EDGAROnline

OPEXA THERAPEUTICS, INC.

FORM 8-K

(Current report filing)

Filed 06/03/05 for the Period Ending 06/03/05

Address

Telephone
CIK
Symbol
SIC Code
Fiscal Year

2635 TECHNOLOGY FOREST BLVD.
THE WOODLANDS, TX 77381

(281) 272-9331

0001069308

OPXA

2834 - Pharmaceutical Preparations
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

PHARMAFRONTIERS CORP

FORM 8-K

(Unscheduled Material Events)

Filed 6/3/2005 For Period Ending 6/3/2005

Address 2408 TIMBERLOCH PLACE, SUITE B-7
THE WOODLANDS, Texas 77380

Telephone (281)272-9331
CIK 0001069308
Fiscal Year 12/31

powres oy GRGAN

http w.edgar-cnline.com

& Copyright 2005. All Rights Reserved
Distribution and use of this document restricted under EDGAR COnline’s Terms of Use




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 reportedjel3, 2005

Phar maFrontiers Corp.

(Exact Name of Registrant as Specified in Its Ghrart

(State or Other Jurisdiction of Incorporation)

000- 25513 76- 0333165
(Cbnniss;gh-%;[é-Nunber) (I.R S Enplo;é;-EAQHEEfication No. )
2408 Tinmberl och Place, Suite B-7
The Wbodl ands, Texas 77380
(Address OE-E;EH;;b;[-E;é;LEELe O fices) (Z;b-&éde)

Registrant's telephone number, including area c@$:) 272-9331

Check the appropriate box below if the Form 8-a{lis intended to simultaneously satisfy the §liobligation of the registrant under any of
the following provisions (see General Instructior2 Abelow):

|_| Written communications pursuant to Rule 425ecunike Securities Act (17 CFR 230.425)
|_| Soliciting material pursuant to Rule 14a-12anmttie Exchange Act (17 CFR 240.14a-12)
|_| Pre-commencement communications pursuant ® Rid-2(b) under the Exchange Act (17 CFR 240.1(#)} 2

|_| Pr-commencement communications pursuant to Rul-4(c) under the Exchange Act (17 CFR 240-4(c))



Item 8.01 Other Events.

On June 3, 2005, Registrant announced interimtsestitiwo Phase 1/11 clinical trials for Multiplecgrosis in a press release. A copy of the
press release is attached as Exhibit 99.1.

Item 9.01 Financial Statementsand Exhibits
(c) Exhibit 99.1

The following exhibits are to be filed as part loist8-K:

Exhi bit No. Descri ption
99.1 Press rel ease i ssued June 3, 2005
SIGNATURES

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

PHARMAFRONTIERS CORP.

By: /s/ David McWIIians

David McW /I lianms, Chief Executive Oficer

DATE: June 3, 2005
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Exhibit 99.1
PharmaFrontiers Announces Positive Interim RegidiliBvo Phase /1l Clinical Trials for Multiple Salesis

THE WOODLANDS, Texas--(BUSINESS WIRE)--June 3, 268HharmaFrontiers Corp. (OTCBB:PFTR), a companylved in the
development and commercialization of cell therap@mounced that interim results of Tovaxin(TMro Multiple Sclerosis (MS) Phase |
open-label studies indicated that it was safe aglitelerated, and patients showed positive respansll patients enrolled in the studies had
received prior standard of care therapy for MSwapck in the relapsing remitting or secondary pregike stages of MS.

Tovaxin(TM) is a trivalent formulation of attenudtmyelin-peptide reactive T cells (MRTCs), whicle aerived from peripheral blood and
produced ex vivo as myelin basic protein (MBP) tpotipid protein (PLP) and myelin oligodendrocytgapprotein (MOG) reactive T cells.
An interim analysis of a Phase I/l dose-escalasitutly of six evaluable patients, half of whom reed a low dose (six to nine million
MRTCs) and the other half received a mid dose B0adllion MRTCs) during the sixaonth evaluable period, indicated that the TovaiXihy
therapy reduces peripheral blood MRTC levels inceonwith improvements in disability scores Kurtzkegpanded Disability Status Scale
(EDSS) as well as in disability neurological assessts for psychological scores Multiple Sclero€igint Impact Scale (MSIS-29). The
exacerbation rate over the previous two yearshfepatients was 1.18 per year. Only one treatadmiatported an exacerbation during the
six-month evaluable period in this study. All oétlelated adverse events were mild or moderateviergy.

An interim analysis of a Phase I/l extension stoflyine evaluable patients, who received two d¢36s45 million MRTCs) during the six-
month evaluable period, indicated a mean percehicte®n in MRTCs observed at three and six monthslf three categories of MRTCs. A
statistically significant percent (greater than nsi®0%) reduction in PLP T cells was observedragtiand six months. There was a
percentage reduction (greater than or equal to %) in MBP and MOG T cells at three and six rhenPercentage reductions in the
EDSS and MSIS-29 physiological scores from baseliae observed at the three and six-month followdsjis. The exacerbation rate over
the previous two years for the patients was 0.8%/@ar. There were no exacerbations during thergirth evaluable period in this study. The
most common adverse event was injection site papurted by four patients. Adverse events repdrtetivo patients included muscle
weakness, abnormal vision, anorexia, pharyngitssbpharyngitis, neuropathy and paresthesia. Ah®felated adverse events were mild or
moderate in severity.

"We are very encouraged by these preliminary MRals, which demonstrated a dose response andrtege percentage reductions from
baseline at follow-up visits during the gixenth period,” said David B. McWilliams, chief exgiwe officer of PharmaFrontiers. "According
we plan on beginning our Phase IIb/lll clinicabts by the end of 2005 or early 2006." The Compsapseliminary results and clinical
development plans will be discussed at a June éhkon at the 19th Annual Meeting of the Consortafriultiple Sclerosis Centers in
Orlando, FL.

"These data, combined with the strong safety praffl Tovaxin(TM), should be welcome news to all pEients and their families, especie
in light of disappointing product news of this pgsar,” Mr. McWilliams added.

About PharmaFrontiers Cor poration

PharmaFrontiers' strategy is to develop and comalee cell therapies to treat several major disegas such as cardiac and pancreatic
conditions and Multiple Sclerosis. The company hdlte exclusive worldwide license from the Univsrsif Chicago, through its prime
contractor relationship with Argonne National Ladiory, for patents relating to the use of adultipltent stem cells derived from patients'
own circulating blood. PharmaFrontiers also owntep@d and proprietary individualized cell theraptieat are in FDA Phase I/Il human di
ranging clinical trials to evaluate their safetyaffectiveness in treating MS.

Safe Harbor Statement

This press release contains "forward-looking stat@s)" including statements about PharmaFrontieosith and future operating results,
discovery and development of products, stratedjmredes and intellectual property, as well as othatters that are not historical facts or
information. These forward-looking statements asdol on management's current assumptions and atipestand involve risks,
uncertainties and other important factors, spedifiancluding those relating to PharmaFrontiekslity to obtain additional funding, develop
its stem cell technologies, achieve its operatiohgectives, and obtain patent protection for istdveries, that may cause PharmaFrontiers'
actual results to be materially different from duature results expressed or implied by such foralaaking statements. PharmaFrontiers
undertakes no obligation to update or revise anh $orward-looking statements, whether as a reguiew information, future events or
otherwise.

CONTACT: PharmaFrontiers Corp.
C. William Rouse, 281-775-0608

brouse@pharmafrontierscorp.com or
Investor Relations Contacts:

Lippert/Heilshorn & Associates

Kim Sutton Golodetz, 212-838-3777 kgolodetz@lhanco
or
Bruce Voss, 31-691-7100



bvoss@Ihai.com
or
Media Relations Contact:

Mark Stuart, 310-691-7100
mstuart@I|hai.com

Lippert/Heilshorn & Associates
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