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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-K

CURRENT REPORT
Pursuant to Section 13 or 15(d) of the Securitiesdéhange Act of 1934

Date of report (Date of earliest event report€htober 23, 2008

Opexa Therapeutics, Inc.

(Exact Name of Registrant as Specified in Its Girart

Texas
(State or Other Jurisdiction of Incorporation)

001-33004 76-0333165
(Commission File Number) (I.R.S. Employer Identification No.)
2635 N. Crescent Ridge Drive
The Woodlands, Texas 77381
(Address of Principal Executive Office) (Zip Code)

Registrant’s telephone number, including area c(it) 272-9331

Check the appropriate box below if the Form 8-kflis intended to simultaneously satisfy the §liobligations of the registrant under any of
the following provisions (see General Instructior2 Aelow) :

0 Written communications pursuant to Rule 425 uriderSecurities Act (17 CFR 230.425)
[ Soliciting material pursuant to Rule 14a-12 urttier Exchange Act (17 CFR 240.14a-12)
[ Pre-commencement communications pursuant to Rlde?{b) under the Exchange Act (17 CFR 240.14d)2(b)

[ Pre-commencement communications pursuant to Raded{c) under the Exchange Act (17 CFR 240.13e+-4(c)




Item 2.02. Results of Operations and Financigondition.

On October 23, 2008 the Company filed its QuartBdyport on Form 10-Q for the quarter ended SepteBte2008. On October 23, 2008, the
Company announced its results of operations ireagrelease. A copy of the press release annouthamgsults is filed as Exhibit 99.1 to this
Form 8-K and is incorporated herein by reference.

Iltem 8.01. Other Event.

On October 23, 2008, the Company announced additfmsitive data from the company’s Phase IIb TERM@&cal trial (Tovaxin® for Early
Relapsing Multiple Sclerosis). A copy of the presigase is attached as Exhibit 99.2.

Item 9.01. Financial Statements and Exhibits.

() Exhibit 99.1
Exhibit 99.2

The following exhibit is to be filed as part of $r8-K:

Exhibit No. Description
99.1 Press release issued October 23, 2008
99.2 Press release issued October 23, 2008

SIGNATURES

Pursuant to the requirements of the Securities &xga Act of 1934, the registrant has duly causisdéport to be signed on its behalf by the
undersigned hereunto duly authorized.

OPEXA THERAPEUTICS, INC.
By: /s/ Lynne Hohlfeld

Lynne Hohlfeld
Chief Financial Officer

DATE: October 23, 2008




EXHIBIT INDEX

Exhibit No. Description
99.1 Press release issued October 23, 2008

99.2 Press release issued October 23, 2008



Exhibit 99.1

Opexa Therapeutics Reports Third Quarter 2008 Finaoial Results

THE WOODLANDS, Texas--(BUSINESS WIRE)--October 2808--Opexa Therapeutics, Inc. (NASDAQ:OPXA), a pamy dedicated to
the development of patient-specific cellular théeagor the treatment of autoimmune diseases ssichuétiple sclerosis (MS) and diabetes,
today reported financial results for the quartetezhSeptember 30, 2008, and provided an updats oecent accomplishments.

Recent Highlights:

-- Completed first-in-class Phase llb TERMS (TovéR) for Early Relapsing Multiple Sclerosis) clinlcstudy evaluating Tovaxin, a novel patient-sgec¢iieatment for MS.
Top-line findings, which were reported in Septemd@08 at the World Congress on Treatment and RelséaiMultiple Sclerosis include:

-- Annualized relapse rate (ARR) of 0.214 for patisetreated with Tovaxin, which compares favorablshe lowest ARRs reported in studies of any M&dpy on the
market or in development.

-- Excellent safety with no serious adverse evattttbuted to Tovaxin.
-- Additional data analysis, which focused on pasewith the most active disease (prospectivelyngef ARR>1 population) provided the following fimdjs:

-- Tovaxin-treated patients experienced a stasijicignificant improvement in disability as meeeth by the Expanded Disability Status Scale (ED®SP.045) as
compared to placebo.

-- Tovaxin-treated patients experienced an imprey@nm brain atrophy and in the number of Gadotimienhanced (Gd) lesions as well as in T-2 lesidoraes, as
compared to patients receiving placebo.

-- Tovaxin-treated patients had less T-cell redtgtiand experienced fewer relapses as comparedtients on placebo suggesting that Tovaxin may tahe risk of relapse
for patients in this population.

-- Completed enroliment of one-year open labelesitn study of Tovaxin. Approximately 90 percenpatients in the Phase Ilb TERMS study electedartigipate.

-- Completed a private placement financing withsgrproceeds of approximately $3 million.




“Opexa’s Phase lIb TERMS study provided importaatiadvhich highlighted Tovaxin’s potential therapetienefit to those patients suffering
with more active disease and most in need of treatfhcommented Neil K. Warma, president and chiefcutive officer of Opexa. “Earlier
today, we were pleased to report Tovaxin's positesilts with the prospectively defined ARR>1 papiain as evidenced by a statistically
significant reduction in disability, improvementéhwrespect to brain atrophy and lesions, and goitant reduction in T-cell reactivity.
Previously, we reported that Tovaxin demonstratestlaction in ARR to levels on par with the mogioafcious currently available MS
treatments, as well as an impressive safety aedatolity profile. We are aggressively pursuing timgoing interest of potential strategic
partners to further advance this innovative therapy

Third Quarter Financial Results
Opexa recorded no revenues for the three monthedeBdptember 30, 2008 or in the comparable priarperiod.

Research and development expenses were approxriatdl million for the three months ended Septen33e2008, compared to
approximately $3.2 million for the three months etdi&Geptember 30, 2007. The decrease in expensqmiwasily due to a wind down of cos
of conducting the Phase IIb clinical trial for Touarecorded in 2008 offset in part by costs asged with enrollment of the one-year Phase
IIb extension study of Tovaxin.

General and administrative expenses were approgiyn®0.7 million for the three months ended Septend®, 2008, as compared to
approximately $0.8 million for the three months eti&eptember 30, 2007. The decrease in expengemarily due to a decrease in stock
compensation expense in the current period.

Opexa reported a net loss for the three monthsce8dptember 30, 2008, of approximately $3.1 mijlien$0.28 per share, compared with a
net loss of approximately $2.4 million, or $0.35 pbare, for the three months ended September08G.. 2

The company had cash and cash equivalents of appately $4.0 million as of September 30, 2008, carad with approximately $2.6 millic
as of December 31, 2007.

Year-to-Date Financial Results
Opexa reported no revenues in the nine months eddptember 30, 2008, or in the comparable prior-gedod.

Research and development expenses were approxiratél million for the nine months ended Septen@ir2008, compared to
approximately $10.1 million for the nine months ed&eptember 30, 2007. The decrease in expensexiweasily due to a decrease in
activities related to the Phase IIb clinical tfiad Tovaxin in 2008 as compared to 2007 and a réalu@n stock compensation expense recorded
in 2008.

General and administrative expenses were approgiyn®2.7 million for the nine months ended Septendfe 2008, as compared to
approximately $2.6 million for the nine months eti@eptember 30, 2007. The increase in expenseirianly due to an increase in stock
compensation expense during the current period.




Opexa reported a net loss for the nine months eBdptember 30, 2008, of approximately $9.9 milli@n$0.99 per share, compared with a
loss of approximately $10.8 million, or $1.62 pkare, for the nine months ended September 30, 2007.

Conference Call Information

Opexa will host a conference call on Thursday, Get®3, 2008, at 8:30 a.m. Eastern Time to disthessompany'’s third quarter results and
recent clinical developments.

The conference call can be accessed by dialing) (®@-1092 from the U.S. and (651) 291-0618 intéonally. Additionally a live webcast of
the call will be available on Opexa’s web site atwvopexatherapeutics.conThe webcast will be archived until November 2202

Additionally, a replay of the conference call canazcessed until October 30, 2008, at 11:59 pyrdjdling (800) 475-6701 from the U.S. and
(320) 365-3844 internationally, and entering thiéofeing access code: 965022.

About Opexa Therapeutics

Opexa Therapeutics is a biotechnology company déslicto the development of patient-specific cetltharapies for the treatment of
autoimmune diseases. The company’s leading therapieently in development have the potential tdrasls significant unmet medical needs
in several large patient populations including mpldt sclerosis (MS) and diabetes. The companyt peaduct is Tovaxin, a T-cell therapy for
MS which recently completed a Phase llb trial. €hepany also holds an exclusive worldwide licerseafiult multi-potent stem cells derived
from mononuclear cells of peripheral blood. Thehteslogy provides means to differentiate these stelfs into other tissue types such as
pancreatic islets. By using an individual’s ownigethis approach may minimize threat of treatnrejection. This technology serves as the
basis for Opexa’s preclinical diabetes programcivlis focused on the generation of insulin-secgepiancreatic-like cells. For more
information visit the Opexa Therapeutics websitenatv.opexatherapeutics.com

Cautionary Statement Relating to Forward -Looking Information for the Purpose of "Safe Harbor" Provisions of the Private Securities
Litigation Reform Act of 1995

This press release contains forward-looking stat@sevhich are made pursuant to the safe harbor igions of Section 27A of the Securities
Act of 1933, as amended, and Section 21E of theriBes Exchange Act of 1934, as amended. The fak-looking statements in this release
do not constitute guarantees of future performairceestors are cautioned that statements in thesprrelease which are not strictly historical
statements, including, without limitation, statetsargarding current or future financial performanand position, management's strategy,
plans and objectives for future operations, pland abjectives for product development, plans arjdatives for present and future clinic

trials and results of such trials, plans and obiees for regulatory approval, litigation, intellagl property, product development,
manufacturing plans and performance, constitutevéod-looking statements. Such forward-looking stegets are subject to a number of risks
and uncertainties that could cause actual resutdiffer materially from those anticipated, incladi without limitation, risks associated with:
the success of collaborative relationships, outigbio compete with larger, better financed phaoeatical and biotechnology companies, new
approaches to the treatment of our targeted disgamer expectation of incurring continued lossas, uncertainty of developing a marketable
product, our ability to raise additional capital tmntinue our treatment development programs, titeesss of our clinical trials, our ability 1
develop and commercialize products, our abilitpldain required regulatory approvals, our compli@nwith all Food and Drug

Administration regulations, our ability to obtaimaintain and protect intellectual property rights our products, the risk of litigatio

regarding our intellectual property rights, our litad manufacturing capabilities, our dependencetord-party manufacturers and value
added resellers, our ability to hire and retainlkd personnel, our volatile stock price, and othisks detailed in our filings with the Securities
and Exchange Commission. We assume no obligatiopdate any forward-looking information containedhis press release or with respect
to the announcements described herein.




Statements of Expenses Data:

Research & development
General and Administrative
Depreciation

Loss on disposal of assets

Operating loss

Interest Income
Other income and expense, net
Interest expense

Net loss

Basic and diluted loss per share

Weighted average shares outstanding

Selected Balance Sheet Data:

Cash and cash equivalents
Other current assets

Fixed assets (net)

Total assets

Total current liabilities
Total long term liabilities
Total stockholders’ equity

CONTACT:

Opexa Therapeutics, Inc.

Lynne Hohlfeld, 281-719-3421
Ihohlfeld@opexatherapeutics.com

or

Vida Communication

Stephanie Diaz, 415-675-7400 (Investors)
sdiaz@vidacommunication.com

Tim Brons, 415-675-7400 (Media)
tbrons@vidacommunication.com

Financial Highlights

(Unaudited)

OPEXA THERAPEUTICS, INC.
(a development stage company)

Three Months Ended

Nine Months Ended

September 30, September 30,
2008 2007 2008 2007

2,429,25! $ 3,189,25I 7,134,78! $ 10,148,93

660,81 842,07¢ 2,668,51. 2,557,60!

58,82¢ 50,44¢ 175,89t 149,37:

— — 11€ 4,034

(3,148,89i) (4,081,78) (9,979,309 (12,859,94)

23,68! 102,29: 92,88t 423,08t

— 1,612,441 34,90: 1,612,441

(4,55%) (4,73)) (15,579 (10,879

(3,129,771 $ (2,371,78) (9,867,09) $ (10,835,29)

(0.2¢) $ (0.39) 099 s (1.62)

11,370,52 6,696,78 9,977,83: 6,696,78

September 30, December 31,
2008 2007

4,044,08: $ 2,645,48.
180,24¢( 355,26¢
1,225,90! 1,370,64
5,450,22' 4,371,39!
2,068,71. 2,075,35:
116,13: 162,45¢
3,265,38 2,133,58!



Exhibit 99.2

Opexa Provides Additional Promising Data IncludingStatistically Significant Reduction in Disability With
Tovaxin ® for the Treatment of Multiple Sclerosis

Tovaxin Also Demonstrates Reduction in Relapse Risk and Myelin T-cell Reactivity in Patients With More Active
Disease

THE WOODLANDS, Texas--(BUSINESS WIRE)--October 2808--Opexa Therapeutics, Inc. (NASDAQ:OPXA), a pamy dedicated to

the development of patient-specific cellular thézagor the treatment of autoimmune diseases ssichudtiple sclerosis (MS) and diabetes,
today announced additional positive data from thragany’s Phase llb TERMS clinical trial (Tovasror Early Relapsing Multiple

Sclerosis). The latest analysis focused on a potisigegroup of patients (n=50) with an annualizeldpse rate (ARR) of greater than 1 at study
entry which is comparable to ARR baselines of pasién previous Tovaxin studies. These findings destrate a statistically significant
improvement in disability as measured by the Expdridisability Status Scale (EDSS) (p=0.045) foiguas treated with Tovaxin as compa
to those receiving placebo. In this group, 28.eet of patients treated with Tovaxin showed anrowement in EDSS as compared to only
percent in the placebo group. Additionally, ther@svan 88 percent reduction in the level of braiopdty and a more than 20 percent reduction
in the number of gadolinium (Gd) lesions progregdémblack holes in the Tovaxin group, which maggest a beneficial neuroprotective
effect. Overall, the analysis shows that patiergated with Tovaxin demonstrated a benefit acrbsdimical and magnetic resonance imaging
(MRI) endpoints (primary, secondary and tertiary}his patient population. Immunology data alsoesgpp to support Tovaxin’s mechanism of
action, indicating that patients with less myeluedll reactivity have a lower risk of relapse. Adafilal quality of life measurements, such as
Timed 25 foot Walk, also showed a benefit for Tameover placebo (0.14 vs. -0.02, as measured lpentive Z scores).

The data shows that these patients when treat&édlwitaxin demonstrate an ARR of 0.28 which represarb5 percent reduction compared to
those patients on placebo. This relapse rate fmomvith the lowest relapse rates observed withectlly available MS treatments which range
from 0.2 to 0.9. Study findings also show Tovaxasgesses an impressive safety and tolerabilitylpr&pexa expects to conduct a Phase Il
close-out meeting with the United States Food andyiAdministration during the first half of 2009 discuss next steps for the further clinical
development of Tovaxin. Opexa is actively engagediscussions with potential strategic partnerdtierTovaxin program.

The TERMS study provided Opexa the opportunityremte a comprehensive database of clinical immgyodmd epitope data in MS patients
that may significantly advance the understandirdytaeatment of the disease. This type of informratsoparticularly important for Opexa as
Tovaxin’s dual mechanism of action involves theldgpn of myelin-reactive T-cells in the periphebddod and the regulation of anti-
inflammatory T-cells to rebalance an MS patientisriune system. Previous studies show that if thdimpeptide reactivity in a patient’s
peripheral blood is reduced, the clinical sympt@ssociated with MS will also be reduced. The ihaigalysis of the study’s immunology and
epitope database has shown that patients treatedrawaxin appeared to have less myelin-peptidetingty over the course of the study than
those on placebo. This was measured using Operapsiptary Epitope Analysis Assay (EAA) which assabreactivity across all three key
myelin proteins at several time points throughbiet$2-week study. Additionally, over the full coaisf treatment, more patients on Tovaxin
remained in the lower quartile of peptide reacyiyi6 percent) than those on placebo (39 percé&hi3. epitope data appears to correlate with
the study’s MRI and clinical endpoints which, amartger findings, showed that following the full cea of treatment (weeks 28-52), the ARR
in the Tovaxin group dropped to 0.065 (0.749 farcebo).




The pattern emerging from the analysis of the imohogy and epitope database suggests that thosnsaéixhibiting a higher T-cell reactivity
often demonstrated a worsening of at least one didpoint (Gd lesion, Gd volume, new T2 count oigpession to black holes) and one
clinical endpoint (either relapse or EDSS). Thevasee also appears true with less T-cell reactivitylying less or no worsening of certain
MRI and clinical endpoints.

Additionally, the immunology data shows that redtfito all three of the key myelin proteins (MOBL.P and MBP) was broadly present in
study patients, which may be an important findiogthe future treatment of MS. Opexa is also agsgsshich specific peptides from each of
the proteins may provide the most relevant tarfyetthe company to enhance its manufacturing poeesl further strengthen its intellectual
property portfolio.

“Tovaxin seems to be demonstrating a benefit tedtpatients as indicated by immunology, MRI andicdil parameters,” stated Dr. Clyde
Markowitz, associate professor of neurology andaar of the MS center at the University of Penmagia School of Medicine. “This is
interesting data and additional trials are cerjaimdrranted to further explore the potential o§thovel treatment.”

Previously reported top-line results from the TERM&dy demonstrated that Tovaxin was safe andteleflated with no serious adverse
events related to treatment. The most common aew@nt related to Tovaxin was mild injection séaction. Continued analysis of safety
tolerability data has confirmed these top-line hsswith no serious adverse events observed inTawaxin-treated patients during the entire
study.

“This landmark first-in-class study has yielded negsive results for Tovaxin in MS patients withthidjsease burden, including a marked
reduction in disability, relapse risk and levelsTetell reactivity. These findings are very encaing and we are eager to continue the clinical
development of this novel therapeutic,” commented K. Warma, president and chief executive offioeOpexa Therapeutics. “There
remains a tremendous unmet medical need for M@mtatiand we believe a safe and effective patigetiic treatment may generate
considerable interest among regulatory authoripatients, physicians and potential strategic gastrWith this in mind, we remain committed
to aggressively pursuing our two primary objectiwée continued development of Tovaxin towardsvaiail Phase 11l trial and a high-value
partnership for the Tovaxin program. With the MSrke& exceeding $6 billion and growing, we believavaxin is very competitively
positioned from a safety, efficacy and patient ctiameze perspective.”

About Tovaxin

Tovaxin is an individualized T-cell therapeutic eae that consists of attenuated patient-specifielm-reactive T-cells (MRTCs) against
peptides of proteins from Myelin basic protein (MBWMyelin oligodendrocyte glycoprotein (MOG) andoRxolipid protein (PLP) or
combinations thereof. Tovaxin’s dual mechanismatiom combats the demyelination of the nerve fibierthe central nervous system, the
underlying cause of MS. Clinical results have desti@ted that Tovaxin produces the following thetajoeeffects:

e Anti-idiotypic effect — Induces an immune respotisgt depletes and regulates the circulating patfiogayelin-reactive T-cells that
attack the myelin sheath of nerve fibers.

e Anti-ergotypic effect — Rebalances the overall inmagystem by causing a shift from pathogenic inffextory T-cells to anti-
inflammatory T-cells.

Tovaxin is manufactured in Opexa’s in-house cGM#lifg.




About the TERMS Study

The TERMS study was a Phase Ilb multi-center, rarided, double blind, placebo-controlled trial inDl@atients with Relapsing-Remitting
Multiple Sclerosis or high risk Clinically Isolatetlyndrome (CIS). The study involved 2:1 randomaatiith 100 patients receiving Tovaxin
and 50 receiving placebo. According to the studytqmol, patients received a total of five subcutargeinjections at weeks 0, 4, 8, 12 and 24.
The primary efficacy endpoint of the TERMS trialsshe cumulative number of gadolinium-enhancedbiesions (CELS) using MRI scans
summed over weeks 28, 36, 44 and 52. The triatersgary efficacy endpoints included annualizedp®tarate (ARR), new CELs at weeks 28
through 52 and T2-weighted lesion volume compaodubseline.

Conference Call Information

Opexa will host a conference call on Thursday, Get®3, 2008, at 8:30 a.m. Eastern Time to disthissadditional data from the TERMS
study as well as the company’s third quarter result

The conference call can be accessed by dialing) (®@-1092 from the U.S. and (651) 291-0618 intéonally. Additionally a live webcast of
the call will be available on Opexa’s web site atwvopexatherapeutics.conThe webcast will be archived until November 2202

Additionally, a replay of the conference call canazcessed until October 30, 2008 at 11:59 p.ndjdling (800) 475-6701 from the U.S. and
(320) 365-3844 internationally, and entering thiéofeing access code: 965022.

About Opexa

Opexa Therapeutics develops and commercializeshagtpies to treat autoimmune diseases such dplagiclerosis, rheumatoid arthritis &
diabetes. The Company is focused on autologousglaetherapy applications of its proprietary T-calld stem cell therapies. The Company's
lead product is Tovaxin, a T-cell therapy for muiki sclerosis is in Phase IIb trials. The Companigd$ithe exclusive worldwide license for
adult multipotent stem cells derived from mononacieells of peripheral blood. The technology alldarge quantities of monocyte-derived
stem cells to be produced efficiently for use itoéagous therapy, thus circumventing the threatgdction. The Company is in preclinical
development for diabetes mellitus. For more infdioravisit the Opexa Therapeutics website at wwexatherapeutics.com

Cautionary Statement Relating to Forward -Looking Information for the Purpose of "Safe Harbor" Provisions of the Private Securities
Litigation Reform Act of 1995

This press release contains forward-looking stateievhich are made pursuant to the safe harborigions of Section 27A of the Securities
Act of 1933, as amended, and Section 21E of theriBes Exchange Act of 1934, as amended. The fak-looking statements in this release
do not constitute guarantees of future performatoesstors are cautioned that statements in théspirelease which are not strictly historical
statements, including, without limitation, statetsargarding current or future financial performanand position, management's strategy,
plans and objectives for future operations, pland abjectives for product development, plans arjdatives for present and future clinic

trials and results of such trials, plans and objees for regulatory approval, litigation, intellagdl property, product development,
manufacturing plans and performance, constitutevéod-looking statements. Such forward-looking stegets are subject to a number of risks
and uncertainties that could cause actual resutdiffer materially from those anticipated, incladi without limitation, risks associated with:
the success of collaborative relationships, outlipbio compete with larger, better financed phaceatical and biotechnology companies, new
approaches to the treatment of our targeted disgamer expectation of incurring continued lossas, uncertainty of developing a marketable
product, our ability to raise additional capital tmntinue our treatment development programs, ticeesss of our clinical trials, our ability 1
develop and commercialize products, our abilitpldain required regulatory approvals, our complianeith all Food and Drug

Administration regulations, our ability to obtaimaintain and protect intellectual property rights our products, the risk of litigatio

regarding our intellectual property rights, our litad manufacturing capabilities, our dependencetord-party manufacturers and value
added resellers, our ability to hire and retainlkd personnel, our volatile stock price, and othisks detailed in our filings with the Securities
and Exchange Commission. We assume no obligatiopdate any forward-looking information containedhis press release or with respect
to the announcements described herein.

CONTACT:

Opexa Therapeutics, Inc.

Lynne Hohlfeld, 281-719-3421
Ihohlfeld@opexatherapeutics.com

or

Vida Communication

Stephanie Diaz, 415-675-7400 (Investors)
sdiaz@vidacommunication.com

Tim Brons, 415-675-7400 (Media)
tbrons@vidacommunication.co




