 to purchase shares of common stbak exercise price of $2.00 per share, the rhaedae on the date
grant: (i) an option, with a term of the earliéiten years or upon a change of control of Opexurchase 12,900 shares, with 50% vesting immelgliapon grant and the remaining 50% vesting onebdser 31, 2014; and (ii)
option, with a term of ten years, to purchase 4 8@fres, with 50% vesting immediately upon gradttae remaining 50% vesting on February 28, 2

As compensation for Board services, Ms. Maderis andsve Richman and Seaman were issued the follomiagptions on February 28, 2014 to purchase stafresmmon stock at an exercise price of $1.82spere, the mark
value on the date of grant: (i) an option, witteam of the earlier of ten years or upon a charfgmotrol of Opexa, to purchase 17,686 shares, 808 vesting immediately upon grant and the remgi3i0% vesting on Deceml
31, 2014; and (ii) an option, with a term of tezays, to purchase 5,896 shares, with 50% vestingeiirately upon grant and the remaining 50% vestm§ebruary 28, 201!

Represents an honorarium paid for consulting sesvamd participation in the American Academy of fdagy (AAN) analyst reception in April 201
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Standard Compensation Arrangemer

Employee directors do not receive any compensdtipservices as a member of our Board. We reimbowselirectors for travel and lodging expensesdnnection with their attendance at Board and cotemitneetings. O
standard annual compensation arrangements foramsemployee directors consists of the followindued at $55,000:

(i) an option to purchase shares of our comstook having a Black-Scholes determined value 6(CKE on the date of grant and an exercise prioaleq the fair market value of Opesatommon stock on such date, \
50% vesting upon grant and the balance vestingeme®ber 31 of that yez

(i) an option to purchase shares of our comistock having a Black-Scholes determined valuel® @0 on the date of grant and an exercise prjoeldo the fair market value of Opegsaommon stock on such date, \
50% vesting upon grant and the balance vestingrgynene year from the date of grant; ¢

(iii) $15,000 in cash, payable in equal quarterly insiatits in arrears, which, at the individual electireach director, may instead be paid in the fofra stock option or restricted shares of commonlkstsubject to quarter
vesting of such equity awar
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Iltem 12. Security Ownership of Certain Beneficial Owners andManagement and Related Stockholder Matters

The following table sets forth, as of February 2615, the number and percentage of outstandingslwdrour common stock beneficially owned by: gagh person who is known by us to be the benefivialer of more than 5
of our outstanding shares of common stock; (b) eddaur directors; (c) the Named Executive Officeasd (d) all current directors and executive @ffi; as a group. As of February 16, 2015, there 28,234,751 shares of comn
stock issued and outstanding.

Beneficial ownership has been determined in acomelavith Rule 13 under the Exchange Act. Under this rule, cershimres may be deemed to be beneficially owned b than one person (if, for example, persons sth&
power to vote or the power to dispose of the sharesaddition, shares are deemed to be bendfi@ained by a person if the person has the riglctquire shares (for example, upon exercise ofpéinroor warrant) within 60 days of t
date as of which the information is provided. bmputing the percentage ownership of any persanathount of shares is deemed to include the anmfusiares beneficially owned by such person byaras such acquisitic
rights. As a result, the percentage of outstandieges of any person as shown in the followintetebes not necessarily reflect the person’s asttitig power at any particular date.

To our knowledge, except as indicated in the fomsdo this table and pursuant to applicable conitypnoperty laws, the persons named in the tahletsole voting and investment power with respeetitshares of comm:
stock shown as beneficially owned by them.

Beneficial Ownership Table

Number of Percentage
Name and Address of Beneficial Owne® Shares Owned of Class
Executive Officers and Directors
Scott B. Seama(@ 857,951 3.01%
Neil K. Warma 517,864 1.81%
Karthik Radhakrishna 174,145 *
Donna R. Rill 148,06!©) *
Michael S. Richmal 97,12¢" £
Gail J. Maderis 67,4748 *
Timothy Barabe 33,209 a
Hans-Peter Hartuny 23,65((10; *
All directors and executive officers as a groupéBsons)** 1,919,48(1L 6.5%

* Less than 19
i Includes only current directors and officers segvimsuch capacity as of the date of the te
1) Unless otherwise indicated in the footnotes, théingeaddress of the beneficial owner is c/o Op&karapeutics, Inc., 2635 Technology Forest Boultv@ihe Woodlands, Texas 773!

) Scott B. Seaman is a principal of Chaswil, L“Chaswi"), the investment manager of Alkek & Williams Venturesl. (‘Venture”). Chaswil holds voting power and investment powehwéspect to Company securities h
by Ventures pursuant to a written agreement, and3daman has shared voting power and shared inmespower over all of the shares of common stociefieially owned by Ventures. The information inistfiootnote is
primarily based on the Schedule 13D/A filed wite ®EC on August 23, 2012, by Ventures, Chaswil,3éaman, Albert and Margaret Alkek Foundation {feindation”), DLD Family Investments, LLC (“DLD Raily”) and
certain other reporting persons named therein“gbandation 13D") and other information availahteus. The Foundation acts through an investmentritiee of its board of directors, which includes. i 8eaman, Charles
Williams, Daniel Arnold, Joe Bailey and Ms. Randaridan Williams. Mr. Seaman is the executive dineofdhe Foundation and chairman of the investngemimittee. The investment committee has sole vatimdjinvestment
power over all of the shares of common stock bei#ly owned by the Foundation. However, pursuarthe Foundation 13D, neither the executive direstw any member of the investment committee maynalividually to
vote or sell shares of common stock held by thenBation; therefore, the Foundation has concludatrth individual committee member is deemed to fieialy own, within the meaning of Rule 13d-3 d¢fet Exchange Act,
any shares of common stock held by the Foundattetysby virtue of the fact that he or she is a rbenof the investment committee. Additionally, puast to the Foundation 13D, the Foundation hasladed that because M
Seaman, in his capacity as executive director airgtan of the investment committee, cannot actisghsapacity to vote or sell shares of common shed# by the Foundation without the approval ofithestment committee,
he is not deemed to beneficially own, within theamiag of Rule 13d-3 of the Exchange Act, any shafe®mmon stock held by the Foundation by virtéiis position as executive director or chairmarhef investment
committee. Ms. Williams is the principal of DLD Féynand she may be deemed to exercise voting avestment power with respect to such shares hellLiy Family. Pursuant to the Foundation 13D, therftiation,
Ventures, Chaswil, Mr. Seaman and certain othesrtey persons named therein may be deemed toittdast group for purposes of Section 13(d) or i®act3(g) of the Exchange Act. However, the Fouiodatventures,
Chaswil and Mr. Seaman expressly disclaim (i) tftpurposes of Section 13(d) or Section 13(ghefExchange Act, they are a member of a group neihect to securities of Opexa held by certaiertéporting persons
named therein and (ii) that they have agreed teogether with certain other reporting persons raatherein other than as described in the Foundd®@nh Each reporting person disclaims beneficrahership with respect to .
other shares of common stock other than thoseisiesurhereby the reporting person possesses stilggyower and sole dispositive power. The mgitwdress of the beneficial owner is 1100 Louisi&uate 5250, Houston,
Texas 77002
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(3)

4)

(5)
(6)
7
(8)
(9)
(10)

(11)

Consisting of: (i) 518,708 shares of common stazlkl by Ventures; (i) 175,781 shares of commonlistowerlying Series | warrants held by Venture§; 22,950 shares of common stock underlying Sefiegarrants held b
Ventures; (iv) 40,913 shares of common stock hglth Seaman; and (v) 99,603 shares of common staderlying currently exercisable stock optionsiigt Mr. Seamar

Consisting of: (i) 107,634 shares of common st¢itk5,273 shares of common stock underlying Serl&rrants; (iii) 688 shares of common stock uiydeg Series K Warrants; and (iv) 404,270 sharesasfimon stocl
underlying currently exercisable stock optio

Consisting of: (i) 74,659 shares of common stockt @i) 99,490 shares of common stock underlyingently exercisable stock optior

Consisting of: (i) 32,765 shares of common stoakt @i) 115,300 shares of common stock underlyimgently exercisable stock optior

Consisting of: (i) 8,242 shares of common stockt @i) 88,884 shares of common stock underlyingentty exercisable stock optior

Consisting of: (i) 8,242 shares of common stockt @i) 59,230 shares of common stock underlyingentty exercisable stock optior

Consisting of: (i) 16,000 shares of common stoakt @i) 17,200 shares of common stock underlyingemtly exercisable stock optior

Consisting of: 23,650 shares of common stock ugitericurrently exercisable stock optio

Consisting of: (a) the following held by Mr. Searmarfor which Mr. Seaman may be deemed to havengathd investment power: (i) 518,708 shares of comstock held by Ventures; (ii) 175,781 sharesoshimon stoct
underlying Series | warrants held by Ventures) #&,950 shares of common stock underlying Seriesakants held by Ventures; (iv) 40,913 sharesoofimon stock held by Mr. Seaman; and (v) 99,603eshaf common stock
underlying currently exercisable stock options HgldVr. Seaman; (b) the following held by Mr. Warni 107,634 shares of common stock; (ii) 5,278rsl of common stock underlying Series | Warrgjits 688 shares of
common stock underlying Series K Warrants; and404,270 shares of common stock underlying curyentercisable stock options; (c) the following hejdMr. Radhakrishnan: (i) 74,659 shares of comistock; and (ii) an
99,490 shares of common stock underlying currexrcisable stock options ; (d) the following hiejdMs. Rill: (i) 32,765 shares of common stock; &ii)d115,300 shares of common stock underlyingentty exercisable
stock options; (e) the following held by Mr. Richmdi) 8,242 shares of common stock; and (ii) 88,8Bares of common stock underlying currently egahte stock options; (f) the following held by Mdaderis: (i) 8,242

shares of common stock; and (ii) 59,230 sharesmwingon stock underlying currently exercisable stopkons; (g) the following held by Mr. Barabe: {,000 shares of common stock; and (ii) 17,200eshaf common stock
underlying currently exercisable stock options; émd23,650 shares of common stock underlying culyexercisable stock options held by Dr. Hartt
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ltem 13.  Certain Relationships and Related Transactions, an®irector Independence.
Transactions with Related Persons
Since January 1, 2014, we have engaged in no eéperransactions with our directors, executivéceffs, beneficial holders of more than 5% of ouingsecurities, and affiliates or their immedigtilmily members.
Director Independence
The Board determined that Ms. Maderis, Dr. Hartand Messrs. Barabe, Richman and Seaman are eautlegendent director within the meaning of NASDARQihg standards, which directors constitute a migjof the Boarc
The Board has determined that each member of tledBoAudit, Compensation and Nominating and Caaf@iGovernance Committees is independent (or sigitesignated) based on the Boardipplication of the standards

NASDAQ, the rules and regulations promulgated keySEC or the Internal Revenue Service, as apptedoasuch committee membership. The current mesnifethese committees are as follo'

Nominating and

Corporate

Audit Compensation Governance
Director Independent Committee Committee Committee
Timothy C. Barab X X X
Hans«Peter Hartung X
Gail J. Maderis X X X X
Michael S. Richmai X X X
Scott B. Seama X X X

Item 14. Principal Accountant Fees and Services
The following table presents the estimated aggeefgas billed by MaloneBailey, LLP for servicesfpemed during our last two fiscal years.

Years Ended
December 31,

2014 2013
Audit fees(D)(@) @)4) $ 75,000  $ 45,00(
Tax fees —
All other fees® 16,50( 46,00(
$ 91,50( $ 91,00(¢
1) Audit fees include professional services rendecedif the audit of our annual financial statemeftsthe fiscal years ended December 31, 2014 818,2and (i) the reviews of the financial statetsencluded in our quartel
reports on Form 1-Q for such years
(2) Fees of $15,000 out of the $30,000 total feestferaudit of Financial Statements included in our2@nnual report on Form -K were paid in January of 20:
3) Fees of $30,000 for the audit of Financial Statemamluded in our 2013 annual report on Forr-K were paid in January of 20:
(4) Fees of $15,000 out of the $30,000 of total feestfe audit of Financial Statements included in2Qt4 annual report on Form-K were paid in December of 201
(5) Other fees include professional services for revaéwarious filings and issuance of conse
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Policy on Audit Committee Pre-Approval and Permissble Non-Audit Services of Independent Auditors

The Board’s policy is to pre-approve all audit geimissible non-audit services provided by the jretielent auditors. These services may include aadiices, audit-related services, tax serviceso#imet services. Prapproval i
generally provided for up to one year and anygpproval is detailed as to the particular serviceategory of services and is generally subjeet specific budget. The independent auditors andagement are required to periodic
report to the Board regarding the extent of sessm@vided by the independent auditors in accorelavith this pre-approval, and the fees for theises/performed to date. The Board of Directors @iap preapprove particular servic
on a case-by-case basis. The Audit Committee ppesapd 100% of the tax services and other seryioegided by our independent auditors during thetlas fiscal years.
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PART IV

Item 15. Exhibits and Financial Statement Schedules

(@ 1. Financial Statemer

INDEX TO FINANCIAL STATEMENTS

Audited Financial Statements for years ended Deceneb 31, 2014 and December 31, 20

Report of Independent Registered Public Accounfiing

Consolidated Balance Sheets as of December 31,&@@ Hecember 31, 20:

Consolidated Statements of Operations for the YEaded December 31, 2014 and December 31,

Consolidated Statements of Changes in Stockh¢ Equity for the Years Ended December 31, 2014 arckDéer 31, 201
Consolidated Statements of Cash Flows for the yeriled December 31, 2014 and December 31,

Notes to Consolidated Financial Statem¢

2. Financial Statement Schedu

The required information is included in the finalatatements or notes thereto.

3. List of Exhibits

Exhibit No. Description

31 Restated Certificate of Formation of Opexa Theréipsuinc. (incorporated by reference to Exhibit & the Compar's Current Report on Forn-K filed on July 26, 2012)

3.2 Certificate of Designation of Preferences, Rigls kimitations of Series A Convertible Preferredc of Opexa Therapeutics, Inc. (incorporated ligremce to Exhibit 4.2 to the Compi's Current Repol
on Form &K filed on July 26, 2012,

33 (Ztgfzif)icale of Amendment of the Restated Certiioat Formation of Opexa Therapeutics, Inc. (inceaped by reference to Exhibit 3.1 to the Comy’'s Current Report on Forn-K filed on December 1<

34 Amended and Restated -laws, as amended (incorporated by reference tobixhB to the Compar's Annual Report on form -K filed on March 8, 2011,

4.1 Form of Common Stock Certificate (incorporated eference to Exhibit 4.7 to the Comp’s Registration Statement on Fori-3 filed on November 13, 2009, File No. :-163108).

4.2 Form of Securities Purchase Agreement dadeaf December 9, 2009 by and between Opexa Therepednc. and each investor signatory theretdJioit offering of Common Stock and Series A Warsant
(incorporated by reference to Exhibit 10.1 to ther(pany’s Current Report on Forn-K filed December 10, 2009

4.3 Form of Common Stock Purchase Warrant for Serigakrants (incorporated by reference to Exhibittd.the Compar’s Current Report on Forn-K filed December 10, 2009

4.4 Form of Series H Warrant issued on February 111 ZBttorporated by reference to Exhibit 4.1 of @@mpan’s Current Report on Forn-K filed February 8, 2011

45 Form of Series | Warrant issued on July 25, 20@@djiporated by reference to Exhibit 4.1 to the Cany's Current Report on Forn-K filed on July 26, 2012)

4.6 Form of Series J Warrant issued on January 23, @&8rporated by reference to Exhibit 4.1 to tlerany's Current Report on Forn-K filed on January 23, 2012

4.7 Form of Series K Warrant issued on January 30, Z@t8rporated by reference to Exhibit 4.1 to therpany's Current Report on Forn-K filed on January 30, 2012

4.8 Form of Series L Warrant issued on February 113Z0tcorporated by reference to Exhibit 4.1 to@mmpan’s Current Report on Forn-K filed on February 7, 2013

4.9 Form of Securities Purchase Agreement, dadeaf February 7, 2013, by and between Opexa phetigs, Inc. and each investor signatory therietn(porated by reference to Exhibit 10.1 to thenpany’s

Current Report on Fornm-K filed on February 7, 2013
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Exhibit No.

Description

10.1+

10.2+

10.3+

10.4+

10.5+

10.6+

10.7+

10.8

10.9

10.10

10.11

10.12

10.13

10.14

10.15

10.16#

Opexa Therapeutics, Inc. June 2004 Compensatock Siption Plan (incorporated by reference to Exttbio the Compar’s Definitive Information Statement on Schedule fif2i on June 29, 2004, Fi
No. 00(-25513).

Certificate of Amendments to the Opexa Therapeulics June 2004 Compensatory Stock Option Plarofjyorated by reference to Exhibit 10.15 of the @any' s Annual Report on Form -K filed March
5, 2010).

Opexa Therapeutics, Inc. 2010 Stock Incentive Rlaramended and restated (incorporated by refeteriexhibit 10.1 to the Compa’s Current Report on Forn-K filed on November 12, 2013

Form of award agreement for awards to be made uhdeDpexa Therapeutics, Inc. 2010 Stock IncerRiae (incorporated by reference to Exhibit 10.thef Compan’s Quarterly Report on Form -Q filed
August 14, 2014)

Employment Agreement dated June 16, 2008 by aneleet Opexa Therapeutics, Inc. and Neil K. Warmeofiporated by reference to Exhibit 10.1 to the Cany's Current Report on Forn-K filed on
June 18, 2008

Amended and Restated Employment Agreement entetedin April 21, 2010 by and between Opexa Theraggunc. and Donna R. Rill (incorporated by refeze to Exhibit 10.1 of the Comp¢'s Curren
Report on Form-K filed April 27, 2010).

Offer Letter, effective March 29, 2013, by and be¢w Opexa Therapeutics, Inc. and Karthik Radhahaist{incorporated by reference to Exhibit 10.1he€ompan’'s Current Report on Forn-K filed on
April 1, 2013).

License Agreement dated September 5, 2001 by amebr Opexa Therapeutics, Inc. and Baylor Colldgdenicine (incorporated by reference to Exhibit®to the Compar's Annual Report on Form -
KSB filed April 15, 2005, File No. 0(-25513).

Lease dated August 19, 2005 by and between Opexaféutics, Inc. and Dirk D. Laukien (incorporabgdreference to Exhibit 10.13 to the Comg’'s Annual Report on Form -KSB filed March 31, 200€
File No. 00(-25513).

License Agreement dated January 13, 2006 by aneekeetOpexa Therapeutics, Inc. and Shanghai IrsfitutBiological Services (incorporated by refeene Exhibit 10.23 to the Compe's Registratiot
Statement on Form $-2 (Amendment No. 1) filed February 9, 2006, File 88:-126687).

Sales Agreement, dated September 6, B§lhd between Opexa Therapeutics, Inc. and BriRstrick Securities Corporation (incorporated Hgmence to Exhibit 10.1 to the Company’s Currenpéteon
Form &K filed on September 7, 201%

First Amendment to Sales Agreement, dslitadth 5, 2014, by and among Opexa Therapeutics, Meyers Associates, L.P. (doing business as Bnigatrick, a division of Meyers Associates, Lahjl
Brinson Patrick Securities Corporation (incorpoddig reference to Exhibit 10.1 to the Com’s Current Report on Forn-K filed March 5, 2014)

$15.0 million Purchase Agreement, datenf &ovember 2, 2012, by and between Opexa Thetimgetnc. and Lincoln Park Capital Fund, LLC (imgorated by reference to Exhibit 10.1 to the Conyfsn
Current Report on Form-K filed on November 5, 2012

$1.5 million Purchase Agreement, dateaf &ovember 5, 2012, by and between Opexa Theraseltic. and Lincoln Park Capital Fund, LLC (inporated by reference to Exhibit 10.2 to the Compmany
Current Report on Form-K filed on November 5, 2012

Registration Rights Agreement, dated asavember 2, 2012, by and between Opexa Therapeltic. and Lincoln Park Capital Fund, LLC (incorgted by reference to Exhibit 10.3 to the Company’s
Current Report on Fornm-K filed November 5, 2012

Option and License Agreement, dated e, 2013, by and between Ares Trading SA, a lyteined subsidiary of Merck Serono S.A., and OpExarapeutics, Inc. (incorporated by referencexibiffit
10.1 to the Compar's Current Report on Forn-K filed on February 5, 2013
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Exhibit No.

Description

211

23.1*

31.1*

31.2*

32.1*

32.2*

101*

* Filed herewitt

List of Subsidiaries (incorporated by referenc&xhibit 21.1 to the Compa’s Annual Report on Form -K filed on March 29, 2013’

Consent of Independent Registered Public Accourifing MaloneBailey, LLP, dated February 20, 201%h® incorporation by reference of their reporedafebruary 20, 2015 in the Comp’s Registratior
Statements on Forn-1, -3 and 8.

Certification of Chief Executive Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002
Certification of Chief Financial Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002
Certification of Chief Executive Officer pursuant$ection 906 of the Sarba-Oxley Act of 2002
Certification of Chief Financial Officer pursuant$ection 906 of the Sarba-Oxley Act of 2002
Financial statements from the Annual ReparfForm 10-K of the Company as of and for thequbeinded December 31, 2014, formatted in Exten&8ib&ness Reporting Language (XBRL): (i) Consdbda

Balance Sheets; (ii) Consolidated Statements of@ipes; (iii) Consolidated Statements of ChangeStockholders’ Equity; (iv) Consolidated StatensesftCash Flows; and (v) Notes to Consolidated
Financial Statement

+ Management contract or compensatory plan or arraage
# Confidential treatment was granted with respecettain portions of this exhibit. Omitted portidmsve been filed separately with the SecuritiesExzhange Commissio
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SIGNATURES

Pursuant to the requirements of Section 13 or 1&{(te Securities Exchange Act of 1934, the regigthas duly caused this report to be signedsoeihalf by the undersigned, thereunto duly autkdri

OPEXA THERAPEUTICS, INC.

By: /s/ Neil K. Warme

Neil K. Warma
President and Chief Executive Offic
Date: February 20, 201

Pursuant to the requirements of the SecuritiesoA&034, this report has been signed below bydhevfing persons on behalf of the Registrant anthencapacity and on the dates indicated.

Signature Title Date
/sl Neil K. Warme President, Chief Executive Officer and Director
Neil K. Warma (Principal Executive Officer February 20, 201
/s/ Karthik Radhakrishnz Chief Financial Officer and Directc
Karthik Radhakrishna (Principal Financial and Accounting Office February 20, 201

/s/ Tim Barabe

Timothy Barabe Director February 20, 201

/s/ Han-Peter Hartun¢

Hans«-Peter Hartun¢ Director February 20, 201

/sl Gail J. Maderi:

Gail J. Maderis Director February 20, 201

/s/ Michael S. Richma

Michael S. Richma Director February 20, 201

/s/ Scott B. Seame

Scott B. Seama Director February 20, 201
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

To the Board of Directors
Opexa Therapeutics, Inc.
The Woodlands, Texas

We have audited the accompanying consolidated balsheets of Opexa Therapeutics, Inc. and its diabgi(collectively, the “Company’as of December 31, 2014 and 2013 and the relatesbtidated statements of operatic
changes in stockholders’ equity and cash flowsetmrh of the years then ended. These financiahseatis are the responsibility of Opexaanagement. Our responsibility is to expresspamian on these financial statements base
our audits.

We conducted our audits in accordance with starsdafithe Public Company Accounting Oversight Bo@sdited States). Those standards require that ae @hd perform the audits to obtain reasonable@ssa about wheth
the financial statements are free of material ratestents. The Company is not required to haveyweoe we engaged to perform, an audit of its intecoatrol over financial reporting. Our audits inded consideration of internal con
over financial reporting as a basis for designindiaprocedures that are appropriate in the cir¢antes, but not for the purpose of expressing amapon the effectiveness of the Companiriternal control over financial reportil
Accordingly, we express no such opinion. An audiiudes examining, on a test basis, evidence stippdhe amounts and disclosures in the finandatiesnents. An audit also includes assessing theuating principles used a
significant estimates made by management, as welaluating the overall financial statement presgtéamn. We believe that our audits provide a reabtmbasis for our opinion.

In our opinion, the financial statements referedlbove present fairly, in all material respedis,financial position of Opexa Therapeutics, Imd #s subsidiary as of December 31, 2014 and 20tXhe results of their operati
and their cash flows for each of the years thereéril conformity with accounting principles gengraiccepted in the United States of America.

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

February 20, 2015
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OPEXA THERAPEUTICS, INC.
CONSOLIDATED BALANCE SHEETS

Assets
Current asset:
Cash and cash equivalel
Other current asse
Total current asse
Property & equipment, net of accumulated depremiatif $2,099,389 and $1,718,477, respecti
Other long term assets
Total assets

Liabilities and Stockholders’ Equity
Current liabilities:
Accounts payabl
Accrued expense
Deferred revenue
Total current liabilities

Long term liability:
Deferred revenue
Total liabilities

Commitments and contingenci
Stockholder’ equity:
Preferred stock, no par value, 10,000,000 shartb®@dzed, none issued and outstanc
Common stock, $0.01 par value, 100,000,000 shatbe@zed, 28,234,751 and 27,546,
shares issued and outstand
Additional paid in capita
Accumulated deficit
Total stockholders’ equity
Total liabilities and stockholders’ equity

See accompanying summary of accounting policiesaies to consolidated financial statements
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December 31

December 31

2014 2013
9,906,37. $ 23,644,54
758,94 1,122,57,
10,665,31 24,767,11
1,098,10. 1,295,02.
38,93¢ 177,66t
11,802,35_ $ 26,239,80
702,49  $ 696,15!
1,199,18. 1,232,991
1,230,74! 1,395,34:
3,132,42. 3,324,49.
1,230,74: 2,338,04
4,363,17. 5,662,53.
282,34t 275,46
148,477,04 146,569,75
(141,320,20) (126,267,94)
7,439,18 20,577,27
11,802,35_ $ 26,239,80




OPEXA THERAPEUTICS, INC.
CONSOLIDATED STATEMENTS OF OPERATIONS
Years ended December 31, 2014 and 2013

2014 2013
Revenue
Option revenu $ 1,271,890 $ 1,266,61

Research and developm« 12,118,62 9,181,091
General and administrati\ 3,833,37! 3,670,76!
Depreciatior 387,77¢ 335,59°
Loss on disposal of fixed ass: — 2,161

Operating los: (15,067,88) (11,923,00)
Interest incom 15,45¢ 14,98t
Other income and expense, 2,147 37,91(
Loss on extinguishment of de — (2,518,91)
Interest expens (1,989 (2,267,30)

Net loss $ (15,052,26) $ (16,656,32)
Basic and diluted loss per shi $ 059 $ (1.25)
Weighted average shares outstanc 27,821,05 13,332,35

See accompanying summary of accounting policiesaies to consolidated financial statements
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Balances at December 31, 2(
Shares issued due to conversion of convertiblest
Discount related to beneficial conversion feat
Discount on warrants attached to d
Shares issued fo
cash, net of offering cos
commitment on Lincoln Park $1.5 million share pash agreemel
accrued interes
restricted stock awart
Warrant expens
Option expens
Net loss
Balances at December 31, 2(
Shares issued for servic
Shares sold for cas
Option expens
Net loss
Balances at December 31, 2014

OPEXA THERAPEUTICS, INC.

CONSOLIDATED STATEMENTS OF CHANGES IN STOCKHOLDERS' EQUITY
Years ended December 31, 2014 and 2013
Additional
Common Stock Paid in Accumulated
Share: Par Capital Deficit Total

6,249,36! $ 62,49: $ 112,432,45 (109,611,62) $ 2,883,33.
2,079,96! 20,79¢ 4,254,25. — 4,275,05:
— — 141,82¢ — 141,82¢

— — 195,96¢ — 195,96¢
19,013,95 190,14( 28,157,96 — 28,348,10
97t 10 1,22¢ — 1,23¢
123,23: 1,23: 187,31: — 188,54:
78,57: 78€ 69,11: — 69,89¢

— — 219,55! — 219,55!

— — 910,08° — 910,08°
— — — (16,656,32) (16,656,32)
27,546,05 27546, $ 146,569,75 (126,267,94) 20,577,27.
170,28: 1,70¢ 304,40( — 306,10¢
518,41. 5,18¢ 642,99: — 648,17!
— — 959,89¢ — 959,89¢
— — — (15,052,26) (15,052,26)
28,234,75 $ 282,34¢ $ 148,477,04 (141,320,20) $ 7,439,18

See accompanying summary of accounting policiesates to consolidated financial statements
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Cash flows from operating activitit
Net loss

OPEXA THERAPEUTICS, INC.
CONSOLIDATED STATEMENTS OF CASH FLOWS
Years ended December 31, 2014 and 2013

Adjustments to reconcile net loss to net cash irsegerating activitie

Stock issued for servict

Amortization of discount on notes payable due torarsts and beneficial conversion feat

Loss on extinguishment of de
Depreciatior
Amortization of debt financing cos
Option and warrant expen
Loss on disposal of fixed ass:
Changes in
Other current asse
Accounts payabl
Accrued expense
Other asset
Deferred revenue
Net cash used in operating activities

Cash flows from investing activitie
Purchase of property & equipme
Restricted cas
Net cash provided by (used in) investing activi

Cash flows from financing activitie
Common stock and warrants sold for cash, net @frioi§ costs
Proceeds from third party de
Proceeds from related party di
Deferred financing and offering cot
Repayment on related party notes pay:
Repayments on notes payable

Net cash provided by financing activities

Net change in cash and cash equival
Cash and cash equivalents at beginning of g
Cash and cash equivalents at end of pe

Cash paid for
Income tax
Interest

NON-CASH TRANSACTIONS
Issuance of common stock for accrued inte
Conversion of notes payable to common si
Discount on convertible notes relating
Warrants
Beneficial conversion featu
Unpaid additions to property and equipm
Shares issued as deferred offering ¢
Unpaid offering cost

See accompanying summary of accounting policiesaies to consolidated financial statements
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2014 2013
$ (15,052,26) $ (16,656,32)
306,10 69,89¢

— 1,613,35.

= 2,518,91:

387,77¢ 335,59

= 125,248

959,89 1,129,641

— 2,161

363,63 104,05:

6,33¢ 147,92

(33,800) 928,54

138,72 (177,66)

(1,271,89) 3,733,38!
(14,195,48) (6,125.26¢ )

(190,859 (259,229

— 1,000,00!

(190,859 740,771

648,17 28,484,87

- 550,00(

— 100,00(

= (147,84)

— (100,000

= (450,000

648,17! 28,437,03

(13,738,16) 23,052,53

23,644,54 592,00

3 0,006,37._ & 23,644,54
$ — 3 —
$ 1,98 $ 19,64¢
— 188,54

= 4,275,05:

— 195,96

— 141,82

= 108,51

— 1,23¢

= 136,77




OPEXA THERAPEUTICS, INC.
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

NOTE 1—BUSINESS OVERVIEW AND SUMMARY OF ACCOUNTING POLICIES

Description of Business Opexa Therapeutics, Inc. (“Opexa”, “we”, “oud, “the Company”) was initially incorporated as 8pa United Industries, Inc. (“Sportarit) Texas in March 1991. In June 2004, PharmaFrmn@®rp
(“PharmaFrontiers”) was acquired by Sportan inaagaction accounted for as a reverse acquisitio@ctober 2004, PharmaFrontiers acquired all efdhtstanding stock of Opexa Pharmaceuticals,(f@pexa Pharmaceuticals’,
biopharmaceutical company that previously acqutted exclusive worldwide license from Baylor CollegeMedicine to an patient specific, autologouse€l-émmunotherapy, Tcelna®drmerly known as Tovaxin), for the init
treatment of multiple sclerosis (MS). In June 200& Company changed its name to Opexa Therapetiizsfrom PharmaFrontiers Corp. and, in Janu@§72 Opexa Therapeutics, Inc., the parent, mergéuits wholly ownet
subsidiary, Opexa Pharmaceuticals with Opexa Tleertigs, Inc. being the surviving company.

In September 2012, Opexa initiated a Phase llhcdliririal of Tcelna in patients with secondary gmessive MS (“SPMS”)Previously, in September 2008, the Company complat®hase Ilb clinical study of Tcelna in
relapsing-remitting MS (“RRMS”) indication.

Opexa operates in a highly regulated and competéiwironment. The manufacturing and marketinghafrmaceutical products require approval from, aedsabject to, ongoing oversight by the Food anagD¥dministration, ¢
FDA, in the United States, by the European MediiAgency, or EMA, in the E.U. and by comparablenaggs in other countries. Obtaining approval fareav therapeutic product is never certain and mkg taany years and m
involve expenditure of substantial resources. fi@éd in development stage and Opexa has not dppliea Biologics License Application (BLA) for Tiew with the FDA nor a similar regulatory licensiimeany other country, and tt
Tcelna is not approved to be marketed in any cguntr

Principals of Consolidation. The financial statements include the accounts ah@mnd its former whollpwned subsidiary, Opexa Pharmaceuticals througlember 31, 2006. All intercompany accounts and #etitns hav
been eliminated.

The consolidated financial statements include twants of Opexa and its wholly owned subsidiangea Hong Kong Limited (“Opexa Hong Kong®Ppexa Hong Kong was formed in the Hong Kong Spe&iihinistrative
Region during 2012 in order to facilitate potentiavelopment collaborations in the pasian region. Presently, Opexa Hong Kong has nt#red into any agreements and has not recognigedegenues as of December 31, 2014
intercompany transactions and balances betweenaOgpek Opexa Hong Kong are eliminated in consobdati

Use of Estimates in Financial Statement PreparatianThe preparation of financial statements in conféymiith accounting principles generally acceptedhie United States of America requires managententake estimat
and assumptions that affect the reported amounésssts and liabilities, the disclosure of contmgessetsand liabilities at the date of the financial sta¢ens, and the reported amounts of revenues anchsepeluring the reporti
period. Actual results could differ from those esites.

Certain Risks and Concentrations.Opexa is exposed to risks associated with foreigreacy transactions insofar as it has used U.farddo fund Opexa Hong Kong'bank account denominated in Hong Kong dollars.th?
net position of the unhedged Opexa Hong Kong bawgkunt fluctuates, Opexa’s earnings may be nedgtaféected. In addition, the reported carryingueaof the Company’s Hong Kong dolldenominated assets and liabilities
remain in Opexa Hong Kong will be affected by flumtions in the value of the U.S. dollar as compaeetthie Hong Kong dollar. Opexa currently doesutdize forward exchange contracts or any typéedging instruments to hec
foreign exchange risk as Opexa believes that isalvexposure is relatively limited. As of Deceeni31, 2014, Opexa Hong Kong reported cash and eqsivalents of $10,090 in converted U.S. dollarg does not have any repor
liabilities in the consolidated balance sheets.

Revenue Recognition. On February 4, 2013, Opexa entered into an Opiwh License Agreement (the “Merck Serono Agreefhemith Ares Trading SA (“Merck Serono”ya wholly owned subsidiary of Merck Serc
S.A. Pursuant to the terms, Merck Serono has &orof acquire an exclusive, worldwide (excludifepan) license of the Company’s Tcelna programhfertreatment of multiple sclerosis (“MS™J.celna is currently in a Phase
clinical trial in patients with Secondary ProgressMS (“SPMS”). The option may be exercised by NteBerono prior to or upon the Company’s completbthe Phase Ilb Trial.

Opexa received an upfront payment of $5 milliondaanting the option. If the option is exercisedgrik Serono would pay the Company an upfront liedae of $25 million unless Merck Serono is unabladvance directly in
a Phase lll clinical trial of Tcelna for SPMS withtaa further Phase Il clinical trial (as determirgdMerck Serono), in which event the upfront liseriee would be $15 million. After exercising thetion, Merck Serono would be sol
responsible for funding development, regulatory anthmercialization activities for Tcelna in MS,haltigh the Company would retain an option tofwed certain development in exchange for increasgdlty rates. The Compa
would also retain rights to Tcelna in Japan, cent@ghts with respect to the manufacture of Tcesmal rights outside of MS.
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Opexa recognized revenues from nonrefundabldram-$5 million option fees related to the Meroér&no Agreement on a straightline basis over tlimated option exercise period. Opexa is requioethake estimates regard
the clinical trial timelines which impact the peti@ver which the option exercise may occur. Opexastimates regarding the option exercise periog waejusted in 2014 once the enrollments for thdi-Abclinical trial wer¢
completed. This adjustment was made on a prosgebésis beginning in the periods in which the geawas identified and resulted in a decrease iratheunt of revenue we recognized on a quarterlisifesm the Merck Seror
Agreement.

Cash and Cash EquivalentsFor purposes of the consolidated statements of ftasis, cash equivalents include all highly liquitvestments with original maturities of three mantr less. The primary objectives for the fi
income investment portfolio are liquidity and sgfef principal. Investments are made with the ofyecof achieving the highest rate of return cotesiswith these two objectives. Opesaivestment policy limits investments to cer
types of instruments issued by institutions prityasiith investment grade credit ratings and plaesstrictions on maturities and concentration byetgpd issuer.

Supplies Inventory.Supplies inventory at December 31, 2013 includegests and supplies that will be used to manufacfeelna and placebo product in Opax@hase Ilb clinical study. Opexa amortized tipgepaid reager
and supplies to research and development coste indnsolidated statements of operations overé¢hiegthat these supplies were used. The supplientory was fully amortized as of December 31,4208uture purchases of reagt
and supplies are expensed directly to researchiewelopment costs.

Long-lived Assets.Property and equipment are stated on the basistofrical cost less accumulated depreciation. Degtien is provided using the straigite method over the estimated useful lives ofabsets. Major renewi
and improvements are capitalized, while minor regiaents, maintenance and repairs are chargedrentaperations. Impairment losses are recordddraplived assets used in operations when indicatonmpéirment are present &
the undiscounted cash flows estimated to be gestelpt those assets are less than the assets’ntpanyiount.

Deferred costs. Opexa incurs costs in connection with a debt oiitgaffering or in connection with the proceeds suant to an execution of a strategic agreemeneséltosts are recorded as deferred offering orrée
financing costs in the consolidated balance sheteh costs may consist of legal, accounting, mdking fees and other related items incurred tigto the date of the debt or equity offering or dlage of the execution of the strate
agreement. Costs in connection with a debt offeaire amortized to interest expense over the témmeanote instrument. Costs in connection with éixecution of a strategic agreement in which @rliupfront payment is received
offset to the gain recognized in the consolidatatesents of operations. Additional paid in capitaludes costs recorded as an offset to proceedsrinection with the completion of an equity dfigr

Income Taxes.Income tax expense is based on reported earnirigeeiscome taxes. Deferred income taxes reflezintipact of temporary differences between assetdiabilities recognized for financial reportingrposes an
such amounts recognized for tax purposes, and aasumed by applying enacted tax rates in effegears in which the differences are expected torseveA valuation allowance is recorded to redueertét deferred tax asset to z
because it is more likely than not that the defetaex asset will not be realized. The Company rezas the effect of income tax positions only ifgk positions are more likely than not of beingained upon an examination.

Stock-Based CompensationOpexa accounts for share-based awards issued toysap in accordance with FASB ASC 718. Accordingiyployee sharbased payment compensation is measured at thedgatmtbased on t
fair value of the award, and is recognized as gerese over the requisite service period (genetladiyesting is over a 3-year period). Additionafiijare-based awards to nemployees are expensed over the period in whicheflage
services are rendered at their fair value.

Research and DevelopmenResearch and development expenses are expenserdartsolidated statements of operations as irttinraccordance with FASB ASC 73Research and DevelopmenResearch and developm
expenses include salaries, related employee expenbsical trial expenses, research expenses,ultorgs fees, and laboratory costs. In instancesvitich the Company enters into agreements with thadies for research a
development activities, Opexa may prepay feesdorises at the initiation of the contract. Opexeorels the prepayment as a prepaid asset in thel@ated balance sheets and amortizes the aseeeisearch and development exp
in the consolidated statements of operations dwemperiod of time the contracted research and dpwent services are performed. Other types ohgements with third parties may be fixed fee orffmeservice, and may inclu
monthly payments or payments upon completion oéstilnes or deliverables. Opexa expenses the ddaterses of patents and the prosecution of patemiil the issuance of such patents and the coniafieation of related products
reasonably assured. Research and development exjoerise years ended December 31, 2014 and 2083%%2026,970and $9,181,090, respectively.
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Foreign Currency Translation and Transaction Gainsand Losses Opexa records foreign currency translation adjests and transaction gains and losses in acamedsith FASB ASC 830Foreign Currency Matters Fol
the Companys operations that have a functional currency othan the U.S. dollar, gains and losses resultingnfthe translation of the functional currency ittcs. dollars for financial statement presentatios @ot included i
determining net loss, but are accumulated in theutative foreign currency translation adjustmentcamt as a separate component of stockholderstyeq@ipexa Hong Kong' functional currency is deemed to be the US Dy
consequently, Opexa records transaction gainsasses in its consolidated statements of operatedated to the recurring measurement and settlenfdoteign currency denominated transactions aldrizes.

Net Loss per Share Basic and diluted net loss per share is caledlagased on the net loss attributable to commorekbkllers divided by the weighted average numbehafes outstanding for the period excluding ahytide
effects of options, warrants and unvested sharedsva

NOTE 2—CASH AND CASH EQUIVALENTS

As of December 31, 2014, Opexa invested approxign&g&7 million in a savings account. For the yeaded December 31, 2014, the savings account rizeagan average market yield of 0.10%. Interestrime of $15,431 fro
the savings account was recognized for the yeazdeBecember 31, 2014 in the consolidated statenoéofserations.

As of December 31, 2014 and 2013, Opexa investedoajmately $24,500 in a money market fund investiaxclusively in high-quality, shoterm money market instruments consisting of U.S/iegoment obligations ai
repurchase agreements collateralized by the U.8ei@ment. While this fund seeks current income evpileserving capital and liquidity, the fund is jsabto risk, including U.S. government obligatiafsk, and is not federally insur
or guaranteed by or obligations of the Federal Bi#épnsurance Corporation or any other agency.tkeryears ended December 31, 2014 and 2013, theynmarket fund recognized an average market yie@Qi%. Interest income
$3 was recognized for the year ended December(4 i the consolidated statements of operations.

NOTE 3—OTHER CURRENT ASSETS

Other current assets consisted of the followinQetember 31, 2014 and 2013:

Description 2014 2013
Supplies inventor $ 0 $ 673,04«
Deferred offering cost 259,98¢ 134,51t
Prepaid expens¢ 498,95¢ 315,01«
$ 758,94: $ 1,122,57

Supplies inventory at December 31, 2013 includegeets and supplies that will be used to manufactieelna and placebo product in OpexBhase Ilb clinical study. Opexa amortized theepaid reagents and supplie
research and development costs in the consolidastements of operations over the period that thegplies were used.

Deferred offering costs at December 31, 2014 ari® 2clude costs incurred from third parties inmection with the implementation of a $1.5 millionrBhase Agreement in November 2012 pursuant tohm@jeexa has the ric
to sell to Lincoln Park Capital Fund, LLC (“Lincofark”) up to $1.5 million in shares of its common stoakpject to certain conditions and limitations. ADecember 31, 2014 and 2013, the remaining cdsk$®4,518 and $134,51
respectively, in connection with the implementatadrthe $1.5 million Purchase Agreement remainggitaized and are included in other current asisetise consolidated balance sheets. Upon the efilgsares of common stock un
the $1.5 million Purchase Agreement, the capitelizests are offset against the proceeds of suek sékhares of common stock.

As of December 31, 2013, deferred offering cost$1df3,636 in connection with the implementatiorthaf $15.0 million Purchase Agreement are capitdlared included in other long term assets in thesaliciated balance she
(see Note 5). As of December 31, 2014, this amaastreclassified to other current assets sinc®tinehase Agreement will expire in 2015.

During December 2013, the remaining costs in commeavith the implementation of the ATM Agreemenene charged to general and administrative expemsbei consolidated statements of operations asCtmapan

determined that the ATM Agreement would need tadfeeshed with a successor sales agent to thenatigales agent. During 2014, deferred offeringsco$ $27,547, incurred in connection with the ®ssor sales agent, w
capitalized with $21,835 remaining unamortizedanmection with the ATM Program at December 31, 2014
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Prepaid expenses at December 31, 2014 and 2018elsde costs incurred from third parties in coctimn with the Merck Serono Agreement (see NoteAs.of December 31, 2014, the remaining costs38{$39 in connectic
with the Merck Serono Agreement that are expeabebet amortized over the upcoming twelve month jpeeice capitalized and included in other currenetsi the consolidated balance sheets. The rémgadosts of $38,939
connection with the Merck Serono Agreement thaeageected to be amortized beyond the upcoming svelenth period are capitalized and included in oty term assets in the consolidated balancetsiteee Note 5).

NOTE 4—PROPERTY AND EQUIPMENT

Property and equipment consisted of the followinBecember 31, 2014 and 2013:

Description Life 2014 2013
Computer equipmet 3year $ 168,20¢ $ 121,92:
Office furniture and equipmel 5-7 year. 247,67¢ 245,29
Software 3 year. 116,02: 121,37¢
Laboratory equipmer 7 year: 1,100,55! 1,270,85:
Leasehold improvemen 10 year 675,67: 665,15¢
Manufacturing equipment 7 year. 889,35: 588,88¢
Subtotal 3,197,49: 3,013,50
Less: accumulated depreciation (2,099,38) (1,718,47)
Property and equipment, net $ 1,098,10. $ 1,295,02.

Property and equipment is carried at cost lessmactated depreciation. Depreciation is calculatedh®ystraightine method over the estimated useful life of thi@eéen years, depending upon the type of equipneewept fo
leasehold improvements which are amortized usiegsthaightine method over the remaining lease term or tfeedf the asset, whichever is shorter. The cosepéirs and maintenance is charged as an experise tmnsolidate
statements of operations as incurred. Depreciatipense totaled $387,779 and $335,597 for the yeamlsd December 31, 2014 and 2013, respectively.

NOTE 5—OTHER LONG TERM ASSETS

Other long term assets at December 31, 2013 indefterred offering costs of $103,636 which werauimed from third parties in connection with the Isvpentation of a $15.0 million Purchase Agreemaniovember 201

pursuant to which Opexa has the right to sell tachin Park up to $15.0 million in shares of its coam stock, subject to certain conditions and litiotss. As of December 31, 2014, this amount wakssified to other current ass
since the Purchase Agreement will expire in 2015.

Other long term assets also include costs incuned third parties in connection with the Merck &sw Agreement (see Note 1). At December 31, 20t¥erember 31, 2013 the unamortized costs thaéxgected to k
amortized beyond the upcoming twelve month perindunted to $38,939 and $74,030, respectively.

NOTE 6—DEFERRED REVENUE

On February 4, 2013, Opexa entered into the Meethi® Agreement (see Note 1). Opexa received aontpgbayment of $5 million for granting the optioks a “stand-alone valugérm in the Merck Serono Agreement, the
million upfront payment is determined to be a singhit of accounting, and is recognized as revesue straightine basis over the option exercise period basethenexpected completion term of the Phase Ilbiagirtrial in
SPMS. Opexa includes the unrecognized portioh@f6 million as deferred revenue on the consailhtlance sheets.
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NOTE 7—INCOME TAXES

Opexa uses the liability method, where deferredasets and liabilities are determined based omxtpected future tax consequences of temporargreiites between the carrying amounts of assetiadilidies for financial an
income tax reporting purposes.

At December 31, 2014 and 2013, Opexa had approglyn@&70 million and approximately $68 million of used net operating losses (NOLs), respectivelyilabta for carry forward to future years. For faurposes, Opexa ele
to capitalize research & development expenses amudtaze them over a 10-year period. The unused §NIBHgin to expire at December 31, 2086December 31, 2014 and 2013, capitalized R&D ambedi to $25.1 million and $12
million, respectively.

At December 31, 2014 and 2013, Opexa had a defeareasset which is covered by a full valuatioowHince due to uncertainty of Opexability to generate future taxable income necgdsarealize the related deferred tax &
consisting of:

Deferred tax asset resulting fro December 31, 20: December 31, 20:
Net Operating Los $ 2453102 $ 23,631,74
Research and development tax cre 1,778,031 1,228,99
Capitalized research and development costs 8,803,91. 4,886,60!
Subtotal 35,112,97 29,747,35
Less valuation allowanc (35,112,97) (29,747,35)
Net deferred tax ass $ - 3 -

Opexa'’s ability to utilize the NOLs is subject ketrules of Section 382 of the Internal RevenueeC8ection 382 generally restricts the use of Nfter an “ownership changedénerally defined as a greater than 50% chanc

value) in the Company’s equity ownership over @éhyear period). The Section 382 limitation isleggbannually and is equal to the value of Opestek on the date of the ownership change, mudtiplly a designated federal long-
term tax-exempt rate.

NOTE 8—CONVERTIBLE PROMISSORY NOTES

On July 25, 2012, Opexa issued a total of $4,0&8bi0(rincipal amount of secured convertible praoiy notes (the “Notes” or the “July 2012 Noteg'xhird parties and related parties (collectivélg “Noteholders”)pf which
an aggregate of $630,000 was issued to relatetbpgBee Note 9). The Notes were originally scheditd mature on July 25, 2014 and accrued intettetite rate of 12% per annum, compounded annualigrest was payable semi-
annually on June 30 and December 31 in either oaségistered shares of common stock, at Opexatgtieh. The Notes were secured by substantiallpfaDpexa’s assets and were convertible into a ciess of nonsoting Series ,
convertible preferred stock. The Notes could bevedied into Series A convertible preferred stocthatoption of the investors at a price of $10Q80share, subject to certain limitations and adjests. Additionally, Opexa could el
to convert the Notes into Series A convertible @nefd stock if (i) Opexa’ common stock closed at or above $10.00 per $ha20 consecutive trading days or (ii) Opexa aehiecertain additional funding milestones to camirits
clinical trial program. These milestones includeji€xecuting a strategic agreement with a partngrotential partner by which Opexa will receive amimum of $5 million to partially fund, or an optido partner with Opexa for,
Phase Il clinical trial for Tcelna in patients wiif?MS and (y) receiving a minimum of $25 millionadditional capital (including the Note offeringoppeeds) from any partner, potential partner orathgr source.

The Series A convertible preferred stock accruettldnds at the rate of 8% per annum, which are tatime and payable semi-annually on June 30 ancemeer 31 in either cash or registered shares ofrmmstock at Opexa’
election. The Series A convertible preferred stoall a liquidation preference of $100.00 per shemétling holders to payment from the assets of@oenpany available for distribution to its sharetess before any payment is mad
the holders of the common stock. The Series A cdifke preferred stock participated in any dividerat other distributions on shares of common sfottker than dividends payable in shares of comntacky along with the commt
stock. As a result of anti-dilution adjustmentdiwing the November 2012 sale of shares of Opegareamon stock, the Series A convertible prefertedkswas convertible into shares of the Compampmmon stock at a price of $3
per share (the floor price), subject to certainittions and conditions, and up to 1,308,236 shafemmon stock were issuable if all 12% convéetibecured promissory notes issued in the July 2iddAcing and outstanding
December 31, 2012 were converted to Series A ctiblepreferred stock and such stock is then cdedeinto common stock. Additionally, Opexa couldatlto convert the Series A convertible preferiedlsinto common stock if tt
Company’s common stock closes at or above $16.08hzee for 20 consecutive trading days. As of beasr 31, 2013 and 2012, no shares of Series A ctibleepreferred stock were outstanding.
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As part of the security interest in all of the Canp’s assets granted to the Noteholders, $1.0 millfdheoproceeds was originally maintained in a colfed account . During the year ended DecembeR813, the restricted ce
was reduced to $0 and the controlled account wesrtated.

The Notes were analyzed at issuance for a benlefioieversion feature and Opexa concluded that aftwal conversion feature exists. The benefic@hersion feature was measured using the commitoheet stock price al
was determined to be $1,497,634, of which $230y8&9 attributable to related parties. During tharyended December 31, 2012, the Company recorddé8%634 as a debt discount and this amount wastiaeto interest expense
the consolidated statements of operations ovetetine of the Notes. Opexa also analyzed the Notedefvative accounting consideration and deterchithet derivative accounting does not apply.

In connection with the issuance of the Notes, Om#ga issued Series | warrants to the Noteholdeisitially purchase an aggregate of 957,422 shaf&@pexas common stock at $5.00 per share, subject toigditzitations an:
adjustments. The warrants have a five-year terchaae exercisable six months from the date of isseiaor January 25, 2013. As a result of diitition adjustments, the number of warrant shéwesvhich the Series | warrants
exercisable increased to an aggregate increasd28,121 shares of Opesatommon stock at an adjusted exercise price &6§2er share, subject to further certain limitagiand adjustments. As a result, Opexa accountetidse res
provisions in accordance with FASB ASC 846 which requires Opexa to record the warrant asrivative liability at the grant date and toaetchanges in fair value relating to the warrateach subsequent balance sheet dat
Note 13). Opexa can redeem the warrants at $&04&hare if its common stock closes at or above0Blfer share for 20 consecutive trading de

The initial fair value of the warrant liabilities §2,314,635, together with the beneficial convandieature of $1,497,634 were recognized as adisbount and were amortized to interest expenseeirtonsolidated statement:
operations over the term of the Notes using thecéffe interest method. During the year ended Béee 31, 2012, the amortized debt discount was $B24and Opexa recognized $552,978 as a derivgéirein the consolidat:
statements of operations due to the change ivdédie of the liability. The unamortized discountoddecember 31, 2012 amounted to $3,708,237.

In February 2013, three of the third party holdsrthe Notes elected to convert their principal ants of $900,000 into shares of the Compar8eries A convertible preferred stock with furtlemediate conversion into 288,2
shares of the Company’s common stock.

On September 23, 2013, the Company entered intormdment to the Notes with certain Noteholderh véispect to certain terms relating to conversiothe Notes. Pursuant to the Note amendment, &tanding Notes we
amended such that, in addition to the existing eosion arrangements, the Notes became convertitleeaCompanys election directly into shares of common stockh@athan any intermediate conversion to shareSeofes /
convertible preferred stock), at a conversion pdteot less than $1.50 nor more than $2.25, basettie most recent closing market price of the Camgfs common stock on the NASDAQ Stock Market &t tilme of the Company’
election to convert the Notes (including any acdrbet unpaid interest through the conversion date)shares of common stock. Notes in the aggrquateipal amount of $3,185,000 were outstandinthattime of the Note amendme

On September 24, 2013, the Company converted theijal amount of the Notes and unpaid interestlitog $3,275,053 into an aggregate of 1,714,697eshaf common stock at a conversion price of $uffich was the mo
recent closing market price of the Compangommon stock on the NASDAQ Stock Market whenGbenpany effected such conversion. The Companymiéted that the conversion of the Notes qualifiea debt extinguishment sir
the Notes were converted based on the amendedrstverice. Consequently, the Company recordedsion extinguishment of debt of $2,518,912 indbesolidated statements of operations, which semis the difference in t
fair value of the shares issued of $3,275,053 aaccarrying amount of the Notes (including accrirgdrest of $98,053) of $756,141 at the date ofvecsion. The carrying amount of the Notes is nethefunamortized discount &
deferred financing costs at the date of converaipunting to $2,432,681 and $86,231, respectively.

On January 23, 2013, Opexa closed a private offeransisting of convertible notes (the “January®0btes”)and warrants to purchase shares of common stocyréms proceeds of $650,000 of which $100,000 was £
related party (see Note 9). The January 2013 Ne¢es originally scheduled to mature on January2Zd4 and accrued interest at the rate of 12% peura, compounded annually. The January 2013 Neéee convertible int
common stock at the option of the investors atieepsf $1.30 per share, subject to certain limotagi The principal balance plus accrued interest peyable within five business days of the recejpOpexa of an aggregate of at It
$7.5 million in proceeds from the sale of its egsiécurities and/or as payments from one or more@a or potential partners in return for grantinicense, other rights, or an option to licensetberwise acquire rights with respec
Tcelna.




The January 2013 Notes were analyzed at issuaneeteneficial conversion feature and Opexa corciutiat a beneficial conversion feature existe@ Béneficial conversion feature was measured ubmgommitmentate
stock price and was determined to be $141,829 aftw$21,820 was attributable to the related padiyexa also analyzed the Notes for derivative adingiconsideration and determined that derivatiseanting does not apply.

In connection with the issuance of the January 20dts, Opexa also issued Series J warrants th@secan aggregate of 243,750 shares of Opexaimon stock (see Note 13), subject to certaiitdtions and adjustments. 1
relative fair value of the warrant liability of $3969, together with the beneficial conversiondeanf $141,829, were recognized as a debt dis@mohtvere amortized to interest expense duringelae ended December 31, 2013 in
consolidated statements of operations over the ¢étime January 2013 Notes using the effectiver@stemethod.

On February 26, 2013, following the receipt of $3rillion in gross proceeds during February 20b8fthe sale of common stock and Series L warrangsitchase shares of common stock, and followiag¢keipt of the upfro

payment of $5 million from Merck Serono on Februafy 2013, Opexa paid principal and interest to¢ga$567,368 to holders of the January 2013 Notfeshich $100,000 was to a related party, and issti&d34 shares of comm
stock to one holder of the January 2013 Notes viénted to convert the principal of $100,000.

During the year ended December 31, 2013, the detdeht of $337,798 in connection with the Jan20¥3 Notes was fully amortized to interest expenghe consolidated statements of operations.
The following table provides a summary of the chemip convertible debt — third parties, net of uneired discount, during the year ended Decembg2@13:

Balance at December 31, 20 $ 318,65!
January 2013 Notes, face va

550,001
Discount on beneficial conversion feature of Jap@a13 Notes at issuan (120,009
Discount on fair value of Series J warrant liapitt issuanc (165,82()
Repayment of January 23, 2013 Nc (450,001)
Conversion of January 23, 2013 Notes into commeock: (100,000
Conversion of July 25, 2012 Notes into common s (900,001)
Conversion of July 25, 2012 Notes into common s (2,555,00)
Unamortized discount closed to loss on debt extsigoent 1,949,00:
Amortization of debt discount to interest experseugh December 31, 2013 1,473,16i

Balance at December 31, 20 $ =

NOTE 9—RELATED PARTY TRANSACTIONS

Investors in the July 25, 2012 Note offering inelddwo members of OpexaBoard of Directors and entities affiliated withérd director. Opexa issued an aggregate of $88Din principal amount of Notes to the two dires
and an entity for which a third director reportsieficial ownership of Opexa securities. In conrettvith the issuance of such Notes, Opexa als@disstarrants to purchase an aggregate of 221,488sshbicommon stock. The f
value of the warrants was $356,969. Opexa alsardeted the Notes contained a beneficial conversdature with fair value of $230,969. Opexa reedrd total of $587,939 as debt discount associaithdthe Notes issued to t
related parties and amortized $16,044 as interpstrese in the consolidated statements of operatiribe year ended December 31, 2012.

Entities affiliated with related parties were issi&eries K warrants to purchase an aggregate 6865hares of common stock in connection with gmidry 29, 2013 waiver with respect to the July228btes.
The Company issued shares of common stock to to@fehe July 2012 Notes in payment of accruedéstson July 1, 2013, of which related parties weseed an aggregate of 55,328 shares of commok. sto

On September 24, 2013, the July 2012 Notes helsvbymembers of Opexa’Board of Directors and an entity affiliated wattthird director in an aggregate of $647,813 imgigal amount and unpaid interest were convertta

an aggregate of 339,170 shares of common stockcanhwersion price of $1.91, which was the most mecéosing market price of the Compasy¢common stock on the NASDAQ Stock Market when @mnpany effected su
conversion.

Investors in the January 2013 Note offering inctldee member of Opexa’s Board of Directors who isaged a Note with a principal amount of $100,0G88&(Note 8).
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The following table provides a summary of the chemip convertible debt — related parties, net @fnortized discount, during 2013:

Balance at December 31, 20 $ 58,10¢
January 2013 Notes, face va 100,00(
Discount on beneficial conversion feature of Jap2&13 Notes at issuan (21,82()
Discount on fair value of Series J warrant liapilt issuanc: (30,149
Repayment of January 23, 2013 Nc (100,001)
Conversion of July 25, 2012 Notes into common s (630,001)
Unamortized debt discount closed to loss on detingxishmen: 483,67t
Amortization of debt discount to interest experiseugh December 31, 20: 140,18(
Balance at December 31, 20 $ =

NOTE 10—COMMITMENTS AND CONTINGENCIES

In October 2005, Opexa entered into ayeat lease for its office and research facilitiBise facility including the property is leased foteam of ten years with two options for an additibfive years each at the then prevai

market rate. Future minimum lease payments uritembneancellable operating lease are $118,422 for 2BERt expense in the consolidated statements ofatipes was approximately $136,000 for each of teary ende
December 31, 2014 and 2013.

NOTE 11—SIGNIFICANT CONTRACTUAL SERVICE AND MILESTO NE AGREEMENTS

In February 2012, Opexa entered into an agreemiémRliarmaceutical Research Associates, Inc. (“BR#étontract research organization, in which PRA pritivide Opexa with services related to the desigplementation ar
management of Opexa’s ongoing Phase IIb clinidal program in SPMS (the “PRA AgreementPayments by Opexa to PRA under the PRA Agreemenbased on the achievement of certain time andmeaince milestones
presented in the PRA Agreement. Total paymentsRé Buring the years ended December 31, 2014 an8,20hich were charged to research and developmerense on the consolidated statements of operationsunted t
$1,557,824 and $1,582,380, respectively. Unlesnitated by either party without cause on 60 daysr protice or on shorter notice with cause, théidahterm of the PRA Agreement is for four yearsl automatically renews f
successive one year terms.

Through December 31, 2014, Opexa entered into ithai@ Clinical Trial Agreements with 36 Institutisrand 36 principal investigators acting within thesnployment or agent positions within their cladiinstitution. Under tt
terms of each Clinical Trial Agreement, each of itineestigators will identify and recruit subject&wSPMS meeting certain enroliment requirements@nduct clinical research in conjunction with ®ae Phase Ilb clinical study, a
each of the Institutions will provide appropriagseources and facilities so the Institution’s Inigegbr can conduct OpexaPhase Ilb clinical study in a timely and profesai manner and according to the terms of the &linTria
Agreement. Under the terms of each Clinical Trigrdement, Opexa paid an upfront cash payment to lestitution for startap and other costs which were charged directlyxfzerse. Future payments by Opexa to the Instite
during the term of each Clinical Trial Agreemenre &ased on the achievement of certain performarilestones as presented in each Clinical Trial Agrest. Unless terminated by Opexa without cause 8ftldays’notice, or unles

terminated by the Institution, Investigator or Opdar health or safety reasons, the initial termhef Clinical Trial Agreements with each Institutiand Investigator is for the duration of theiratad subjects in the Phase Ilb clini
study.

In November of 2014, Opexa entered into an agreeméh Parexel International, LLC (“PAREXEL"y contract research organization, in which PAREX#L provide Opexa Regulatory Services for the cactdof the
Neuromyelitis Optica“NMO”) program. In addition, three Institutional agreetsemere executed in 2014, to provide preclinicakegch activities. Services include identificatioallection and shipping of blood samples to Opfex
research purposes.

NOTE 12—EQUITY

Summary information regarding equity related tratisas for the years ended December 31, 2013 acérbDieer 31, 2014 is as follows:
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During 2013, equity related transactions were He\is:

e InJanuary 2013, 125,000 shares of common stock s@d and 975 additional commitment shares wereetsto Lincoln Park under the $1.5 million purehagreement for net proceeds of $142,

e An aggregate of 365,263 shares of common stock issued in connection with the conversion of theuday 2013 and July 2012 Notes (see Nott

e In February 2013, Opexa sold an aggregate of 18%Bares of common stock under the ATM Agreemengifoss proceeds of $536,4:

e On February 11, 2013, Opexa sold an aggregated881334 units in a registered offering, with eaalt nonsisting of one share of common stock andaeramt to purchase half (0.5) a share of commockstat a price ¢
$3.00 per unit, for gross proceeds of $3,250,00% Jhares of common stock and warrants were immedyliseparable and were issued separately suctnéhanits were issued. The warrants are exercisabteediatel
upon issuance, have a f-year term and an exercise price of $3.00 per shafee of 6.0% of the gross proceeds was paidegpthcement ager

e OnJuly 1, 2013, Opexa issued 123,231 shares ofnmomstock to the Noteholders of the July 2012 Natepayment of accrued interest totaling $188,B643ugh June 30, 201

e On August 13, 2013, Opexa sold 12,000,000 sharesrafmon stock in an underwritten public offeringgirice of $1.50 per share for gross proceed4®{0$0,000

e In September 2013, exercise of the oatotment option granted to the underwriters of Angust 2013 underwritten public offering resultedhe issuance of an additional 900,000 shareswimon stock at a price of $1
per share for gross proceeds of $1,350,

e On September 24, 2013, 1,714,697 shares of comtnok were issued in connection with the conversibthe remaining outstanding July 2012 Notes (se&8).

e On November 8, 2013, 78,571 shares of restricteahoon stock with an aggregate fair value of $147 \k&8e issued to certain members of Opsxaanagement. Opexa recognized stock based contipensgpense
$69,899 and $77,814, related to these sharesdagrethrs ended December 31, 2013 and 2014, resgigc

e On December 23, 2013, Opexa sold 4,738,000 shaissammmon stock, including the full exercisetioé ove-allotment option granted to the underwriters, ptiee of $1.70 per share for gross proceeds of5836D0.
e For the year ended December 31, 2013, $2,985,38%waited against additional paid in capital askstétering costs
During 2014, equity related transactions were He\is:
e On February 28, 2014, 109,617 shares of restricteamon stock with an aggregate fair value of $189,&ere issued to certain members of Opesgarianagement and certain members of the boardeftdis. Opex
recognized stock based compensation expense of4ilBBelated to these shares for the year endeenfilser 31, 2014. The restricted shares issued tageament vest in full on the earlier of the firshimersary of the gra

date or termination of employment without causéfeing a change of control. The restricted shaseseéd to members of the board of directors vefstinquarterly increments beginning on March 3112(

e On March 19, 2014, 6,000 shares of restricted comstack with an aggregate fair value of $12,000enissued to a certain member of Of's board of directors. Opexa recognized stock basegpensation expense
$9,877 related to these shares for the year endedrber 31, 2014. The restricted shares vesteée tquarterly increments beginning on June 30, z

e In the third quarter of 2014, Opexa settled safe518,412 shares of common stock generating gnedsat proceeds including amortization of defeffiedncing costs of $674,126 and $648,175, respelgtiwhich wer:
issued pursuant to the AT!

e In the fourth quarter of 2014, Opexa issued 54 8itdres of restricted stock with an aggregate fairket value of $50,000 in partial consideration tfee performance of services rendered by a comgyjtarsuant to
consulting agreement dated October 21, 2
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NOTE 13—OPTIONS AND WARRANTS

The Board initially adopted the Opexa Therapeuties, 2010 Stock Incentive Plan on September 20Z61 the granting of equity incentive awards topémyees, directors and consultants of Opexa, aadPtan was initiall
approved by the Company’s shareholders on Octdhe2d10. On September 25, 2013, the Board appritheeAmended and Restated 2010 Stock Incentive (Rttam 2010 Plan”), and the Compasyshareholders approved the amel
2010 Plan on November 8, 2013, in order to (i)éase the number of shares of common stock res@wébsuance by 3,000,000 shares and (ii) resettingber of stockased awards issuable to a participant in any dateyear to alig
with the increase in the shares reserved. The P®is the successor to and continuation of OgeXae 2004 Compensatory Stock Option Plan (the4'Zan”).The 2004 Plan reserved a maximum of 575,000 sléiezmmon stoc
for issuance pursuant to incentive stock optiords monqualified stock options granted to employel@gctors and consultants. Awards were made asereiticentive stock options or nonqualified stockiaps, with the Board havit
discretion to determine the number, term, exempigge and vesting of grants made under the 2004. Pk outstanding equity awards granted under2864 Plan continue to be subject to the terms anditions as set forth in t
agreements evidencing such stock awards and times tfrthe 2004 Plan, but no additional awards béllgranted under the 2004 Plan subsequent to agdpbthe 2010 Plan. The 2010 Plan reserves amaniof 3,625,000 shares
common stock for issuance plus the number of shareject to stock options outstanding under thetZ®@n that are forfeited or terminate prior toreig® and would otherwise be returned to the stemerves under the 2004 Plan
any reserved shares not issued or subject to adisg grants, up to a maximum of 513,220 shardse 2010 Plan provides for the grant of incentivalstoptions or nonqualified stock options, as veslIrestricted stock, stc
appreciation rights, restricted stock units andqrerance awards that may be settled in cash, sipcither property. The Board of Directors or Congagion Committee, as applicable, administers tH©Zan and has discretior
determine the recipients, the number and typesocksawards to be granted and the terms and conditf the stock awards, including the period efrtiexercisability and vesting. Subject to a lirtida on repricing without shareholc
approval, the Board or Compensation Committeeppcable, may also determine the exercise pricgptibns granted under the 2010 Plan.

Employee Options

During 2013, options to purchase an aggregate 8588 shares were granted to employees, at exgnéiss ranging from $1.45 to $2.34. These optlunee terms of ten years and have a vesting schefltheee years. Fair val
of $659,601 was calculated using the Black-Schofg®n-pricing model. Variables used in the Bl&thioles optiompricing model for these options include (1) discorate range of 1.73% and 2.78%, (2) expected ;25 to (
years, (3) expected volatility range of 191.83% 308.69% and (4) zero expected dividends.

During 2013, options to purchase 78,171 shares foefeited and cancelled.

Opexa recorded $766,875 stdoksed compensation expense to management and eepldyring 2013, which included the related expdaosehe options that are expected to vest basedahievement of their relat
performance conditions. Unamortized stock compémsaixpense as of December 31, 2013 amounted #&8B

During 2014, performanceased options to purchase an aggregate of 510#8ssat an exercise price of $1.82 were grantestniér management. These options have a terrmofears and vest 100% upon the earlic
achievement of a performance-based, strategic tmilesobjective or termination of employment withoatise following a change of control. Fair valué®18,554 was calculated using the Black-Scholésmpricing model. Variable
used in the Black-Scholes option-pricing modeltfase options include (1) discount rate of 2.65Bpekpected term of 10 years, (3) expected vdiatli 172.33% and (4) zero expected dividends.

During 2014, incentive based options to purchasagamegate of 772,875 shares were granted to eegsowt exercise prices ranging from $0.86 to $I'B2se options have terms of ten years and haestang schedule of fo
years. Fair value of $1,324,070 was calculatedguie Black-Scholes option-pricing model. Variablesed in the Black-Scholes optipricing model for these options include (1) disdorate range of 2.26 to 2.79%, (2) expected
of 6.25 years, (3) expected volatility range of B786 to 315.10% and (4) zero expected dividends.

During 2014, options to purchase 104,886 shares foefeited and cancelled.

Opexa recorded $748,697 stdoksed compensation expense to management and epldyring 2014, which included the related expdasehe options that are expected to vest basedahievement of their relat
performance conditions. Unamortized stock compémsaixpense as of December 31, 2014 amounted 28$322.
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Non-Employee Options:

During 2013, options to purchase an aggregate @&7@8shares were granted to directors for servic®pexas Board at an exercise price of $1.75. Optionsutaimse an aggregate of 20,000 shares have terhfsyefars, wit
50% of the shares vesting immediately and 50% wgstne year from the date of grant. Options to pase the remaining 68,572 shares will expire oretiréer of 10 years or a change in control of@eenpany, with 50% of the sha
vesting immediately and 50% vesting on December2813. Fair value of $151,867 was calculated ugfiegBlack-Scholes option-pricing model. Variablegdiin the Black-Scholes optigmicing model for these options include
discount rate of 1.73%, (2) expected term of 52ary, (3) expected volatility of 201.21% and (4pzexpected dividends.

During 2013, options to purchase 11,072 shares foefieited and cancelled.
Opexa recorded $143,212 of stock-based compensatjzense to consultants and directors during 20h8mortized stock compensation expense as of Dezredih 2013 amounted to $4,190.

During 2014, options to purchase an aggregate @#4D shares were granted to directors for sennc®pexas Board at an exercise price ranging from $1.882t60. Options to purchase an aggregate of 26 [28®s have terr
of 10 years, with 50% of the shares vesting orgtiaat date and 50% vesting one year from the dageant. Options to purchase 78,858 shares hawestef 10 years, with 50% of the shares vestinghergrant date and 50% vesting
December 31, 2014. An option to purchase 8,844eshzas a term of 10 years, with quarterly vestirdjrey on December 31, 2014. An option to purcliaseemaining 6,450 shares has a term of 10 yedts 33.3% vesting quartel
ending on December 31, 2014. Fair value of $2171y08s calculated using the Black-Scholes optiookpgi model. Variables used in the Black-Scholesoogpricing model for these options include (1) discouate range of 2.65%
2.77%, (2) expected term of 5.25 years, (3) expleetdatility range of 155% to 157% and (4) zeroeoted dividends.

During 2014, options to purchase 37,750 shares foefeited and cancelled.
Opexa recorded $211,201 of stock-based compensatjzense to consultants and directors during 20hdmortized stock compensation expense as of Dezredih 2014 amounted to $4,086.
Broker and Investor Warrants

In connection with Opexa’July 25, 2012 private offering of the July 201@éé (see Note 8), Opexa issued warrants to thersobf the July 2012 Notes to purchase an aggregdt,436,121 shares of common stock at a ct
adjusted exercise price of $2.56 per share, suttjamrtain limitations and adjustments. These avdsrhave a term of five years and are initiallgreisable on January 25, 2013.

During 2013, warrants to purchase 1,482,892 shaees forfeited. During 2014, warrants to purch28612 shares were forfeited.

In connection with Opexa’January 23, 2013 private offering of the Jan2&33 Notes (see Note 8), Opexa issued warrantetbdlders of the January 2013 Notes to purchasg@regate of 243,750 shares of common stc
an exercise price of $1.24 per share, subjectrtaiodimitations and adjustments. These warraatela term of five years and were immediately égabte. The estimated relative fair value of theestor warrants was $195,969 and
calculated using the Blacgeholes valuation model. The following assumptiarese used: (1) no expected dividends, (2) risk inezrest rate of 0.76%, (3) expected volatilityl®fl% and (4) expected life of five years. Opexarealeer
the warrants at $0.01 per share if the Companyisneon stock closes at or above $10.00 per sha20fepnsecutive trading days.

Pursuant to a waiver executed by the holders ekaess of two-thirds (68/3%) of the principal amount of the outstandinty 2012 Notes and accepted by Opexa, the amoutieofash subject to a deposit control agreemer
reduced to $500,000 during January 2013. In exahémgsuch waiver, the Company issued warrantBedhblders of the July 2012 Notes to purchase greggte of 187,500 shares of common stock at artisgeprice of $1.21 p
share, subject to certain limitations and adjustsiefhe warrants have a term of five years and \weneediately exercisable. The estimated fair vaifithe warrants was $219,553 and was calculatewjubie BlackScholes valuatic
model. The following assumptions were used: (1xpected dividends, (2) risk free interest rat8.80%, (3) expected volatility of 191% and (4) eotee life of five years. Opexa can redeem the avasrat $0.01 per underlying sk
of common stock if the common stock closes at oval$10.00 per share for 20 consecutive trading.daye fair value of the warrants was recognizedditional interest expense during the year efmgmber 31, 2013.
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In connection with Opexa’ February 2013 registered offering (See Note @Pgxa issued warrants to the investors to purchassggregate of 541,668 shares of common stock exercise price of $3.00 per share, subje
certain limitations and adjustments. These warraat® a term of four years and were immediatelyasable.

At December 31, 2013, the aggregate intrinsic vafutbe outstanding options and warrants was $49a8f $255,750, respectively. At December 31, 2@ielaggregate intrinsic value of the outstandiptions and warrants w
$0 and $0 respectively.

Summary information regarding options and warrémtshe years ended December 31, 2013 and 201ds&mlows:

Weighted Average

Weighted Average

Exercise Exercise
Options Price Warrants Price
Outstanding at December 31, 2C 824,62( $ 5.54 3,579,08 $ 5.64
Year ended December 31, 20
Granted 427,07: 1.9¢ 972,91¢ 2.21
Exercisec — — — —
Forfeited and canceled (89,249 4.58 (1,482,89) 6.54
Outstanding at December 31, 2( 1,162,44  $ 4.3C 3,069,11.  $ 4.1z
Granted 1,403,441 1.7¢ — —
Exercisec — — — —
Forfeited and canceled (142,630 2.9¢8 (22,31%) 10.0¢
Outstanding at December 31, 2014 2,423,25. $ 2.92 3,046,80 $ 4.0€
Summary of options outstanding and exercisabld Beoember 31, 2014 is as follows:
Weighted Average
Range of Exercise Remaining Contractual Number of Options Number of Options
Prices Life (years) Outstanding Exercisable
$0.86t0 $4.9 7.70 2,241,80: 725,52
5.00t0 9.9 0.30 136,57! 136,57!
10.00 to 39.2 0.03 44,87( 44,87(
$0.86t0 $39.2 8.04 2,423,25: 906,96¢
Summary of warrants outstanding and exercisabté Becember 31, 2014 is as follows:
Weighted Average
Range of Exercise Remaining Contractual Number of Warrants Number of Warrants
Prices Life (years) Outstanding Exercisable
$121t0$4.9 2.02 2,409,03: 2,409,03:
5.00to 10.4 0.19 637,76¢ 637,76¢
$121t0%$10.4 2.21 3,046,380 3,046,380

NOTE 14—LICENSES AND GAIN ON EXTINGUISHMENT OF LIAB ILITY
Stem Cell Technology Agreeme

In August 2009, Opexa entered into an exclusiveement with Novartis for the further developmenit®tem cell technology. This technology, whiaslyenerated preliminary data, was in early prieglidevelopment. Und
the terms of the agreement, Novartis acquired titi@ ell technology from Opexa and Novartis hadiiesponsibility for funding and carrying out afisearch, development and commercialization a&#/itDpexa received an upfr
cash payment of $3 million at the time the agredmes entered into and subsequently received $0li6mas a technology transfer milestone fee.
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In November 2011, Opexa re-acquired the stem ss#ta from Novartis in consideration for releadifuyartis with respect to any further payment oliligas owed to Opexa by Novartis In connection wiité reacquisition of th
stem cell assets, a related license agreementtiéttuniversity of Chicago was eessigned to Opexa. Opexa and the University of &juicentered into a Fourth Amended and RestatechdécAgreement in connection with s

assignment to Opexa.

On August 12, 2014, we provided notice to the Ursitg of Chicago of our election to discontinuethar prosecution of certain patents relating topteprietary adult stem cell technology that wetised from the University
Chicago pursuant to the Fourth Amended and Restatetise Agreement dated November 2, 2011. Purdoathie termination notice, we exercised our cantra option to return the licensed patent righaskbto the University
Chicago and terminate the Fourth Amended and Rektatense Agreement effective November 10, 201atordance with the terms thereof.
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EXHIBIT INDEX

Exhibit No. Description

31 Restated Certificate of Formation of Opexa Theréipsuinc. (incorporated by reference to Exhibit & the Compar's Current Report on Forn-K filed on July 26, 2012)

3.2 Certificate of Designation of Preferenceigh® and Limitations of Series A Convertible Predel Stock of Opexa Therapeutics, Inc. (incorpatdmg reference to Exhibit 4.2 to the Company’s €ntiReport
on Form &K filed on July 26, 2012,

33 2(?)elgi)ficate of Amendment of the Restatedifieate of Formation of Opexa Therapeutics, Inac¢rporated by reference to Exhibit 3.1 to the @any’s Current Report on Form 8-K filed on Decembér

34 Amended and Restated -laws, as amended (incorporated by reference tobixhB to the Compar's Annual Report on form -K filed on March 8, 2011,

4.1 Form of Common Stock Certificate (incorporated éference to Exhibit 4.7 to the Comp’s Registration Statement on Fori-3 filed on November 13, 2009, File No. -163108).

4.2 Form of Securities Purchase Agreement dated agoéiber 9, 2009 by and between Opexa Therapelmticgnd each investor signatory thereto for Uffiering of Common Stock and Series A Warre
(incorporated by reference to Exhibit 10.1 to them@any’s Current Report on Forn-K filed December 10, 2009

43 Form of Common Stock Purchase Warrant for Seriggakrants (incorporated by reference to Exhibitté.the Compar’s Current Report on Forn-K filed December 10, 2009

4.4 Form of Series H Warrant issued on February 111 ZBttorporated by reference to Exhibit 4.1 of @@mpan’s Current Report on Forn-K filed February 8, 2011

45 Form of Series | Warrant issued on July 25, 20@@djiporated by reference to Exhibit 4.1 to the Cany's Current Report on Forn-K filed on July 26, 2012)

4.6 Form of Series J Warrant issued on January 23, @é8rporated by reference to Exhibit 4.1 to therany's Current Report on Forn-K filed on January 23, 2012

4.7 Form of Series K Warrant issued on January 30, Z@t8rporated by reference to Exhibit 4.1 to therpany's Current Report on Forn-K filed on January 30, 2012

4.8 Form of Series L Warrant issued on February 113Z0tcorporated by reference to Exhibit 4.1 to@wmpan’s Current Report on Forn-K filed on February 7, 2013

4.9 Form of Securities Purchase Agreement, dadesf February 7, 2013, by and between Opexa phetigs, Inc. and each investor signatory therietn(porated by reference to Exhibit 10.1 to thenpany’s

Current Report on Form-K filed on February 7, 2013




Exhibit No.

Description

10.1+

10.2+

10.3+

10.4+

10.5+

10.6+
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10.14
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10.16#

Opexa Therapeutics, Inc. June 2004 Compensatock Stption Plan (incorporated by reference to Extbio the Compar’s Definitive Information Statement on Schedule fif&2l on June 29, 2004, Fi
No. 00(-25513).

Certificate of Amendments to the Opexa Therapeuliies June 2004 Compensatory Stock Option Plasofporated by reference to Exhibit 10.15 of the @any's Annual Report on Form -K filed March
5, 2010).

Opexa Therapeutics, Inc. 2010 Stock Incentive Rlaramended and restated (incorporated by refeteriexhibit 10.1 to the Compa’s Current Report on Forn-K filed on November 12, 2013

Form of award agreement for awards to be made uhdeédpexa Therapeutics, Inc. 2010 Stock IncerRiae (incorporated by reference to Exhibit 10.thef Compan’s Quarterly Report on Form -Q filed
August 14, 2014)

Employment Agreement dated June 16, 2008 by aneleet Opexa Therapeutics, Inc. and Neil K. Warmeofiporated by reference to Exhibit 10.1 to the Cany's Current Report on Forn-K filed on
June 18, 2008

Amended and Restated Employment Agreement entetean April 21, 2010 by and between Opexa Theraggunc. and Donna R. Rill (incorporated by refeze to Exhibit 10.1 of the Comp¢'s Curren:
Report on Form-K filed April 27, 2010).

Offer Letter, effective March 29, 2013, by and begw Opexa Therapeutics, Inc. and Karthik Radhahaistfincorporated by reference to Exhibit 10.1he€ompan’s Current Report on Forn-K filed on
April 1, 2013).

License Agreement dated September 5, 2001 by amgbe Opexa Therapeutics, Inc. and Baylor Colldgdexlicine (incorporated by reference to ExhibitI®to the Compar's Annual Report on Form -
KSB filed April 15, 2005, File No. 0(-25513).

Lease dated August 19, 2005 by and between Opexaféutics, Inc. and Dirk D. Laukien (incorporalgd-eference to Exhibit 10.13 to the Comp’s Annual Report on Form -KSB filed March 31, 200€
File No. 00(-25513).

License Agreement dated January 13, 20@ht between Opexa Therapeutics, Inc. and Shahgtaute for Biological Services (incorporated f@ference to Exhibit 10.23 to the Company’s Regiiin
Statement on Form -2 (Amendment No. 1) filed February 9, 2006, File R8:-126687).

Sales Agreement, dated September 6, 9lahd between Opexa Therapeutics, Inc. and BriRsdrick Securities Corporation (incorporated Hgmence to Exhibit 10.1 to the Company’s Currenpéteon
Form &K filed on September 7, 201z

First Amendment to Sales Agreement, dstiath 5, 2014, by and among Opexa Therapeutics, Meyers Associates, L.P. (doing business as Bniffatrick, a division of Meyers Associates, Lahjl
Brinson Patrick Securities Corporation (incorpodady reference to Exhibit 10.1 to the Comg’s Current Report on Forn-K filed March 5, 2014)

$15.0 million Purchase Agreement, dateaf &ovember 2, 2012, by and between Opexa Thetigeinc. and Lincoln Park Capital Fund, LLC (inporated by reference to Exhibit 10.1 to the Corgfman
Current Report on Form-K filed on November 5, 2012

$1.5 million Purchase Agreement, datedf &ovember 5, 2012, by and between Opexa Theraselnc. and Lincoln Park Capital Fund, LLC (inporated by reference to Exhibit 10.2 to the Com{mny
Current Report on Form-K filed on November 5, 2012

Registration Rights Agreement, dated aéovember 2, 2012, by and between Opexa Therapgelric. and Lincoln Park Capital Fund, LLC (incorpted by reference to Exhibit 10.3 to the Company’s
Current Report on Form-K filed November 5, 2012

Option and License Agreement, dated Reprdy, 2013, by and between Ares Trading SA, a lylmtned subsidiary of Merck Serono S.A., and OpExarapeutics, Inc. (incorporated by referencexioitfit
10.1 to the Compar's Current Report on Forn-K filed on February 5, 2013
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Description

211

23.1*

31.1*

31.2*

32.1*

32.2%

101*

* Filed herewitt

List of Subsidiaries (incorporated by referenc&xibit 21.1 to the Compa’s Annual Report on Form -K filed on March 29, 2013

Consent of Independent Registered Public Accourfing MaloneBailey, LLP, dated February 20, 2018h® incorporation by reference of their reporedatebruary 20, 2015 in the Comp'’s Registratior
Statements on Forn-1, &-3 and 8.

Certification of Chief Executive Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002
Certification of Chief Financial Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002
Certification of Chief Executive Officer pursuant$ection 906 of the Sarba-Oxley Act of 2002
Certification of Chief Financial Officer pursuant$ection 906 of the Sarba-Oxley Act of 2002
Financial statements from the Annual Reparform 10-K of the Company as of and for thequeeinded December 31, 2014, formatted in Exten8b&ness Reporting Language (XBRL): (i) Consokdat

Balance Sheets; (ii) Consolidated Statements of@ipas; (iii) Consolidated Statements of ChangeStockholders’ Equity; (iv) Consolidated StatensenftCash Flows; and (v) Notes to Consolidated
Financial Statement

+ Management contract or compensatory plan or arraage
# Confidential treatment was granted with respecettain portions of this exhibit. Omitted portidmsve been filed separately with the SecuritiesExchange Commissio

3



Exhibit 23.1

CONSENT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

We consent to the incorporation by reference iniRegion Statements on Form S-1 (File No. 333-211@nd 333-185738), Form S-3 (File No. 333-191833-185003 and 333-185001) and Form S-8 (File 188:32215, 3337693
and 333-139196) of our report dated February 20524th respect to the audited consolidated fin@rstiatements of Opexa Therapeutics, Inc. as oé@ber 31, 2014 and 3013 and for the years therdende

We also consent to the references to us underethaimg “Experts” in such Registration Statements.

Is/ MaloneBailey, LLF
www.malonebailey.com
Houston, Texas
February 20, 2015



Exhibit 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

1, 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 omittie a material fact necessary to make the staisnmade, in light of the circumstances under iiech statements wi
made, not misleading with respect to the perioceoed by this repor

3. Based on my knowledge, the financial statements,adhner financial information included in this repdairly present in all material respects theafigial condition, results of operations and castv$l of the registrant as of, ¢
for, the periods presented in this rep

4. The registrar's other certifying officer(s) and | are responsifie establishing and maintaining disclosure cdstand procedures (as defined in Exchange Act RlBe-15(e) and 15-15(e)) and internal control over finant
reporting (as defined in Exchange Act Rules-15(f) and 15-15(f)) for the registrant and hav

a. Designed such disclosure controls and proceduresused such disclosure controls and proceduries ttesigned under our supervision, to ensurenthgrial information relating to the registranglirding its consolidate
subsidiaries, is made known to us by others withase entities, particularly during the period ihigh this report is being prepare

b. Designed such internal control over financial réipgr or caused such internal control over finahoiporting to be designed under our supervisionprovide reasonable assurance regarding the ifigjiadf financial
reporting and the preparation of financial statetsiéor external purposes in accordance with gelyeaatepted accounting principle

c. Evaluated the effectiveness of the regis’s disclosure controls and procedures and preséntbi report our conclusions about the effectasmof the disclosure controls and proceduresf the @nd of the period covel
by this report based on such evaluation;

d. Disclosed in this report any change in the regit's internal control over financial reporting thatoaed during the registre’s fourth fiscal quarter that has materially affeicter is reasonably likely to materially affecte
registran’s internal control over financial reporting; &

5. The registrar's other certifying officer(s) and | have discloskdsed on our most recent evaluation of internafrobover financial reporting, to the registr's auditors and the audit committee of the regit's board of directo
(or persons performing the equivalent functiol

a. All significant deficiencies and material weaknessethe design or operation of internal contraiofinancial reporting which are reasonably likelyadversely affect the registr’s ability to record, process, summarize
report financial information; ar

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

Date:  February 20, 201 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

1, Karthik Radhakrishnan, 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 omittie a material fact necessary to make the staisnmade, in light of the circumstances under iiech statements wi
made, not misleading with respect to the perioceoed by this repor

3. Based on my knowledge, the financial statements,adhner financial information included in this repdairly present in all material respects theafigial condition, results of operations and castv$l of the registrant as of, ¢
for, the periods presented in this rep

4. The registrar's other certifying officer(s) and | are responsifie establishing and maintaining disclosure cdstand procedures (as defined in Exchange Act RlBe-15(e) and 15-15(e)) and internal control over finant
reporting (as defined in Exchange Act Rules-15(f) and 15-15(f)) for the registrant and hav

a. Designed such disclosure controls and proceduresused such disclosure controls and proceduries ttesigned under our supervision, to ensurenthgrial information relating to the registranglirding its consolidate
subsidiaries, is made known to us by others withase entities, particularly during the period ihigh this report is being prepare

b. Designed such internal control over financial réipgr or caused such internal control over finahoiporting to be designed under our supervisionprovide reasonable assurance regarding the ifigjiadf financial
reporting and the preparation of financial statetsiéor external purposes in accordance with gelyeaatepted accounting principle

c. Evaluated the effectiveness of the regis’s disclosure controls and procedures and preséntbi report our conclusions about the effectasmof the disclosure controls and proceduresf the @nd of the period covel
by this report based on such evaluation;

d. Disclosed in this report any change in the regit's internal control over financial reporting thatoaed during the registre’s fourth fiscal quarter that has materially affeicter is reasonably likely to materially affecte
registran’s internal control over financial reporting; &

5. The registrar's other certifying officer(s) and | have discloskdsed on our most recent evaluation of internafrobover financial reporting, to the registr's auditors and the audit committee of the regit's board of directo
(or persons performing the equivalent functiol

a. All significant deficiencies and material weaknessethe design or operation of internal contraiofinancial reporting which are reasonably likelyadversely affect the registr’s ability to record, process, summarize
report financial information; ar

b. Any fraud, whether or not material, that involveamagement or other employees who have a significéain the registra’s internal control over financial reportir
Date:  February 20, 2015 By: /s/ Karthik Radhakrishne

Karthik Radhakrishna
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 Tlpexgtics, Inc. (the “Company”) on Form 10-K for theriod ending December 31, 2014 (the “Repoe?)filed with the Securities and Exchange Commissinthe date hereof
Neil K. Warma, President and Chief Executive Offioethe Company, certify, pursuant to 18 U.S.C3%1, as adopted pursuant to §906 of the Sar-Oxley Act of 2002, to the best of my knowledgeatth

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

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

Date:  February 20, 201 By: /s/ Neil K. Warme

Neil K. Warma
President and Chief Executive Offic
(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 Tlpexgtics, Inc. (the “Company”) on Form 10-K for theriod ending December 31, 2014 (the “Repoe?)filed with the Securities and Exchange Commissinthe date hereof
Karthik Radhakrishnan, Chief Financial Officer bétCompany, certify, pursuant to 18 U.S.C. §135@&dopted pursuant to §906 of the Sarbanes-OxIepfA2002, to the best of my knowledge, that:

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

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

Date:  February 20, 201 By: /s/ Karthik Radhakrishne
Karthik Radhakrishna
Chief Financial Office
(Principal Financial and Accounting Office




