EDGAROnline

OPEXA THERAPEUTICS, INC.

FORM 8-K

(Current report filing)

Filed 02/29/12 for the Period Ending 02/29/12

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

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): February 29, 2012

OPEXA THERAPEUTICS, INC.
(Exact name of registrant as specified in its arart

Texas 001-33004 76-0333165
(State or other jurisdiction of incorporation) (Commission File Number) (IRS Employer IdentificatiNo.)
2635 Technology Forest Blvd., The Woodlands, Texas 77381
(Address of principal executive offices) (Zip Code)

Registrant’s telephone number, including area c(fs) 272-9331
N/A
(Former name or former address, if changed sirstedport)

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:

[ 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 240.13€e-4(c)




Item 8.01 Other Events

On February 29, 2012, Opexa Therapeutics,(the “Company”) issued a press release arzingrihat it had entered into an agreement
with Pharmaceutical Research Associates, Inc. (“BRAprovide contract research organization (CR@&)ices related to the design,
implementation and management of the Compaplanned Phase lIb clinical trial program in set@ogy progressive multiple sclerosis, whic
intends to commence upon securing the necessayrees to do so.

A copy of the press release is attacherdth as Exhibit 99.1 and incorporated herein fgreamce.

Item 9.01 Financial Statements and Exhibits
(d) Exhibits

Exhibit No. Description

99.1 Press release issue@fyxa Therapeutics, Inc. on February 29, 2012.




SIGNATURES

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

Dated: February 29, 2012 OPEXA THERAPEUTICS, INC.
By: /s/ Neil K. Warma

Neil K. Warma
President & Chief Executive Officer




EXHIBIT INDEX

Exhibit No. Description

99.1 Press release issued by Opexa Therapeuticgyi February 29, 2012.



Exhibit 99.1

Opexa Therapeutics Executes Strategic Service Agreement with Phar maceutical Resear ch Associatesto Manage
Clinical Trial

Opexa selects a leading Clinical Research Organization with demonstrated success managing clinical trialsin
subjects with Multiple Sclerosis

THE WOODLANDS, Texas--(BUSINESS WIRE)--February 2®12--Opexa Ther apeutics, Inc. (NASDAQ: OPXA) , a biotechnology
company developing Tovaxin®, a novel T-cell therémymultiple sclerosis (MS), announced today thatCompany has executed an
agreement with Pharmaceutical Research AssoclategPRA) to provide contract research organiza{ioRO) services to support Opexa’s
upcoming Phase llb clinical trial for Tovaxin intjgnts with Secondary Progressive multiple scler¢SPMS).

"We undertook an extensive process to ensure tedound a CRO that could deliver on the uniquelehgkes faced by clinical sites during an
SPMS trial,” commented Neil K. Warma, President @mief Executive Officer of Opexa. “We are verygded with the depth of PRA’s
experience along with their insights into the indysWe are confident that this collaboration wiRRA's top-notch clinical management team
will provide Opexa superior support to accumulatd eeport the data from this study in an efficiantl cost effective manner. Our clinical trial
plans are progressing well as we focus on sectinmgecessary resources and implementing the rergaiperational steps that will allow us
to start the trial.”

Tami Klerr-Naivar, Senior Vice President, BusinBsselopment for PRA, commented, “PRA is pleasesigport the upcoming planned
Phase IIb clinical trial of Tovaxin. MS is a chaltgng indication for a clinical trial, and we belethat our demonstrated experience and
success in over 300 neurologic indications willyide great value to Opexa in their effort to demate the efficacy and safety of Tovaxin in
patients with SPMS.”

About Opexa

Opexa Therapeutics, Inc. is dedicated to the dewvedmt of patient-specific cellular therapies fag theatment of autoimmune diseases such as
multiple sclerosis (MS). The Company’s leading #mst, Tovaxin®, a personalized cellular immunothgraippatment, is in clinical

development targeting both Secondary Progressiddratapsing Remitting MS. Tovaxin is derived frontdlls isolated from peripheral bloc
expanded ex vivo and reintroduced into the patiei@subcutaneous injections. This process trigggrstent immune response against specific
subsets of autoreactive T-cells known to attacklimysnd, thereby, reduces the risk of relapse tivee.

For more information, visit the Company’s websitevavw.opexatherapeutics.com

About Phar maceutical Research Associates

PRA, a leading global CRO, has supported over 2¢li@tal trials in more than 80 countries on 6 toents through their global offices. PRA
has broad experience in Central Nervous Systeniestuaind over the past five years PRA has managédSistudies in North America
spanning Phases I, Il and Ill clinical trials asgresently engaged in 11 ongoing MS studies.rétent 2011 survey conducted by
CenterWatch in which overall relationship qualigtieen sites and CROs was measured, PRA rankeditif 1,205 companies while scor
nearly 83% cumulative excellent and good ratingglystry participants in the survey. For more infation, visit PRA’s website at
www.clearlypra.com




Cautionary Statement Relating to Forward - L ooking I nformation 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 wexpects,” “believes,” “anticipates,”
“estimates,” “may,” “could,” “intends,” and similar expressions are intended to identify forward-logkstatements. The forward-looking
statements in this release do not constitute guaesnof future performance. Investors are cautidheti statements in this press release which
are not strictly historical statements, includingithout limitation, statements regarding the depab@nt of the Company’s product candidate,
Tovaxin, constitute forward-looking statements.tSfiecward-looking statements are subject to a nunoibeisks and uncertainties that could
cause actual results to differ materially from th@mticipated, including, without limitation, riskssociated with: our capital position, the
ability of the Company to enter into and benefinfra partnering arrangement for the Company's pobdandidate, Tovaxin, on reasonably
satisfactory terms (if at all), our dependencepéftnered) on the resources and abilities of anstriper for the further development of Tovaxin,
our ability to compete with larger, better financgldarmaceutical and biotechnology companies, negv@xhes to the treatment of our
targeted diseases, our expectation of incurringticred losses, our uncertainty of developing a retatidle product, our ability to raise
additional capital to continue our treatment dey®teent programs and to undertake and complete atlyefiuclinical studies for Tovaxin, the
success of our clinical trials, the efficacy of @gw for any particular indication, such as RelapgiRemitting MS or Secondary Progressive
MS, our ability to develop and commercialize praduour ability to obtain required regulatory appas, our compliance with all Food ai
Drug Administration regulations, our ability to @b, maintain and protect intellectual property hig (including for Tovaxin), the risk
litigation regarding our intellectual property righ, the success of third party development and @ngiatization efforts with respect to
products covered by intellectual property rightattthe Company may license or transfer, our limitezhufacturing capabilities, ot
dependence on thirgarty manufacturers, our ability to hire and retahkilled personnel, our volatile stock price, artey risks detailed in ot
filings with the Securities and Exchange Commissidese forwar-looking statements speak only as of the date m&deassume no
obligation or undertaking to update any forward-kirng statements to reflect any changes in expectsitivith regard thereto or any change in
events, conditions or circumstances on which aeh statement is based. You should, however, readeltional disclosures we make in our
reports filed with the Securities and Exchange C@sion, including our Annual Report on Form 10-K tiwe year ended December 31, 2011.

CONTACT:

Opexa Therapeutics, Inc.

Neil K. Warma, 28-775-0600
President & CEO
nwarma@opexatherapeutics.com
or

Investors:

Burns McClellan

Carney Noensie, 212-213-0006
cnoensie@burnsmc.co




