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UNITED STATES
SECURITIESAND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-K

CURRENT REPORT

Pursuant to Section 13 or 15(d) of the
Securities Exchange Act of 1934

Date of Report (date of earliest event reported): June7, 2010

OPEXA THERAPEUTICS, INC.

(Exact name of registrant as specified in its @rart

Texas 001-33004 76-0333165
(State or other jurisdiction ¢ (Commission File Numbe (IRS Employer Identificatiol
incorporation) No.)
2635 N. Crescent Ridge Drive, The Woodlands, Texas 77381
(Address of principal executive office (Zip Code)

Registrant’s telephone number, including area cof®81) 272-9331
N/A
(Former name or former address, if changed sirstedgort)

Check the appropriate box below if the Form 8-kflis intended to simultaneously satisfy the §liobligation of the registrant under any of
the following provisions:

O Written communications pursuant to Rule 425 unHerSecurities Act (17 CFR 230.425)
O Soliciting material pursuant to Rule 14a-12 undher Exchange Act (17 CFR 240.14a-12)
O Pre-commencement communications pursuant to Rue2{l#) under the Exchange Act (17 CFR 240.14d-2(b))

O Pre-commencement communications pursuant to Rdet{d under the Exchange Act (17 CFR 240.13e-4(c))




Item 7.01. Regulation FD Disclosure.

On June 7, 2010, Opexa Therapeutics, Inc. (Berhpany ") posted a letter to shareholders on its corponagbsite to provide a
general update regarding its activities and pragréscopy of the letter to shareholders is furagsls Exhibit 99.1 to this Current Report on
Form 8-K and is incorporated herein by reference.

[tem 9.01.  Financial Statementsand Exhibits.

(d) Exhibits

Exhibit No. Description

99.1 Open Letter to Shareholders posted on the Con’s corporate website on June 7, 2C

The information in Item 7.01 of this Current RepontForm 8-K, including Exhibit 99.1, shall not deemed “filed”for the purposes of Secti
18 of the Securities Exchange Act of 1934 or otleevgubject to the liabilities under that Sectioor, be deemed to be incorporated by
reference into the filings of the registrant untder Securities Act of 1933.




SIGNATURES

Pursuant to the requirements of the Securities &xgé Act of 1934, the registrant has duly causisdréport to be signed on its behalf
by the undersigned, thereunto duly authorized.

Dated: June 7, 201 OPEXA THERAPEUTICS, INC
By: /s/ Neil K. Warme

Neil K. Warme
President & Chief Executive Offic




EXHIBIT INDEX

Exhibit No. Description

99.1 Open Letter to Shareholders posted on the Con’s corporate website on June 7, 2(



EXHIBIT 99.1

! OPEXA THERAPEUTI(

June 7, 2010
To Our Shareholders,

As we approach the mid-point of 2010, | wanted aketthe opportunity to provide an update on ouividies and progress beyond oL
quarterly filings and periodic press releases.rhetsay at the outset that the vision for Opexa isnthe same to bring to market what v
believe is one of the most promising treatmentsMaitiple Sclerosis (MS). We are driven by the head desires of MS patients, som
whom have participated in our clinical studies Tavaxin®, our lead therapy in development for MS. Their peedetories provide importe
motivation for us in many of our endeavors.

Although we completed our Phase 2b clinical stumlyTovaxin in September 2008, a great deal of timé effort has subsequently gone
understanding and analyzing the data from thatystadaluating the appropriate next clinical steps Tovaxin, and attempting to posit
ourselves to be able to execute on a defined plan.

In 2009 we focused on sustaining the Company thr@udifficult economic climate and evaluating tleenprehensive results from the Phas
TERMS trial. We had made the decision to reduceeoyployee headcount at the end of 2008 from apprabely 45 to 9 individuals in order
conserve cash and extend our operating runway. #lievie the outcome of a determined effort by thrasecgroup of individuals saw c¢
position and prospects improve substantially byethe of 2009.

In order to advance the Tovaxin program, two assete essential: (i) a stronger balance sheet,rtbwhich we have taken significant st
through the sale of our preclinical stem cell assetNovartis for an upfront payment of $3 millionAugust 2009 and the $5.1 million rai:
through a registered direct offering in Decembed@0and (i) a world class management team. Witipeet to the latter, in the past sev
months we hired a highly qualified Senior VP ofiial Development and Regulatory Affairs as wellaasexperienced VP of Scient
Development. The ability to recruit such strong axgerienced individuals is, we believe, a testan®the potential of the technology ar
recognition of the substantial unmet medical neei. Since the end of first quarter of this yeee, have been moving forward on a nun
of critical path activities, including refining outinical study options for Tovaxin, advancing @agulatory and manufacturing preparations
continuing to systematically execute on our objexgi Additionally, our diligence in the executiohaur patent strategy has resulted in
issuing of key patents and the overall strengthgeniithe Tovaxin intellectual property portfoliohigh is a critical component of the program.

With these important fundamentals in place, we ianfiacused on being able to initiate the next clistudy with Tovaxin. Prior to th
however, several objectives must be met. Impostatite safety and efficacy data for Tovaxin neetiéadobust enough to justify an investn
of the substantial additional capital that suchedegment will require. Accordingly, we have undkea multiple and lengthy analyses of
data from the Phase 2b clinical study completeSaptember 2008 as a basis for providing us andthe requisite confidence in Tovaxn’
underlying promise. We believe that the resulttheke analyses have yielded comprehensive and mxgbog results that justify the contint
development of Tovaxin and we are strengthenediirconviction about the potential Tovaxin offersM& patients. Having confidence nov
this robust data set, other critical elements neguir to initiating the next clinical study afedefining a logical clinical development path
obtaining regulatory support from the appropriagalth authorities (FDA in the United States, EMEAHurope), and iii) securing the requi
capital to conduct the clinical trial.




We are refining the clinical development path fovaxin and are developing protocol synopses fortwieabelieve are appropriate clinical t
options. Recognizing the need to meet with andinhteout from the FDA prior to initiating any clical trial, we are preparing for suc
meeting with the agency later this year. To faaii$it these discussions, we will need to completeeragwsupporting experiments ¢
manufacturing support studies, which we are culyeanhdertaking. The assembly and organization cfulstantial amount of data ¢
documentation are required in advance of such dingeeConsequently, the hiring of our VP of SciéinotDevelopment last month has b
vital in this regard and we are pleased with thegpess we are already showing in this area. Imput these regulatory discussions will proy
us with the necessary guidance prior to the nerical study initiation. As the risk:benefit balancs clearly becoming of greater importa
among the regulatory authorities we believe thaseld on the data generated to date, Tovaxin ispesitioned in this regard.

Also influencing the start date and clinical stutBsign option is the feedback we have been obtaiaimd will continue to gather from ¢
ongoing discussions with potential partners. As ygan appreciate, it is difficult to put a timelio& these activities, including partner
discussions. Drug development requires time, pedieand the ability for multiple moving parts togaliin support of each other. As nc
above, we do expect to complete certain manufaguand R&D support studies and to meet with the E®Aeview manufacturing and clini
trial plans related to Tovaxin in the next six munt

With our existing funds and at our current burnerave believe we are sufficiently funded to execote business plan (not includ
conducting a clinical trial) beyond 2010. We hageently announced our intention to prepay the cudible notes issued in the spring of 2
as part of a bridge financing. We believe thid&oan appropriate step at this time as it will reenthe related lien on Opexaintellectue
property and will result in the partial or completnversion of such debt into equity on the termgimeally contemplated. Repaying this nt

in 2010, instead of in 2011 as originally anticgzhtwill also save us a year of interest paymdRésently, a continuous offering [or At-The-
Market (ATM)] program was put in place as a lowtdasancing tool to have at our disposal shouldatractive opportunity present itself.
are not looking to use the ATM to sell stock inte tmarket at this time, and, to date, no stockieas sold into the market under the ATM.
current intention would be to use this vehicle agpyistically and only if doing so was, from ourrggective, in the best longrm interests «
the Company. This kind of a financing program ig, believe, something that a growing number of carigsmare now proactively putting
their financing tool chests.

In conclusion, we have been deliberate in takiegsto build a necessary foundation to enable gsydtematically execute on our plathar
being the further development of Tovaxin. We camtinio believe in Tovaxin as a potential breakthiotigerapy for MS patients and we
working hard in our efforts to move the programafard.




We appreciate your support, and, on behalf offalisoat Opexa Therapeutics, we look forward to ymntinued support and to reporting to
on the further progress of our programs.

Sincerely,

Neil K. Warma
President and Chief Executive Officer
About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewedmt of patienspecific cellular therapies for the treatment ofoaamune diseases. T
Company’s leading therapy, Tovaxin®,a personalized cellular immunotherapy treatntieat is in clinical development for multiple sclsis
(MS). Tovaxin is derived from T-cells isolated frgmeripheral blood, expandext vivo , and reintroduced into the patients via subcutas
injections. This process triggers a potent immwesponse against specific subsets of autoreactis@|3known to attack myelin and, there
reduces the risk of relapse over time.

Opexa completed its 150 patiefdvaxin for Early Relapsing Multiple Sclerosis (TERMS) Phase 2b clinical study in late 2008 whigks on
of the first clinical studies investigating an dogous Teell therapy in MS patients. Data from this clidistudy show evidence that Relaps
Remitting MS (RRMS) patients treated with Tovaxawsoverall clinical, MRI, and immunological bensfibver the placebo group, includ
statistical significance for decrease in the Aningal Relapse Rate (ARR), improvement in disabgitpre (EDSS), and improvement in qus
of life measures (MSQLI), as well as an excelletiety profile with no serious adverse events relabeTovaxin treatment.

Cautionary Statement Relating to Forwatdeking Information for the Purpose of "Safe HatbBrovisions of the Private Securities Litigal
Reform Act of 1995

Except for historical information, the matters addressed in this letter, including statements regarding our anticipated future activities in drug
development (including potential partnering arrangements) for our lead drug candidate Tovaxin, plans and expected timelines for advancing
Tovaxin through clinical development, the potential therapeutic and commercial value of Tovaxin, including as to attributes (such as safety and
efficacy) and indications (such as the treatment of Multiple Sclerosis, including for various segments of that patient population), and our
anticipated cash burn and requirements, contain predictions, estimates and other forward-looking statements. These forward-looking
statements are subject to risks and uncertainties that may cause actual results to differ materially, including risks associated with the
following: our ability to enter into and benefit from partnering arrangements for Tovaxin on reasonably satisfactory terms (if at all); our
dependence (if partnered) on the resources and abilities of any partner for the further development of Tovaxin; our ability to compete with
larger, better financed pharmaceutical and biotechnology companies; new approaches to the treatment of our targeted diseases; our expectation
of incurring continued losses and our ability to raise additional capital to continue development activities; unanticipated delays, greater than
expected expenses, and economic factors; the success of clinical trials for Tovaxin; our ability to develop and commercialize a marketable
product; our ability to obtain required regulatory approvals and to comply with regulations of the FDA and others; our ability to obtain,
maintain and protect intellectual property rights (including for Tovaxin) and the risk of litigation regarding our intellectual property rights; our
limited manufacturing capabilities and our dependence on third-party manufacturers; our ability to hire and retain skilled personnel; our
volatile stock price; and other risks detailed in our filings with the Securities and Exchange Commission (including the risk factors set forth in
our Annual Report on Form 10-K for the year ended December 31, 2009). We disclaim any intent or obligation to update these forward-looking
statements.



