EDGAROnline

OPEXA THERAPEUTICS, INC.

FORM 10-Q

(Quarterly Report)

Filed 08/14/13 for the Period Ending 06/30/13

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-Q
(Mark One)
4} QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the Quarterly Period Ended June 30, 2013
or
O TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the Transition Period from to
Commission File Number: 001-33004
ﬂiﬂlll.é
1 |
Opexa Therapeutics, Inc.
(Exact name of registrant as specified in its arart
2635 Technology Forest Blvd 76-033316&
(State or other jurisdiction ¢ The Woodlands, Texas 77381 (.LR.S. Employe
Incorporation or organizatiol (Address of principal executi\ Identification No.)

offices and zip code

(281) 2729331

Registrant’s telephone number, including area code

Indicate by check mark whether the registrant € filed all reports required to be filed by Sewctk8 or 15(d) of the Securities Excha
Act of 1934 during the preceding 12 months (orgoch shorter period that the registrant was reduinefile such reports) and (2) has b
subject to such filing requirements for the pastfgs. YesM NoO

Indicate by check mark whether the registrant asrstted electronically and posted on its corpokéib site, if any, every Interactive D
File required to be submitted and posted pursuaRule 405 of Regulation $8232.405 of this chapter) during the precedif@grionths (c
for such shorter period that the registrant wasired to submit and post such fileB]. Yes O No

Indicate by check mark whether the registrant large accelerated filer, an accelerated filer, a-accelerated filer, or a smaller repor
company. See the definitions of “large accelerdiled,” “accelerated filer” and “smaller reportingpmpany” in Rule 1212- of the Exchancg
Act.

Large accelerated fildd Accelerated filer O
II:I\lon—acceIerated filer (Do not check if a smaller reporting company) $8enaeporting companyi

Indicate by check mark whether the registrantsiell company (as defined in Rule -2 of the Exchange Act). Yed NoM

As of August 13, 2013, there were 20,114,790 shafrtfse issuer's Common Stock outstanding.
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(a development stage company)
For the Quarter Ended June 30, 2013

INDEX
PART | — FINANCIAL INFORMATION Page
ltem 1. Financial Statements
Unaudited Consolidated Balance Sheets as of Jur2038 and December 31, 2012 1

Unaudited Consolidated Statements of Operati
For the three and six months ended June 30, 201 2@ and from Inception (January 22, 2003) thholigne 2

30, 2013

Unaudited Consolidated Statements of Changes ickBttder’ Equity:
For the six months ended June 30, 2 3

Unaudited Consolidated Statements of Cash Fl
For the six months ended June 30, 2013 and 201&a@amdnception (January 22, 2003) through June2803 4

Notes to Unaudited Consolidated Financial States 6
ltem 2. Management’s Discussion and Analysis of Financ@mdition and Results of Operations 12
ltem 3. Quantitative and Qualitative Disclosures About MarRisk 21
Item 4. Controls and Procedures 21

PART Il - OTHER INFORMATION
Item 1A. Risk Factors 22
Iltem 6. Exhibits 41

Signature




PART I - FINANCIAL INFORMATION
Item 1. Financial Statements.
OPEXA THERAPEUTICS, INC.

(a development stage company)
CONSOLIDATED BALANCE SHEETS

(unaudited)
June 30, December 31
2013 2012
Assets
Current asset:
Cash and cash equivalel $ 5,028,228 $ 592,00«
Other current assets 1,694,011 1,077,541
Total current asse 6,722,29I 1,669,55I
Property & equipment, net of accumulated depreamri
of $1,661,719 and $1,494,510, respectiy 1,229,33. 1,265,04.
Restricted cas 500,00 1,000,001
Deferred financing costs, net of amortizat
of $157,603 and $58,639, respectiv 112,51! 211,47¢
Other lon¢-term asset 96,06« -
Total assets $ 8,660,20, $ 4,146,07
Liabilities and Stockholders' Equity
Current liabilities:
Accounts payabl $ 1,156,07. $ 412,09¢
Accrued expense 1,209,51! 473,87¢
Deferred revenue 1,395,34 -
Total current liabilities 3,760,93 885,97!
Long term liabilities:
Convertible promissory notes, net of disca

of $2,136,299 and $3,136,342, respectiy 418,70: 318,65¢
Convertible promissory not-related party, net of discou

of $526,759 and $571,895, respectiv 103,24: 58,10¢
Deferred revenue 3,035,71! -

Total liabilities 7,318,59. 1,262,73!

Commitments and contingenci - -
Stockholders' equity
Preferred stock, no par value, 10,000,000 shartb®ared,

none issued and outstandi - -
Common stock, $0.01 par value, 100,000,000 shatherdzed,

7,991,559 and 6,249,369 shares issued and outste 79,91¢ 62,49«
Additional paid in capita 118,047,22 112,432,45
Deficit accumulated during the development stage (116,785,53) (109,611,62)

Total stockholders' equity 1,341,61 2,883,33.

Total liabilities and stockholders' equity $ 8,660,20. $ 4,146,07!

See accompanying notes to unaudited consolidateddial statements




OPEXA THERAPEUTICS, INC.
(a development stage company)
CONSOLIDATED STATEMENTS OF OPERATIONS

(unaudited)
Three Months ~ Three Months Six Months Six Months Inception
Ended Ended Ended Ended through
June 30, June 30, June 30, June 30, June 30,
2013 2012 2013 2012 2013
Revenue
Option Revenu: $ 348,83 $ - $ 568,93° $ - $ 568,93
Research and developmt 2,223,083 1,558,20: 3,844,39 3,048,30! 80,341,74
General and administrati 750,60 529,56¢ 1,853,041 1,345,76. 31,970,65
Depreciation and amortizatic 88,89¢ 76,49¢ 167,20¢ 143,85: 1,817,36
Loss on disposal of assets - - - - 513,34!
Operating los: (2,713,69) (2,164,27)) (5,295,70) (4,537,91) (114,074,17)
Interest incom 3,06¢ 59 4,94( 19¢ 1,363,63
Other income, ne - - 37,91( - 699,05¢
Gain on extinguishment of de - - - - 1,612,441
Gain on derivative instrumen - - - - 1,941,82
Gain on sale of technolog - - - - 3,000,001
Interest expense (285,800 (48€) (1,921,05) (973) (11,328,31)
Net loss $ (2,996,43) $ (2,264,69) $ (7,173,91) $ (4,538,69) $ (116,785,53)
Basic and diluted loss per shi $ (0.37) $ (0.3¢) $ (099 % (0.79) N/A
Weighted average shares outstanding - Be
and dilutec 7,991,55! 5,762,02 7,617,40! 5,762,02 N/A

See accompanying notes to unaudited consolidataddial statements




OPEXA THERAPEUTICS, INC.
(a development stage company)
CONSOLIDATED STATEMENTS OF CHANGES IN STOCKHOLDERS' EQUITY

(unaudited)
Common Stock Additional
Paid in Accumulated
Shares Par Capital Deficit Total
Balances at December 31, 2( 6,249,36! $ 62,49: $112,432,45 $(109,611,62) $ 2,883,33:
Conversion of convertible noti 365,26! 3,652 996,34t — 1,000,00!
Discount related to beneficial conversion feal — — 141,82¢ — 141,82¢
Discount on warrants attached to d — — 195,96 — 195,96¢
Shares issued fa
cash, net of offering cos 1,375,95; 13,76( 3,564,52i — 3,578,28!
commitment fees on Lincoln Park $1.5
million share purchase agreem 97t 10 1,22¢ — 1,23¢
Warrant expens — — 219,55 — 219,55!
Option expens — — 495,31¢ — 495,31¢
Net loss — — — (7,173,91) (7,173,91)
Balances at June 30, 2013 7,991,55 $ 79,91¢ $118,047,22 $(116,785,53) $ 1,341,61.

See accompanying notes to unaudited consolidataddial statements




OPEXA THERAPEUTICS, INC.
(a development stage company)

CONSOLIDATED STATEMENTS OF CASH FLOWS

Cash flows from operating activitir
Net loss

Adjustments to reconcile net loss to net ¢

used in operating activitie
Stock payable for acquired research and develop
Stock issued for acquired research and develop
Stock issued for servict
Stock issued for debt in excess of princi
Amortization of discount on notes payable

to warrants and beneficial conversion fear

Gain on extinguishment of de
Depreciatior
Amortization of debt financing cos
Option and warrant expen
Gain on derivative instrumen
Loss on disposition of fixed asst

Changes in
Other current asse
Accounts payabl- third parties and related parti
Accrued expense
Deferred revenu
Other assets

Net cash provided by (used in) operating activi

Cash flows from investing activitie
Purchase of property & equipme
Restricted cash

Net cash provided by (used in) investing activi

Cash flows from financing activitie
Common stock and warrants sold for cash, net @frioif) cost:
Common stock repurchased and canc
Proceeds from exercise of warrants and opt
Proceeds from third party de
Proceeds from related party d
Deferred financing and offering co:
Repayment on related party notes pay:
Repayments on notes payable

Net cash provided by financing activiti

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

(unaudited)

Six Months Ended Inception
June 30, through
2013 2012 June 30, 201

$ (7,173,91) $ (4,538,69) $(116,785,53)

- - 112,44
: 5 26,286,58

- - 2,061,74:

: 5 109,07
1,382,97 - 8,239,70
- - (1,612,441

167,20¢ 143,85; 1,817,36
98,96« - 681,98
714,87 371,44 16,980,80
- - (1,941,82)

: 5 513,34
(369,385) (805,750  (1,522,43)
635,36t 52,33¢ 474,71
637,63 (289,16) 1,242,87:
4,431,06: - 4,431,06:
(96,06 s (96,06
428,72 (5,065,98) _ (59,006,59)
(22,89 (473,08)  (2,245,09)
500,00 - (500,001
477,10 (473,08) _ (2,745,09)
3,578,28: - 53,032,08
: 5 (325)

- - 1,248,58

550,00 - 13,288,18
100,00( - 730,00(
(147,84 - (657,33)
(100,001 - (100,00()
(450,000 s (761,22}
3,530,44 - 66,779,97
4,436,27, (5,539,06) 5,028,28
592,00 7,109,21] -

$ 502828 $ 157014 $ 5,028,28




Cash paid for
Income tax $ -
Interest 19,12¢

NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho -
Issuance of common stock for accrued inte -
Issuance of warrants to placement a( -
Conversion of notes payable to common si 1,000,001
Conversion of accrued liabilities to common st -
Conversion of accounts payable to note pay -
Discount on convertible notes relating

Warrants 195,96

Beneficial conversion featu 141,82¢

Stock attached to not: -
Fair value of derivative instrume -
Derivative reclassified to equi -
Unpaid additions to property and equipm 108,60°

Amortization of deferred offering costs to p-in capital -
Shares issued as deferred offering ¢ 1,23¢

Unpaid additions to deferred financing cc -

See accompanying notes to unaudited consolidataddial statements

174,23

147,73
789,28
37,45
8,709,98
197,171
93,36«

6,170,34
3,444,98:
1,287,44
4,680,22
2,349,26!
108,60
47,33¢
150,36!




OPEXA THERAPEUTICS, INC.
(a development stage company)
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS
(unaudited)

Note 1. Basis of Presentation

The accompanying interim unaudited consolidatedrfaial statements of Opexa Therapeutics, Inc. (3@per the “Company”),a
development stage company, have been preparecdndance with accounting principles generally ataeépn the United States of Amer
and the rules of the Securities and Exchange Cosionig“SEC”)and should be read in conjunction with the auditedncial statements a
notes thereto contained in Opexa’s latest AnnugoRefiled with the SEC on Form 1IK- In the opinion of management, all adjustme
consisting of normal recurring adjustments, neagsta a fair presentation of financial positiondathe results of operations for the inte
periods presented have been reflected herein. &hdts of operations for interim periods are natessarily indicative of the results to
expected for the full year. Notes to the finansi@tements that would substantially duplicatediselosure contained in the audited finar
statements for the most recent fiscal year as tegpan Form 10-K have been omitted.

The accompanying consolidated financial statemigniside the accounts of Opexa and its wholly owseldsidiary, Opexa Hong Ko
Limited (“Opexa Hong Kong”). All intercompany bales and transactions have been eliminated in theotidation.

Note 2. Significant Accounting Polices

Revenue Recognition. Opexa recognizes revenue in accordance with FASB 605, Revenue Recognition. ASC 605 requiresftha
basic criteria must be met before revenue can begrézed: (1) persuasive evidence of an arrangemdsts; (2) delivery has occurred
services rendered; (3) consideration is fixed dewmheinable; and (4) collectability is reasonablgasd.

On February 4, 2013, Opexa entered into an OptmhLacense Agreement (the “Merck Agreement”) witheé Trading SA (“Merck™)a
wholly owned subsidiary of Merck Serono S.A. Parguto the terms, Merck has an option to acquireaiusive, worldwide (excludit
Japan) license of the Company’s Tcetaogram for the treatment of multiple sclerosis 8§l Tcelna is currently in a Phase llb clinical t
in patients with Secondary Progressive MS (“SPM3He option may be exercised by Merck prior to poruthe Compang’ completion of th
Phase IlIb Trial.

Opexa received an upfront payment of $5 million doanting the option. If the option is exercisederbk would pay the Company
upfront license fee of $25 million unless Mercluigable to advance directly into a Phase 11l clihtdal of Tcelna for SPMS without a furtt
Phase Il clinical trial (as determined by Merck)which event the upfront license fee would be #iiion. After exercising the option, Mer
would be solely responsible for funding developmeagulatory and commercialization activities farelna in MS, although the Comp:
would retain an option to cfund certain development in exchange for increasgdlty rates. The Company would also retain sgbtTceln
in Japan, certain rights with respect to the mastufa of Tcelna, and rights outside of MS.

Opexa evaluated the Merck Agreement and determtimsdthe $5 million upfront payment from Merck hetand-alone value. Opexa’
continuing performance obligations, in connectidgthvthe $5 million payment, include the executiordaompletion of the Phase IIb clini
trial in SPMS using commercially reasonable effattshe Company’s own costs. As a statmhe value term in the Merck Agreement, th
million upfront payment is determined to be a singhit of accounting, and is recognized as revemua straightine basis over the exclusi
option period based on the expected completion tdrthe Phase IIb clinical trial in SPMS. Opexalites the unrecognized portion of the
million as deferred revenue on the consolidatedriz sheets.

Cash and Cash Equivalents Opexa considers all highly liquid investmentghwan original maturity of three months or less,ew
purchased, to be cash equivalents. Investments matturities in excess of three months but less thaa year are classified as shienr
investments and are stated at fair market value.

Opexa primarily maintains cash balances on depositcounts at a U.®ased financial institution. The aggregate casanoa on depo:
in these accounts is insured by the Federal Depasitance Corporation up to $250,000. Opgxaish balances on deposit in these acc
may, at times, exceed the federally insured limidpexa has not experienced any losses in sucluaisco




At June 30, 2013, Opexa invested approximately #4illfon in a savings account. For the six monginsled June 30, 2013, the sav
account recognized an average market yield of 0.2B#&rest income of $4,940 was recognized forsikenonths ended June 30, 2013 ir
consolidated statements of operations.

Note 3. Other Current Assets

Other current assets consisted of the followinguate 30, 2013 and December 31, 2012:

June 30, December
Description 2013 31, 2012
Supplies inventor $ 946,711 $ 604,17
Deferred offering cost 440,30! 341,16¢
Prepaid expenses 306,99: 132,20:

$ 169401 $ 1,077,54

Supplies inventory at June 30, 2013 and DecembgP@12 includes reagents and supplies that willged to manufacture Tcelna i
placebo product in Opex@Phase lIb clinical study. Opexa expects to am®ttiese prepaid reagents and supplies to resaadctievelopme
costs in the consolidated statements of operatiwasthe course of the clinical study.

Deferred offering costs at June 30, 2013 and Deeerdd, 2012 include costs incurred from third mertin connection with tl
implementation of an at-the-market program (“ATMrAgment”)in September 2012 pursuant to which Opexa maysbeltes of its commi
stock from time to time depending upon market daintiimough a sales agent in transactions deeme@ tanb‘at-the-marketbdffering a:
defined in Rule 415 of the Securities Act of 193& of June 30, 2013, the remaining costs of $8Bjd4onnection with the implementatior
the ATM Agreement remained capitalized and areuihet! in other current assets in the consolidatéxhba sheets. Upon the sales of shar
common stock under the ATM Agreement, the remairapitalized costs are offset against the proceédsich sales of shares of comr
stock.

Deferred offering costs at June 30, 2013 also deloosts incurred from third parties in connectiath the implementation of a $!
million purchase agreement and a $15 million pusehagreement (collectively, the “purchase agreestiemt November 2012 pursuant
which Opexa has the right to sell to Lincoln Par&p®al Fund, LLC (“Lincoln Park™an aggregate of up to $16.5 million in shares &
common stock, subject to certain conditions andtéitions. As of June 30, 2013, the remaining co$t$238,154 in connection with {
implementation of the purchase agreements remagagitalized and are included in other current assetthe consolidated balat
sheets. Upon the sales of shares of common stadr uhe purchase agreements, the remaining dapdatosts are offset against the proc
of such sales of shares of common stock.

Deferred offering costs at June 30, 2013 also @elcosts incurred from third parties in connectigth an underwritten public offering
12 million shares of common stock that closed ogust 13, 2013 (See Note 11). As of June 30, 26d8s of $113,705 in connection with
underwritten public offering were capitalized amd ancluded in other current assets in the conatgidl balance sheets and will be offset ag
the proceeds of such sales of shares of commok. stoc

Prepaid expenses at June 30, 2013 include advayeeepts totaling $162,028 made to vendors and ttanssi for the conduct of t
Phase llb clinical trial in SPMS. Prepaid experatedune 30, 2013 also include the current poxidegal costs of $44,070 incurred from tt
parties in conjunction with the Merck Agreemente(déote 6).

Note 4. Restricted Cash

Pursuant to the July 2012 Note financing, $1.0iamilbf the gross proceeds were initially requiredbé maintained in a segregated acc
and subject to a deposit control agreement whaeJtily 2012 Notes are outstanding. Pursuant taieewexecuted by the holders of in ex
of two-thirds (662/3%) of the principal amount of the outstandinty 2012 Notes and accepted by Opexa, the amouhieofash subject to t
deposit control agreement was reduced to $500,000aauary 29, 2013. In exchange for such waiver,Gompany issued warrants to
holders of the July 2012 Notes to purchase an ggtgeof 187,500 shares of the Compargommon stock (see Note 10). As of June 30, !
the $500,000 balance in the controlled accourgpsnted as restricted cash in the consolidatechbalsheets.




Note 5. Deferred Financing Costs

Deferred financing costs at June 30, 2013 consisbsts incurred from third parties in conjunctiwith the July 2012 Notes. The cost
connection with the debt financing were capitaliaed are amortized to interest expense over the ¢éthe related debt. As of June 30, 2!
the unamortized deferred financing costs totaliig2$515 are reported as deferred financing costsdarconsolidated balance sheets. Dt
the six months ended June 30, 2013, Opexa amofi2@®64 of deferred financing costs as intereperse.

Note 6. Other Assets

Other longterm assets at June 30, 2013 consist of legal euatsred from third parties in conjunction withetiMerck Agreement. The
costs were capitalized and are amortized to geaedbhdministrative expenses on the consolidatgdreents of operations in conjunction \
the recognition of revenue on a straigihe basis over the exclusive option period basedhe term of the Phase Ilb clinical trial in SPI
During the six months ended June 30, 2013, Opexatared $17,782 of legal costs to general and aidtn@riive expenses on the consolid
statements of operations. Opexa included the supertion of the legal costs of $44,070 in otherrent assets on the consolidated bal
sheets and the long term portion of the legal cols$96,064 in other long-term assets on the caeteld balance sheets as of June 30, 2013.

Note 7. Convertible Promissory Notes

On January 23, 2013, Opexa closed a private offeromsisting of convertible notes (the “January20btes”)and warrants to purche
shares of common stock for gross proceeds of $6800which $100,000 was from a related party (dete 8). The January 2013 Notes
scheduled to mature on January 23, 2014 and aoterest at the rate of 12% per annum, compoundadally. The January 2013 Notes
convertible into common stock at the option of timeestors at a price of $1.30 per share, subjecettain limitations. The principal balat
plus accrued interest is payable within five busindays of the receipt by Opexa of an aggrega#e lefast $7.5 million in proceeds from
sale of its equity securities and/or as paymeiwts fone or more partners or potential partnersturmefor granting a license, other rights, o
option to license or otherwise acquire rights wéhpect to Tcelna.

The January 2013 Notes were analyzed at issuamce feneficial conversion feature and Opexa comcluthat a beneficial convers
feature exists. The beneficial conversion featuas wieasured using the commitmdate stock price and was determined to be $1410§
which $21,820 was attributable to the related pa@pexa also analyzed the Notes for derivative@awting consideration and determined
derivative accounting does not apply.

In connection with the issuance of the January 20dts, Opexa also issued Series J warrants thasecan aggregate of 243,750 st
of Opexas common stock (see Note 10), subject to certanitdtions and adjustments. The relative fair vabighe warrant liabilities «
$195,969, together with the beneficial conversieatdire of $141,829 were recognized as a debt disend are amortized to interest expt
in the consolidated statements of expenses ovédetireof the January 2013 Notes using the effedtitarest method.

On February 26, 2013, following the receipt of $rillion in gross proceeds during February 20I8rfithe sale of common stock
warrants to purchase shares of common stock, diedving the receipt of the upfront payment of $8lion from Merck on February 20, 20:
Opexa paid principal and interest totaling $567,8680lders of the January 2013 Notes, of whichO$a@0 was to a related party, and is:
77,034 shares of common stock to one holder ofaineiary 2013 Notes who elected to convert the ipahof $100,000.

During the six months ended June 30, 2013, the discount of $337,798 in connection with the dap2013 Notes was fully amortiz
to interest expense.

In February 2013, three of the third party holdefrshe July 2012 Notes elected to convert theingipgal amounts of $900,000 into sh
of the Company’s Series A convertible preferreaistoith further immediate conversion into 288,22@u®s of the Comparng’common stoc
As of June 30, 2013, an aggregate of $3,185,0@@imeipal amount of the July 2012 Notes to thirdtigs and related parties is reported as
term liabilities in the consolidated balance shegftsvhich $630,000 was issued to related parses (Note 8).




The following table provides a summary of the ctemmn convertible debt third parties, net of unamortized discount, during quarte

ended June 30, 2013:

Balance at December 31, 20 $ 318,65¢
January 2013 Notes, face va 550,00t
Discount on beneficial conversion feature of Jap2813 Notes at issuan (120,009
Discount on fair value of Series J warrant liait issuanc (165,82()
Repayment of January 23, 2013 Nc (450,000
Conversion of January 23, 2013 Notes into COmMmMOCK................cccvevvvneennnnn. (100,00()
Conversion of July 25, 2012 Notes into COMMON S....c.veeriiecenieeieceee e eenan (900,000
Amortization of debt discount to interest experiseugh June 30, 2013 1,285,87.
Balance at June 30, 2013 $ 418,70:

Note 8. Related Party Transactions

Investors in the January 2013 Notes offering inetldne member of OpexaBoard of Directors who was issued a note withiacjpal

amount of $100,000 (see Note 7).

The following table provides a summary of the ctemnimn convertible debt related parties, net of unamortized discount, dutire quarte

ended June 30, 2013:

Balance at December 31, 20 $ 58,10¢
January 2013 Notes, face va 100,00(
Discount on beneficial conversion feature of Jap2413 Notes at issuan (21,820)
Discount on fair value of Series J warrant liaibt issuanc (30,149
Repayment of January 23, 2013 Nc (200,000
Amortization of debt discount to interest experiseugh June 30, 2013 97,10¢
Balance at June 30, 2013 $ 103,24:

Note 9. Equity

For the six months ended June 30, 2013, equityeettaansactions were as follows:

In January 2013, 125,000 shares of common stock s@d and 975 additional commitment shares wengeis to Lincoln Pa
under the $1.5 million purchase agreement for netgeds of $142,40

365,263 shares of common stock were issued in otionewith the conversion of the January 2013 axig 4012 Notes (see Nc
7).

In February 2013, Opexa sold an aggregate of 1876ares of common stock under the ATM Agreemengfoss proceeds
$536,417

On February 11, 2013, Opexa sold an aggregate0881334 units in a registered offering, with eaalt onsisting of one she
of common stock and a warrant to purchase halj) @ hare of common stock, at a price of $3.00upér for gross proceeds
$3,250,002. The shares of common stock and warveerts immediately separable and were issued sepamatch that no uni
were issued. The warrants are exercisable immégliapon issuance, have a foyear term and an exercise price of $3.0C
share. A fee of 6.0% of the gross proceeds wastpdlte placement agel

For the six months ended June 30, 2013, $350,53Meftied against additional paid in capital askstdfering costs.




Note 10. Stock-Based Compensation
Stock Options

The 2010 Stock Incentive Plan (the “2010 Plgordvides for the grant of equity incentive awardemployees, directors and consult
of Opexa in the form of incentive stock optionsnenqualified stock options, as well as restrictatls stock appreciation rights, restric
stock units and performance awards that may bkedett cash, stock or other property. The 2010 Bdathe successor to and continuatio
Opexa’s June 2004 Compensatory Stock Option Phen“@004 Plan”)A total of 625,000 shares of common stock are ai#éd to be issue
for awards made under the 2010 Plan through Septegti20, plus (i) the number of shares subjectacksoptions outstanding under the 2
Plan that are forfeited or terminate prior to ex@cand would otherwise be returned to the shaerves under the 2004 Plan and (ii)
reserved shares under the 2004 Plan that werasswed or subject to outstanding grants. In addisbares subject to awards granted undk
2010 Plan that terminate or expire before beingased or settled will become available for grantler the 2010 Plan. As of June 30, 2
options to purchase an aggregate of 1,089,500 shane issued and outstanding.

Opexa accounts for shabased compensation, including options and nonvesttarks, according to the provisions of Financiadaunting
Standards Board (“FASB”) Accounting Standards Qodifon (“ASC”) 718, "Share Based Paymeriiring the six months ended June
2013, Opexa recognized option expense of $495/3t8mortized stock compensation expense as of Jur@033 amounted to $1,179,430.
Stock Option Activity

A summary of stock option activity for thix months ended June 30, 2018 presented below:

Wtd. Avg.
Remaining
witd. Avg. Contract
Number of Exercise Term Intrinsic
Shares Price (# years) Value
Outstanding at January 1, 20 824,62( $ 5.54
Grantec 332,82. 1.97
Exercisec - -
Forfeited and canceled (67,947 5.3¢
Outstanding at June 30, 20 1,089,500 $ 4.4¢€ 7¢ % 33,41
Exercisable at June 30, 20 548,79t $ 6.01 6.7 $ 33,41

Option awards are granted with an exercise pricaletp the market price of Opexa’s stock at thes ddtissuance, generally have a ter
year life, and have various vesting dates thatedrgm no vesting or partial vesting upon dateraing to full vesting on a specified date. Of
estimates the fair value of stock options usingBheck-Scholes optiopricing model and records the compensation expeatably over th
service period.

During the six months ended June 30, 2013, an opdigpurchase an aggregate of 125,000 shares watedrto an employee at an exet
price of $2.34. This option has a term of ten yeard has a vesting schedule of three years. Fhieaf $285,226 was calculated using
Black-Scholes option-pricing model. Variables ugethe Black-Scholes optiopricing model for the option issued to an emplogagng the
six months ended June 30, 2013 include (1) discatatof 1.87%, (2) expected term of 5.25 yearnsexpected volatility of 194% and (4) z
expected dividends.

During the six months ended June 30, 2013, optiommirchase an aggregate of 119,250 shares wengedrto employees at an exer
price of $1.75. These options have terms of temsyaad have vesting schedules of three yearsvihie of $204,468 was calculated using
Black-Scholes option-pricing model. Variables usedhe Black-Scholes optiopricing model for the options issued to employeesnd) the
six months ended June 30, 2013 include (1) discatatof 1.73%, (2) expected term of 5.25 yearnsexpected volatility of 201% and (4) z
expected dividends.

During the six months ended June 30, 2013, optiomsirchase an aggregate of 88,572 shares wertedremnonemployee directors at
exercise price of $1.75. These options have terfintsroyears and have vesting schedules of eightimsdio one year for 50% of the opti
issued, and vesting immediately for the other 5@%ir value of $151,867 was calculated using theclBRBcholes optiompricing model
Variables used in the Black-Scholes option-prigimgdel for the options issued to nemployee directors during the six months ended 30t
2013 include (1) discount rate of 1.73%, (2) expéderm of 5.25 years, (3) expected volatility 1% and (4) zero expected dividends.
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During the six months ended June 30, 2013, optomsirchase 67,942 shares were forfeited and dadcel
Warrant Activity

A summary of warrant activity for the six monthgded June 30, 2013s presented below:

Wtd. Avg.
Remaining
witd. Avg. Contract
Number of Exercise Term Intrinsic
Shares Price (# years) Value
Outstanding at January 1, 20 3,579,08 $ 5.64
Grantec 972,91¢ 2.21
Exercisec - -
Forfeited and canceled (1,482,89) 6.54
Outstanding at June 30, 20 3,069,11. $ 4.1z 37 $ 130,68t
Exercisable at June 30, 20 3,069,11. $ 4.12 37 $ 130,68t

In connection with the January 2013 Notes, investogre issued fivgear warrants to purchase up to an aggregate qf2@3hares
common stock, at an exercise price of $1.24 pereshiehe estimated relative fair value of the inseswvarrants was $195,969 and °
calculated using the Blackeholes valuation model. The following assumptisese used: (1) no expected dividends, (2) risk fnéerest rat
of 0.76%, (3) expected volatility of 191% and (#&pected life of five years. Opexa can redeem theamés at $0.01 per share if the Company
common stock closes at or above $10.00 per sha@dfoonsecutive trading days.

Pursuant to a waiver executed by the holders @xitess of two-thirds (68/3%) of the principal amount of the outstandingy 2012
Notes and accepted by Opexa, the amount of theszdglct to the deposit control agreement was it $500,000 on January 29, 20132
exchange for such waiver, the Company issued wgrtarthe holders of the July 2012 Notes to purelasaggregate of 187,500 shares c
Company’s common stock. The warrants have an mseemrice of $1.21 per share and a fjigar term. The estimated fair value of
warrants was $219,553 and was calculated usin@ldiek-Scholes valuation model. The following assumptiamse used: (1) no expec
dividends, (2) risk free interest rate of 0.90%),d8pected volatility of 191% and (4) expected bfdive years. Opexa can redeem the war
at $0.01 per underlying share of common stockéfdbmmon stock closes at or above $10.00 per $ba@9 consecutive trading days. -
fair value of the warrants was recognized as autthliinterest expense during the six months ended 30, 2013.

In connection with the February 2013 registereenirify (See Note 10), Opexa issued warrants torestors on February 11, 201:
purchase an aggregate of 541,668 shares of comimck & an exercise price of $3.00 per share. Theseants have a term of four years
were immediately exercisable.

During the six months ended June 30, 2013, wartarpisirchase 1,482,892 shares were forfeited amcetiad.

Note 11. Subsequent Events

On July 1, 2013, 123,231 shares of common stock vgsued to holders of the July 2012 Notes as paynfeaccrued interest.

On August 13, 2013, Opexa closed an underwrittdslipoffering of 12 million shares of common stoaka price to the public of $1.
per share for gross proceeds of $18 million. Tke proceeds to Opexa were approximately $16.2 anillafter deducting underwriti

discounts and commissions and other estimatedingferxxpenses. Opexa also granted the underwat&G@eay option to purchase up to
additional 1.8 million shares of common stock tearover-allotments, if any.
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Item 2. Management’s Discussion and Analysis of Rancial Condition and Results of Operations.

The following discussion and analysis of our financial condition is as of June 30, 2013. Our results of operations and cash flows should be
read in conjunction with our unaudited consolidated financial statements and notes thereto included elsewhere in this report and the audited
financial statements and the notes thereto included in our Form 10-K for the year ended December 31, 2012.

Forward-Looking Statements

This Quarterly Report on Form 10-Q contains forwimaking statements which are made pursuant todfestsarbor provisions of Secti
27A of the Securities Act of 1933, as amended, &&ction 21E of the Securities Exchange Act of 1834amended. Statements contain
this report, other than statements of historicat,faonstitute “forward-looking statements.” Therd® “expects,” “believes,” “anticipates,”
“estimates,” “may,” “could,” “intends,” and similaexpressions are intended to identify forward-logkistatements. The forwatdeking
statements in this report do not constitute guaesbf future performance. Investors are cautidthatistatements in this report which are
strictly historical statements, including, withdimitation, statements regarding the developmerthefCompany’s product candidate, Tc@na
(imilecleucel-T), constitute forward-looking statents. Such forward-lookingtatements are subject to a number of risks andrtaiaties the
could cause actual results to differ materiallyrrthose anticipated. These risks and uncertaimasde, but are not limited to, risks associ
with: market conditions; our capital position; thights and preferences provided to the Series Aedible preferred stock and investors in
convertible secured notes we issued in July 20d@uyding a secured interest in all of our assets); ability to compete with larger, bet
financed pharmaceutical and biotechnology compamies approaches to the treatment of our targeisehsdes; our expectation of incuri
continued losses; our uncertainty of developing arketable product; our ability to raise additiomalpital to continue our developm
programs (including to undertake and complete amgomng or further clinical studies for Tcelna), lunting in this regard our ability to sati
various conditions required to access the finangiotgntially available under the purchase agreesneith Lincoln Park Capital Fund, LL
(“Lincoln Park”) (such as the minimum closing price for our commatlstand the requirement for an ongoing trading mafér our stock
our ability to raise additional capital through e of shares of our common stock under the psechgreements with Lincoln Park or ui
our at-themarket (ATM) facility; our ability to maintain conipnce with NASDAQ listing standards; the successu clinical trials (includin
the Phase IIb trial for Tcelna in secondary progikesMS which, depending upon results, may detegmihether Merck elects to exercise
Option); whether Merck exercises its Option andsaf whether we receive any development or commération milestone payments
royalties from Merck pursuant to the Option; oupeiedence (if Merck exercises its Option) on th@weses and abilities of Merck for 1
further development of Tcelna; the efficacy of Teefor any particular indication, such as for relag remitting MS or secondary progres:
MS; our ability to develop and commercialize pragdyour ability to obtain required regulatory apgals; our compliance with all Food
Drug Administration regulations; our ability to aelt, maintain and protect intellectual propertyhtgy (including for Tcelna); the risk
litigation regarding our intellectual property righor the rights of third parties; the successhofitparty development and commercializa
efforts with respect to products covered by intlial property rights that we may license or transbur limited manufacturing capabiliti
our dependence on thighrty manufacturers; our ability to hire and retslilled personnel; our volatile stock price; arides risks detailed
our filings with the SEC. These forwalabking statements speak only as of the date méde.assume no obligation or undertaking to uf
any forwardlooking statements to reflect any changes in exbects with regard thereto or any change in everutsditions or circumstanc
on which any such statement is based. You shdwddever, review additional disclosures we make un Annual Report on Form 1K)
Quarterly Reports on Form 10-Q, and Current Reportsorm 8-K filed with the SEC.

Business Overview
Unless otherwise indicated, we use “Opexa,” “then@any,” “we,” “our” and “us” to refer to the busisses of Opexa Therapeutics, Inc.

Opexa is a biopharmaceutical company developing@raomalized immunotherapy with the potential t@ttrmajor illnesses, includii
multiple sclerosis (MS). This therapy is basedanproprietary Teell technology. Our mission is to lead the fiefdPoecision Immunothera,
™ by aligning the interests of patients, employees stmareholders. Information related to our produactdidate, Tcelna®s preliminary an
investigative. Tcelna has not been approved bytise Food and Drug Administration (FDA) or otheolghl regulatory agencies for marketi

MS is a chronic, often disabling disease that a$félte central nervous system (CNS), which is mgulef the brain, spinal cord and o)
nerves. MS attacks the covering surrounding neelks,cor myelin sheaths, leading to loss of myégtlemyelination) and nerve dame
Symptoms may be mild, such as numbness in the Jimbsevere, such as paralysis or loss of visidre Progress, severity and spec
symptoms of MS are unpredictable and vary from paeson to another. We believe that our product idae, Tcelna, has the potentia
fundamentally address the root cause of MS by @&tgpthe demyelination process and in supportinggéeeration of new myelin shea
where demyelination has occurred (remyelination).
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Tcelna is an autologous @ell immunotherapy that is currently being devebbf@ the treatment of Secondary Progressive M3ASPanc
is specifically tailored to each patiemimmune response profile to myelin. Tcelna isglesil to reduce the number and/or functional agtiv
specific subsets of myelin-reactivecélls (MRTCs) known to attack myelin. This techrgplavas originally licensed from Baylor College
Medicine in 2001.

Tcelna is manufactured using our proprietary metioodhe production of an autologousc&l product, which comprises the collectiol
blood from the MS patient and the expansion of MBRT@m the blood. Upon completion of the manufdoiprocess, an annual coursi
therapy consisting of five doses is cryopreservitieach dosing time point, a single dose of Tcédn@rmulated and attenuated by irradia
before returning the final product to the cliniséie for subcutaneous administration to the patient

Tcelna has received Fast Track designation fromRB& in SPMS, and we believe it is positioned apaiential first-tomarke
personalized T-cell therapy for MS patients. TheAFDFast Track program is designed to facilitateddrxeelopment and expedite the revie\
drug candidates intended to treat serious or lifedtening conditions and that demonstrate thenfiatéo address unmet medical needs.

Opexa was incorporated in Texas in March 1991. frincipal executive offices are located at 263%hrmlogy Forest Blvd., Ti
Woodlands, Texas 77381, and our telephone nursl{gsil) 775-0600.

T-Cell Therapy and Tcelna

Tcelna is a novel Eell immunotherapy in Phase IIb clinical developtien the treatment of patients with SPMS. It iscapositioned 1
enter Phase Il clinical development for the treatitnof patients with relapsing remitting MS (RRMS)bject to the availability of sufficie
resources. Tcelna is a personalized therapy thsdsifically tailored to each patiesttlisease profile. Tcelna is manufactured using Path
™ | our proprietary method for the production of digré-specific Teell immunotherapy which encompasses the colleatifdolood from th
MS patient, isolation of peripheral blood mononacleells, generation of an autologous pool of MRT&sed against selected peptides 1
myelin basic protein (MBP), myelin oligodendrocygl/coprotein (MOG) and proteolipid protein (PLPhdathe return of these expanc
irradiated T-cells back to the patient. These atided Teells are reintroduced into the patient via suboebas injection to trigger a therape
immune system response.

Abili-T Trial: Phase lIb Clinical Study in Patients with SPMS

In September 2012, we announced the initiationBhase Ilb clinical trial of Tcelna in patients wBPMS. The trial is entitled: A Phas
Double-Blind, Placebo Controlled Mulenter Study to Evaluate the Efficacy and Safety@dlna in Subjects with Secondary Progres
Multiple Sclerosis and has been named the “Abilitfial. The Abili-T trial is a double-blind, 1:1 mdomized, placeboentrolled study i
SPMS patients who demonstrate evidence of diseagggssion with or without associated relapses.tiibkis expected to enroll 180 patie
who have Expanded Disability Status Scale (EDS8)escbetween 3.0 and 6.0 at approximately 30 lgadiimical sites in the U.S. a
Canada. According to the study protocol, patievilisreceive two annual courses of Tcelna treatmoemisisting of five subcutaneous injecti
per year at weeks 0, 4, 8, 12 and 24.

The primary efficacy endpoint of the trial is therpentage of brain volume change (whole brain ayppt 24 months. Study investigal
will also measure several important secondary engsocommonly associated with MS including sustattisdase progression as measure
EDSS, changes in EDSS, time to sustained progresaimualized relapse rate (ARR), change in Mdtigtlerosis Functional Compo:
(MSFC) assessment of disability and change in Symigit Modality Test. Data on certain explorat@gdpoints such as quality of life met
as measured by the Multiple Sclerosis Quality ofeLinventory (MSQLI), magnetic resonance imagingRIM measures and immu
monitoring metrics are also being collected.

As part of the AbiliT trial, we are undertaking a comprehensive immuonmmmitoring program for all patients enrolled in tsteidy. Th
goals of this program are to further understancibkgy behind the mechanism of action for Tcednd to possibly identify novel biomark
that are dominant in the pathophysiology of SPM8ep#s. The program encompasses an analysis abuspro-inflammatory and anti-
inflammatory biomarkers. We believe that the blilhd#ata, which will be analyzed during the courseths trial, may potentially sigr
responders and naesponders. Directional movement of certain bioraeskwhen corroborated with final clinical trialtdamay be indicati\
of responders and disease stabilization or progmess

13




As of August 8, 2013, the Abill- clinical trial has randomized 68 patients. A sliled Data Safety Monitoring Board meeting tookcg
during the week of May 20, 2013, and a recommeadatias made to continue the study. The Abililinical study in North America
Tcelna is expected to complete enroliment of 18@&pts by late 2013 or early 2014, with the resgltiopline data expected to be availabl
the first half of 2016.

During the first quarter of 2013, the pace of orutoling clinical sites for the Abilf- clinical study was tempered pending the comphett
our negotiations with Ares Trading SA (“Merck”)wholly owned subsidiary of Merck Serono S.A., foe tOption (see “-Option and Licens
Agreement with Merck Seronogs well as financial considerations. Upon recefghe upfront payment of $5 million for grantinget®ption
we were able to refocus on execution of the Abititinical trial, including enrollment. The futuomsts of the study, which have been impe
by a slowed rate of enrollment prior to receiptied upfront payment of $5 million for granting tBtion, as well as the ongoing expense
our operations through the expected completion dhthe study and release of tbpe data, are estimated as of June 30, 2013 tuebeee!
$30-$32 million.

Our existing resources are not adequate to persnibwcomplete such study. In August 2013, we rag®eds proceeds of $18 milli
through an underwritten offering of 12 million sbarof our common stock. The net proceeds from siifening were approximately $1¢
million, after deducting underwriting discounts asr@mmissions and estimated offering expenses. Mfeted the underwriters a 3@y optiot
to purchase up to an additional 1.8 million shasésommon stock to cover oveflotments, if any. We will need to secure sigrafi
additional resources to complete the trial and stpgur operations during the pendency of the.tié believe that with the proceeds from
August 2013 offering, we have sufficient liquidity support our clinical trial activities into themnd half of 2014. Given our need
substantial amounts of capital to continue the iAbitlinical study in North America of Tcelna in SPM®Be intend to continue to expl
potential opportunities and alternatives to obthim significant additional resources, including amemore additional financings, that will
necessary to complete the Abllistudy and to support our operations during thedpacy of such study. There can be no assuranteutl
such financings or potential opportunities andratiives can be consummated on acceptable teriusalif

Option and License Agreement with Merck Serono

On February 4, 2013, we entered into an Optionlacense Agreement with Merck. Pursuant to the aigent, Merck has an option (
“Option”) to acquire an exclusive, worldwide (excluding Jgpaense of our Tcelna program for the treatmeni&. The Option may
exercised by Merck prior to or upon completion afr @wngoing AbiliT trial of Tcelna in patients with SPMS. Under ttegms of th
agreement, we received an upfront payment of $8omifor granting the Option. If the Option is exised, Merck would pay us an upfr
license fee of $25 million unless Merck is unaldetvance directly into a Phase Ill clinical tradlTcelna for SPMS without a further Phas
clinical trial (as determined by Merck), in whichkent the upfront license fee would be $15 milligifiter exercising the Option, Merck wot
be solely responsible for funding development, f&guy and commercialization activities for TcelmMS, although we would retain
option to cofund certain development in exchange for increasgdlty rates. We would also retain rights to heein Japan, certain rights w
respect to the manufacture of Tcelna, and rightsseofor other indications outside of MS.

Based upon the achievement of development milestopeéMerck for Tcelna in SPMS, we would be eligitdeeceive ond¢ime mileston
payments totaling up to $70 million as follows: ifijlestone payments aggregating $35 million if Tieels submitted for regulatory apprc
and commercialized in the United States; (ii) nideg payments aggregating $30 million if Tcelnaigbmitted for regulatory approval
Europe and commercialized in at least three majantries in Europe; and (iii) a milestone paymefir$® million if Tcelna is commercializt
in certain markets outside of the United StatesEmape. If Merck elects to develop and commerméglicelna in RRMS, we would be eligi
to receive milestone payments aggregating up ton$ilidn based upon the achievement by Merck ofowes development, regulatory and 1
commercial sale milestones.

If Tcelna receives regulatory approval and is comumaézed by Merck, we would be eligible to receik@yalties pursuant to a tiel
structure at rates ranging from 8% to 15% of anmglsales, with stepps over such range occurring when annual net sxlesed $5C
million, $1 billion and $2 billion. Any royalties euld be subject to offset or reduction in varioiteaions, including if third party rights ¢
required or if patent protection is not availaliieah applicable jurisdiction. We would also be mesgible for royalty obligations to certain tr
parties, such as Baylor College of Medicine froniclihwe originally licensed related technology.wié were to exercise an option to ftmd
certain of Merck$ development, the royalty rates payable by Mercoldld/be increased to rates ranging from 10% to ll&%ddition to royalt
payments, we would be eligible to receive ¢dinge commercial milestones totaling up to $85 il with $55 million of such mileston
achievable at annual net sales targets in exce®s lolion.
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SPMS Overview and Tcelna Mechanism of Action

SPMS is characterized by a steady accrual of irsivie disability, despite, in some cases, relagekbswed by remissions or clinic
plateaus. Older age at onset of MS diagnosisdssttongest predictor of conversion to SPMS. Malage a shorter time to conversiot
SPMS compared with females. Available immunomodiuaind immunosuppressive therapies used for RREM& mot been effective
SPMS. In clinical trials, these therapies have destrated antinflammatory properties as measured by the redudgtiovumber and volume
contrastenhancing or acutely inflammatory CNS lesions noashmonly seen in patients with RRMS. The typicaMSPpatient, however, h
little or no radiographic evidence of acute inflaatian. It is commonly observed that contragttancing CNS lesions are uncommon ar
these patients, despite a clearly deterioratingategic course.

The lack of effect of conventional MS therapeutitSPMS suggests that the cerebral deterioratianacherizing progressive disease
be driven by factors other than acute inflammatteor. instance, the immunopathology of SPMS is ntormgsistent with a transition to a chrc
T-cell dependent inflammatory type, which may enpass the innate immune response and persistewatmt of microglia cells.

Radiographic features that stand out among patigitks SPMS include significantly more atrophy ofigrmatter compared with RRM
patients. Of note, lonterm disability in MS in general appears more dypseorrelated to gray matter atrophy than to whitatte
inflammation. Such atrophy may be suggestive ofgpmssive clinical disability. Both clinically anddiographically, SPMS represent
disease process with certain features distinct ttowse of RRMS, and one with extremely limited tneent options.

Tcelna immunotherapy in SPMS may reduce the drigéthis chronic disease by down-regulating angielin immunity through primin
regulatory responses that may act in the peripasnyell as within the CNS. We believe that ounichl results show therapeutic subcutan
dosing of 30-45 million cells of Tcelna stimulatesst reactivity to the oveepresented MRTCs and, as a consequence, a doniegativ:
regulatory T-cell response is induced leading twmoegulation of similar endogenous disease-causiRg Cs.

We believe that Tcelna has the potential to induteip-regulation of regulatory cells, such as FaxpBeg cells and 1110 secreting Tr
cells, which may effect a reduction in inflammatiand provide neuroprotection should they gain etdrthe CNS. Data from our TER}
study showed statistically significant changes fitamseline (p=0.02) in Foxp3+ Treg cells for thesmilof Tcelna patients who had ARRL>
The placebo arm for this subset was not statisfichiferent from its baseline levels. Three SPg&ients from prior clinical studies, whi
blood samples were analyzed to measure Trl ceadis fortreatment and post treatment, showed areass in the levels of Trl cells from non
detectable levels to the range of healthy donoméesn These three patients who had relapses ipréeeding 1224 month period remain
relapse free during the 52-week assessment pembdlao showed a 57% to 67% reduction in MRTCs.

Current Treatment Options for SPMS

Only one product, mitoxantrone, is currently apgeb\for the indication of SPMS. However, as of 200fis drug carries a black b
warning, due to significant risks of decreaseddicsfunction, heart failure, and leukemia. The Aioan Academy of Neurology has issue
report indicating that these risks are even highan suggested in the original report leading ® htack box warning. Hence, a safe
effective treatment for SPMS remains a signifiaamnet medical need.

Tcelna Clinical Overview in SPMS

In multiple previously conducted clinical trialsrfthe treatment of patients with MS (which have rb&eeighted significantly towa
patients with RRMS), Tcelna has demonstrated ortkeofafest side effect profiles for any marketedevelopmenstage MS therapy, as w
as encouraging efficacy signals. A total of 144 ld&ients have received Tcelna in previously coretlidDpexa trials for RRMS a
SPMS. The therapy has been welerated in all subjects and has demonstratedxaellent overall safety profile. The most commaahe
effect is mild to moderate irritation at the sitieijection, which is typically resolved in 24 haurTcelna has been administered to a total
subjects with SPMS across three previous clinitaliss.

In a pooled assessment of data from 36 SPMS patiegdted in Phase | open label studies at theoB&dllege of Medicine completed
1998 and in Opexa sponsored studies completedd6 a6d 2007, approximately 80% of the 35 SPMS petizho completed two years
treatment showed disease stabilization as meabyr&dSS following two years of treatment with Taglmwith the other 20% showing sign:
progression. This compares to historical contathdvhich showed a progression rate of 40% in SPitints (as reported in ESIMS St
published in Hommes Lancet 2004). The 10 SPMSptiin Opexa sponsored studies showed a substattiection in ARR at two yee
from 0.5 to an ARR less than 0.1. Only 1 out &f fl® patients experienced one episode of relapsegdihe two years of assessment.
same cohort showed no worsening of physical orhpsiggical condition (key quality of life indicatoess measured by the MS Impact Sc
after two years of treatment with Tcelna. Additibyathere were no reported serious adverse eSAE&s) in any of the patients. Basec
preliminary data suggesting stabilized or improgishbility among SPMS subjects receiving Tcelna,bsbeve that further development
this product candidate in SPMS is warranted.
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Summary of Phase | Dose Escalation Study in |

A Phase 1 dose escalation study completed in 2086 eonducted in patients with both RRMS and SPM$ whkre intolerant «
unresponsive to current approved therapies for Mi®.openlabel, dose escalation study evaluated safety Bmdat benefit by administering
primary series of four treatments at one of thregedevels administered at baseline and weeks éiginf, and twelve. Results of the effic
analyses provide some evidence of the effectiveoi$selna in the treatment of MS. The follam-TERMS Phase IIb clinical study provit
further encouraging signs of efficacy in ARR andlfifle Sclerosis Impact Scale (MSE®). Data from the Phase | study evaluating the §
showed improvements in some subjects in compatsbaseline for weeks 20 and 28.

Subjects showed statistically significant improvemi@ overall reduction of MRTC counts over baselat all visits through week 52
subjects receiving 385 million cells per dose, as assessed by total ®Rdunt percentage changes. These data indicat&@tbia treatme
causes a depletion or immunomodulation of theds,aabst obvious at time points closer to the itfets.

Overall, results of the safety analyses indicatd treatment with Tcelna is welblerated. Reported adverse events were mostly o
moderate in intensity. Mild injection site reactsowere observed but all resolved rapidly withoaatment. In conclusion, data from this si
suggest that Tcelna is safe for the treatment of MS

Summary of Phase I/lIA Clinical Trial Data in MS

The second clinical study performed by Opexa wasmantabel extension study completed in 2007 to treéiepts who were previous
treated with Teell immunotherapy but who saw a rebound in MRT@vig. The purpose of this extension study wasdatinue evaluating tl
efficacy, safety and tolerability of Tcelna in atis with RRMS and SPMS with repeated administnadioT celna. Results of the study pros
evidence of the effectiveness of Tcelna in thettneat of MS with repeated dosing. Improvements flmageline at both week 28 and wee
of the extension study were observed for the fraqu®f MS exacerbations, or ARR. Evaluation of M@ component scores suggests a i
for Tcelna therapy in the improvement of physiaad @sychological parameters assessed by the M$I$he EDSS score analysis reveale
upward trend for the percentage of subjects thairted improvement and sustained improvement caseline as a result of Tcelna treatment.

Subjects showed statistically significant improvamever baseline in the MRTC counts for each timefpthrough month nine of t
extension study. These results indicate that Tcelwment results in a statistically significamtpiact on these cells. Overall, results of
safety analyses indicate that repeated treatmehtVgelna is welkolerated. Reported adverse events (AEs) were ynosttl or moderate |
intensity. Mild injection site reactions were obsai but all resolved rapidly without treatment.rthermore, results from this study sug:
that repeated dosing of Tcelna has a substantigetef reduction of ARR in subjects with MS andsweell-tolerated.

Summary of TERMS Phase IIb Clinical Trial Data in RMS

Tovaxin for Early Relapsing Multiple Slerosis (TERMS) was a Phase IlIb clinical study of TcelnaRRMS patients completed
2008. Although the study did not show statistigiginificance in its primary endpoint (the cumulatisumber of gadoliniunenhanced bra
lesions using MRI scans summed at various pointedrstudy), the study showed compelling eviderfaefficacy in various clinical and ot
MRI endpoints.

The TERMS study was a multi-center, randomized pteoblind, placebaontrolled trial in 150 patients with RRMS or higbkk Clinically
Isolated Syndrome. Patients received a total af Bubcutaneous injections at weeks 0, 4, 8, 122dndKey results from the TERMS tt
included:

° In the modified intent to treat patient populat@monsisting of all patients who received at least dase of study product and |

at least one MRI scan at week 28 or later (n=148®),ARR for Tcelndreated patients was 0.214 as compared to 0.3!
placeb«treated patients, which represented a 37% dechedsRR for Tcelna as compared to placebo in theegapopulation
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° In a prospective group of patients with more actigease (ARR>1, n=50), Tcelna demonstrated a S¥ction in ARR ¢
compared to placebo, an 88% reduction in wholenba&iophy and a statistically significant improverna disability (EDSS
compared to placebo (p<0.045) during th-week period following the administration of thelfaburse of treatment; ar

° In a retrospective analysis in patients naive &vipus disease modifying treatment, the resultsvsldahat patients, when treal
with Tcelna, had a 56% to 73% reduction in ARR usrglacebo for the various subsets and p valuggedaitom 0.009 to 0.0l

We remain committed to further advancing Tceln&®RMS at a later date assuming the availability udficient resources. For Ope
however, SPMS is an area which we believe represarttigher unmet medical need. Depending uporotiteome of further feasibili
analyses, the Tell platform may have applications in developmiaatments for other autoimmune disorders sucthasmatoid arthriti
Type 1 diabetes, and orphan indications such astimgraia gravis. The primary focus of Opexa rem#irsdevelopment of Tcelna in SPMS.

Other Opportunities

Our proprietary Teell technology has enabled us to develop intelldcproperty and a comprehensive sample databasemidly enab
discovery of novel biomarkers associated with MS.

We have developed (and, in part, licensed fromUhiersity of Chicago) a proprietary adult steml ¢ethnology to produce monocyte-
derived stem cells (MDSC) from blood. These MDS@ ba derived from a patient’s monocytes, exparsedvo , and then administered
the same patient. Our initial focus for this tedogy is the further development of this monocgirived stem cell technology as a platforn
the in vitro generation of highly specialized cells for potelnéipplication in autologous cell therapy for patewith diabetes mellitus. T
diabetes program is in an early (pre-clinical) depment stage.

Critical Accounting Policies

General. Our discussion and analysis of our financial caadiaind results of operations is based on our @iistatements, which he
been prepared in accordance with accounting pliegigenerally accepted in the U.S. The preparatfdhese financial statements require
to make estimates and judgments that affect thertegh amounts of assets, liabilities and expengés.base our estimates on histol
experience and on various other assumptions thdielieve to be reasonable under the circumstaticesesults of which form the basis
making judgments about the carrying values of asaed liabilities that are not readily apparentfrother sources. Actual results may d
from these estimates under different assumptiort®oditions. We believe the following critical aceing policies affect our most significi
judgments and estimates used in preparation ofimamcial statement:

Revenue Recognition. We adopted the provisions of FASB ASC 605, ReeeRecognition. ASC 605 requires that four basitede
must be met before revenue can be recognizedetsppsive evidence of an arrangement exists; (Rjedg has occurred or services rende
(3) consideration is fixed or determinable; andgdljectability is reasonably assured.

We evaluated the Merck Agreement and determinedttiea$5 million upfront payment from Merck hasrstaalone value. Opexa’
continuing performance obligations, in connectidthwhe $5 million payment, include the executiord @ompletion of the AbIliF clinical trial
in SPMS using commercially reasonable efforts atawn costs. As a staralene value term in the Merck Agreement, the $Sionilupfron
payment is determined to be a single unit of actingnand is recognized as revenue on a strdigatbasis over the exclusive option pe
based on the expected completion term of the Abdlinical trial in SPMS.

Stock-Based CompensationWe adopted the provisions of FASB ASC 718 whichalgisdhes accounting for equity instrume
exchanged for employee service. We utilize the Blacholes option pricing model to estimate the fatue of employee stock ba:
compensation at the date of grant, which requinesinput of highly subjective assumptions, inclgdexpected volatility and expected |
Changes in these inputs and assumptions can nmigtexifect the measure of estimated fair value aof sharebased compensation. Th
assumptions are subjective and generally requgeifgiant analysis and judgment to develop. Whetimeging fair value, some of t
assumptions will be based on, or determined fraxteraal data and other assumptions may be derikgd bur historical experience w
stockbased payment arrangements. The appropriate weigitice on historical experience is a matter dfjjuent, based on relevant facts
circumstances.

We estimated volatility by considering historicabek volatility. We have opted to use the simptifimethod for estimating expec
term of options as equal to the midpoint betweernviisting period and the contractual term.
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Research and DevelopmentThe costs of materials and equipment or facilitieat are acquired or constructed for researct
development activities and that have alternativeruuses are capitalized as tangible assets wtmrirad or constructed. The cost of s
materials consumed in research and developmentitasiand the depreciation of such equipment ailifees used in those activities i
research and development costs. However, the obststerials, equipment, or facilities acquiredconstructed for research and developt
activities that have no alternative future usescarssidered research and development costs arekpeased at the time the costs are incurred

Results of Operations and Financial Condition
Comparison of the Three Months Ended June 30, 204igh the Three Months Ended June 30, 2012

Revenue. Revenue of $348,837 related to the $5 million upfrpayment from Merck in connection with the Optiand Licens
Agreement was recognized for the three months eddad 30, 2013. No revenues were recognized dthimdghree months ended June
2012,

Research and Development ExpenseResearch and development expenses were $2,22308@:fthree months ended June 30, 2
compared with $1,558,208 for the three months eddee 30, 2012. The increase in expenses is phyntare to an increase in the procuren
and use of supplies for product manufacturing aedetbpment, the initiation of clinical sites andr@asing enroliment of patients for
ongoing clinical trial of Tcelna in SPMS and anrgese in the number of employees to support theinggelinical trial, and was partia
offset by costs associated with the training andlification activities preceding the commencementhe clinical trial in the second half
2012.

General and Administrative ExpensesGeneral and administrative expenses for the threthis ended June 30, 2013 were $750
compared with $529,566 for the three months ende@ B0, 2012. The increase in expense is due iacaease in business developn
activities and a modest increase in employees ppa@t the ongoing clinical trial and was partiatiffset by a decrease in legal and o
professional fees.

Depreciation and Amortization ExpensesDepreciation and amortization expenses for theetimenths ended June 30, 2013 \
$88,898, compared with $76,496 for the three moetided June 30, 2012. The increase in expenseeisodan increase in depreciation
laboratory and manufacturing equipment acquirethdu2012 and 2013 to support increased developawivities.

Interest Expense. Interest expense was $285,800 for the three moeided June 30, 2013, compared to $486 for tlee tmonth
ended June 30, 2012. The increase in interest sgpeas primarily related to the amortized debtaiist and interest on the July 25, 2
convertible secured promissory notes and the arabitin of the financing fees over the term of t&es. Interest expense for the three mc
ended June 30, 2012 related solely to the finanafrigsurance premiums.

Interest Income. Interest income was $3,066 for the three montttee June 30, 2013, compared to $59 for the thi@hm ende
June 30, 2012.

Net loss.We had a net loss for the three months ended JOn@@.3 of approximately $3.0 million, or $0.37 mrare (basic ai
diluted), compared with a net loss of approximatk®y16 million or $0.38 per share (basic and ddytor the three months ended June
2012. The increased net loss is primarily relateihtreases in staff and associated compensatists,dousiness development activities,
procurement and use of supplies for both our laboyaand our product manufacturing operations,ghgagement of clinical sites along v
the increasing enrollment of patients for the clihistudy of Tcelna in SPMS, and depreciation amerést expense, and was partially offse
an increase in revenue and decreases in profebdesm and costs associated with the training amalification activities preceding t
commencement of the clinical trial in the seconid ®&2012.

Comparison of the Six Months Ended June 30, 2013hnthe Six Months Ended June 30, 2012

Net Sales. Revenue of $568,937 related to the $5 million upfmayment from Merck in connection with the Optamd License
Agreement was recognized for the six months endad 30, 2013. No revenues were recognized dun@gik months ended June 30, 2012.

Research and Development ExpenseskResearch and development expenses were $3,84438& fsix months ended June 30, 2013,
compared with $3,048,305 for the six months endee B0, 2012. The increase in expenses is priyndui to an increase in the procurement
and use of supplies for product manufacturing ancktbpment, the initiation of clinical sites andngasing enrollment of patients for the
ongoing clinical trial of Tcelna in SPMS and anrg&se in the number of employees to support theingglinical trial, and was patrtially
offset by a decrease in costs associated withréiirgirig and qualification activities preceding tteenmencement of the clinical trial in the
second half of 2012.
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General and Administrative ExpensesGeneral and administrative expenses for the sixthsoanded June 30, 2013 were $1,853
compared with $1,345,762 for the six months endete B0, 2012. The increase in expense is due tocaease in business developn
activities and a modest increase in employeesppatithe ongoing clinical trial, and was partiadffset by a decrease in legal fees.

Depreciation and Amortization Expenses.Depreciation and amortization expenses for thensbnths ended June 30, 2013 v
$167,209, compared with $143,851 for the six morthded June 30, 2012. The increase in expenseeisodan increase in depreciation
laboratory and manufacturing equipment acquirethdu2012 and 2013 to support increased developactivities.

Interest Expense. Interest expense was $1,921,054 for the six nsoatided June 30, 2013, compared to $973 for thmenths ende
June 30, 2012. The increase in interest expensepnimarily related to the amortized debt discoant interest on both the July 2!
convertible secured promissory notes and the Jarfdr3 convertible promissory notes and the ametitim of the financing fees over the t
of the notes. Interest expense for the six moettted June 30, 2012 related solely to the finanafrigsurance premiums.

Interest Income. Interest income was $4,940 for the six monthsdntne 30, 2013, compared to $195 for the six nsoeitded June
30, 2012.

Net loss.We had a net loss for the six months ended Jun2((R of approximately $7.17 million, or $0.94 geare (basic and dilutec
compared with a net loss of approximately $4.54iom) or $0.79 per share (basic and diluted), fier $ix months ended June 30, 2012. The
increased net loss is primarily related to increaséusiness development activities, the procurdérmed use of supplies for our product
manufacturing and development operations, the esrgagt of clinical sites along with the increasimgofiment of patients for the clinical
study of Tcelna in SPMS, the hiring of key emplay/ée support the ongoing clinical trial, and deation and interest expense, and was
partially offset by an increase in revenue, a deswen legal fees, and a decrease in professieesaldnd costs associated with the training and
qualification activities preceding the commencenadtrthe clinical trial in the second half of 2012.

Liquidity and Capital Resources

Historically, we have financed our operations prilgerom the sale of debt and equity securities.@ June 30, 2013, we had cash
cash equivalents of $5,028,280, excluding $500df0@stricted cash which is subject to a depogitrad agreement in favor of the holder:
our July 2012 convertible notes.

During January 2013, we closed a private offeriogststing of convertible notes and Series J wasrempurchase common stock wt
generated $650,000 in gross proceeds, of whichepaid $550,000 and converted $100,000 to 77,03¢estaf our common stock duri
February 2013.

Also during January 2013, we sold 125,000 sharesuofcommon stock to Lincoln Park for gross proseefi$142,400 under a $.
million purchase agreement entered into in Noven#i?2. We also entered into a $15 million purchageeement and registration rig
agreement with Lincoln Park in November 2012. Bans to these agreements, we have the right tacseihcoln Park an aggregate of uj
$16.5 million in shares of our common stock, subfeaertain conditions and limitations. Under teems and subject to the conditions of
purchase agreements, Lincoln Park is obligatecutah@se up to an aggregate of $16.5 million in eshaf common stock (subject to cer
limitations) from time to time over a 3onth period. We may direct Lincoln Park, at ouestiscretion and subject to certain condition
purchase up to 100,000 shares of common stoclginlaepurchases, increasing to amounts of up tg0B00shares depending upon the clo
sale price of our common stock. In addition, weyrdimect Lincoln Park to purchase additional amewad accelerated purchases. The pur
price of shares of common stock related to theréutunding will be based on the prevailing markeétgs of such shares at the time of sale
over a period of up to 12 business days leadingpwuch time), but in no event will shares be goltlincoln Park on a day the common si
closing price is less than the adjusted minimurorfiorice of $1.00. As of August 13, 2013, we hawgkl 390,000 shares to Lincoln Park ul
the $1.5 million purchase agreement for gross mdsef $523,709, and we have a remaining commita@ount of $15,976,291 available
us through Lincoln Park purchase agreements. Hewelrere can be no assurance that we will be tableceive any or all of the additio
funds from Lincoln Park because the purchase agraentontain limitations, restrictions, requirensemvents of default and other provisi
that could limit our ability to cause Lincoln Pakbuy common stock from us.
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Pursuant to a waiver executed in February 2013hkyhiblders of in excess of two-thirds (B68%) of the principal amount of t
outstanding July 2012 convertible promissory nated accepted by Opexa, the amount of the cashcsubjthe deposit control agreement
reduced from $1 million to $500,000.

In February 2013, we entered into an Option anehse Agreement with Ares Trading SA (“Merckd wholly owned subsidiary
Merck Serono S.A. Pursuant to the agreement, Measkan option (the “Optiontp acquire an exclusive, worldwide (excluding Jgpeenst
of our Tcelna program for the treatment of MS. Tation may be exercised by Merck prior to or upom completion of the Phase 1lb tr
Under the terms of the agreement, we received &ontppayment of $5 million for granting the Optiolfi the Option is exercised, Met
would pay us an upfront license fee of $25 milliorless Merck is unable to advance directly intchade Il clinical trial of Tcelna for SPA
without a further Phase Il clinical trial (as detémed by Merck), in which event the upfront licerise would be $15 million. After exercisi
the Option, Merck would be solely responsible fanding development, regulatory and commercializatictivities for Tcelna in MS, althou
we would retain an option to dand certain development in exchange for increassdlty rates. We would also retain rights to Teeln
Japan, certain rights with respect to the manufaatfiTcelna, and rights outside of MS.

Also during February 2013, we sold an aggregate6@(618 shares of our common stock, for gross pagef $536,417, pursuant t
sales agreement entered into with Brinson Patretufties Corporation in September 2012 in connactith the implementation of an “at-
the-market’offering program. Pursuant to the sales agreementnay sell shares of our common stock directly the open market from tir
to time depending upon market demand, through alessagent, in transactions deemed to be an “atntirket” (“ATM") offering as defined
Rule 415 of the Securities Act of 1933. We havgistered up to 1,000,000 shares of our common sfockpotential sale under ti
program. As of August 13, 2013, 167,618 shareshlesth sold and 832,382 shares remain availabletime sale under the ATM facility.

We closed an offering in February 2013 of 1,083,884res of common stock and warrants to purchak®&8 shares of common st
for gross proceeds of $3,250,002.

We closed an offering in August 2013 of 12 millishares of common stock for gross proceeds of $18mior net proceeds
approximately $16.2 million after deducting undeting discounts and commissions and estimated iaffeexpenses. As part of the offeri
we agreed to not sell shares of our common stockupmt to our purchase agreements with Lincoln Batknder our ATM facility for a peric
of 90 days following such offering (or until Novests, 2013). With the proceeds raised from thignirfify, combined with the July 2012 n
offering and the February 2013 securities offering,have received the minimum $25 million in adsial capital that would allow us to el
to convert the July 2012 notes into Series A cdiiblerpreferred stock.

Our cash burn rate during the six months ended Bine2013, inclusive of the cost of our ongoing IABI clinical study, wa
approximately $855,000 per month. The cash bura iratthe second quarter of 2013 was lower tharalnéxpectations as certain cag
expenditures, clinical development expenditures lagdl expenses that were projected to be madegitine second quarter of 2013 w
deferred, but are expected to be made during ttensehalf of 2013. During the first half of 201Be pace of ofoarding clinical sites for tl
Abili- T clinical study was tempered pending the comphetib our negotiations with Merck for the Optionwsll as financial consideratiol
However, receipt of the upfront payment of $5 raillifor granting the Option allowed us to refocusexecution of the AbiliF clinical trial,
including enrollment. Significant activities in treonduct of the ADbili¥ clinical trial are expected to result in subsi@nincreases in o
monthly cash burn during the balance of 2013. \Atemate our projected burn rate during the remainde013 to average $1.2 million |
month. We believe that with the proceeds fromAhgust 2013 offering, we have sufficient liquidity support our clinical trial activities ir
the second half of 2014.

We currently intend to continue to use our avadatdsh to fund general corporate purposes (indudiorking capital and operatiol
purposes) and continue the ongoing Abili-T clinisaldy of Tcelna in SPMS. The Abiliclinical study in North America of Tcelna is exjpec
to complete enroliment of 180 patients by late 20t3arly 2014, with resulting tdpie data expected to be available in the firsf lod
2016. The estimated future costs of the studyckvhiave been impacted by a slowed rate of enroliqeor to receipt of the upfront paym
of $5 million for granting the Option, as well dgtongoing expenses of our operations throughxtheated completion date of the study
release of top-line data, are estimated to be EN880$32 million as of June 30, 2013. Our existing reses are not adequate to permit L
complete such study. We will need to secure sigaifi additional capital to continue and completettial and support our operations du
the pendency of the trial. If we are unable taagbadditional funding for operations beyond thejgeted runway, we will be forced to susp
or terminate our current ongoing clinical trial fbcelna, which may require us to modify our curreasiness plan and curtail various aspec
our operations, as well as implement significarst@eduction measures or potentially cease op@&satio

Given our need for substantial amounts of capitaiantinue the Abilit clinical study in North America of Tcelna in SPM&e intend t
continue to explore potential opportunities anéralatives to obtain the additional resources, lioly one or more financings, that will
necessary to complete the ongoing Phase IIb stadyt@ support ongoing operations during the penglericsuch study. There can be
assurance that any such financing arrangementstental opportunities and alternatives can be somated on acceptable terms, if at all.
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If Merck does not exercise the Option and acquiesexclusive, worldwide (excluding Japan) licenseur Tcelna program for MS, ot
we are not successful in attracting another paramel entering into a collaboration on acceptabtenge we may not be able to comp
development of or commercialize any product carntdidancluding Tcelna. In particular, we may be ueatp undertake, or complete,
planned Phase Il clinical study of Tcelna in SPM&.such event, our ability to generate revenunesachieve or sustain profitability would
significantly hindered and we may not be able taticme operations as proposed, requiring us to fpaalir business plan, curtail varic
aspects of our operations or cease operations.

We do not maintain any external lines of creditodt we need any additional capital in the futuegdnd the purchase agreements
Lincoln Park and our at-the-market program, managemwill be reliant upon “best effortddebt or equity financings. As our prospects
funding, if any, develop, we will assess our busin@lan and make adjustments accordingly. Althowghhave successfully funded
operations to date by attracting additional invessto our equity and debt securities, there is sgugance that our capital raising efforts wil
able to attract additional necessary capital faraperations in the future.

Assuming we are able to achieve financing whiclsufficient to continue the AbiliF study in North America and to support
operations during the pendency of such study, \eeatso able to concurrently manage a pivotal Phihgdinical study in RRMS in Nort
America in our present facility. Any such RRMS sasiwould also depend upon the availability of isight resources.

Off-Balance Sheet Arrangements

None.

Recent Accounting Pronouncements

For the six months ended June 30, 2013, there meeBrcounting standards or interpretations isshiatare expected to have a mat
impact on our financial position, operations oricisws.

Item 3. Quantitative and Qualitative Disclosures Alout Market Risk.

Not Applicable.
Item 4. Controls and Procedures .
Evaluation of Disclosure Controls and Procedures

We maintain disclosure controls and proceduresalatesigned to ensure that information requioelet disclosed by us in the rep:
that we file or submit to the Securities and Exgei€ommission under the Securities Exchange Aci9#4, as amended, is recorc
processed, summarized, and reported within the pier@ds specified by the Securities and Exchangm@r@issions rules and forms, and tl
information is accumulated and communicated tornanagement, including our principal executive aridgipal financial officer (whom w
refer to in this periodic report as our Certifyir@fficers), as appropriate to allow timely decisioregjarding required disclosure. (
management evaluated, with the participation of @entifying Officers, the effectiveness of our désure controls and procedures as of
30, 2013, pursuant to Rule 12&(b) under the Securities Exchange Act. Based tpanevaluation, our Certifying Officers concludibet, a
of June 30, 2013, our disclosure controls and phoees were effective.
Changes in Internal Control Over Financial Reporting

There were no changes in our internal control dwvancial reporting that occurred during our mastantly completed fiscal quarter t
have materially affected, or are reasonably likelynaterially affect, our internal control overdimcial reporting.
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PART Il

OTHER INFORMATION

ltem 1A. Risk Factors.

Reference is made to “Management’s Discussion analy&is of Financial Condition and Results of Ofierss — Forward-ooking
Statements” in Part I, Item 2 of this report. Altighn we believe that the expectations reflectechinfarwardiooking statements we make
reasonable, we caution you that these expectatiopsedictions may not prove to be correct or wey mat achieve the financial or operati
results or other benefits anticipated in the fodmmoking statements. Forwatdeking statements are subject to a number of reshe
uncertainties, which could cause our actual regaltgary materially from those suggested by thevésd{ooking statements. The followi
factors affect our business, our intellectual propehe industry in which we operate and our sities: The risks and uncertainties descr
below are not the only ones we face. Additionsksiand uncertainties not presently known or whietcurrently consider immaterial may &
have an adverse effect on our business. If anthefmatters discussed in the following risk factaesre to occur, our business, finan
condition, results of operations, cash flows orspexrts could be materially adversely affected,niaeket price of our common stock ca
decline and you could lose all or part of your istveent.

Risks Related to Our Business

We will be required to raise significant additionahpital, and our ability to obtain funding is unctain. If sufficient capital is not available
we may not be able to continue our operations asgwsed (including any Phase IIb clinical trial iniated or ongoing for Tcelna), whic
may require us to modify our business plan, curtaidrious aspects of our operations, cease operaian seek relief under applicak
bankruptcy laws.

As of June 30, 2013, we had cash and cash equisadé$5,028,280. During 2012, we closed a priwdtering in July 2012 consistil
of convertible secured notes and warrants to pgeclcammon stock which generated approximately $Mllibn in gross proceeds (of whi
$500,000 is held in a controlled account, and $E0D was released to us in January 2013). Theseedilsie secured notes are due July
2014, and to date, notes in the aggregate prineipalunt of $900,000 have been converted into shdr8eries A convertible preferred stc
which in turn, have been converted into an aggeeghP88,229 shares of common stock. From Nover2b&2 through January 2013, we ¢
an aggregate of 390,000 shares of our common stotkncoln Park for gross proceeds of $523,709 yam$ to our $1.5 million purche
agreement with Lincoln Park. We closed a privaferaig of unsecured convertible promissory notes\arrants to purchase common stoc
January 2013 which generated $650,000 in grossepdsc Upon receipt of the upfront payment from Merc February 2013, we repi
$550,000 principal amount plus accrued intereshefJanuary 2013 notes and converted the rema®ii6§,000 principal amount into share
common stock pursuant to the invessoglection to convert into equity. In February 204@ sold an aggregate of 167,618 shares ¢
common stock pursuant to a sales agreement exeont&gptember 6, 2012 with Brinson Patrick Se@&gi€Corporation acting as sales a
under an “at-the-markeffrogram, for gross proceeds of $536,417. On Fepdia2013, we entered into an Option and Licensee@gent wit
Merck pursuant to which we granted the Option tadldo acquire an exclusive, worldwide (excludirapdn) license to our Tcelna progi
for the treatment of MS in consideration for anropf payment of $5 million. On February 11, 2012 @losed on an offering of 1,083,:
shares of common stock and warrants to purchas@&8 shares of common stock for gross proceed8,869,002. On August 13, 2013,
closed an offering of 12 million shares of commuutk for gross proceeds of $18 million, or net preds of approximately $16.2 million a
deducting underwriting discounts and commissiond astimated offering expenses, and we granted tiierwriters a 3@ay option t
purchase up to an additional 1.8 million sharesomfimon stock to cover over-allotments, if any.

Our cash burn rate during the six months ended Biye2013, inclusive of the cost of our ongoing IABI clinical study, wa
approximately $855,000 per month. The cash bura iratthe second quarter of 2013 was lower thamalnéxpectations as certain caf
expenditures, clinical development expenditures lagdl expenses that were projected to be madegitine second quarter of 2013 w
deferred, but are expected to be made during ttensehalf of 2013. During this six-month periode fhace of orboarding clinical sites for tl
Abili- T clinical study was tempered pending the comptetid our negotiations with Merck for the Optionwasll as financial consideratiol
Upon receipt of the upfront payment of $5 milliasr granting the Option, we were able to refocusereacution of the Abili¥ clinical trial,
including enrollment. Significant activities in tfenduct of the Abilif clinical trial are expected to result in subsi@nincreases in o
monthly cash burn during the balance of 2013. ‘Wemate that our projected burn rate will incresan average of $1.2 million per month
the remainder of 2013. With the proceeds of our ustig?013 offering, we believe we have sufficienuidity to support our clinical tri
activities into the second half of 2014. Howevée Abili-T clinical study in North America of Tcelna is exped to complete enrollment
180 patients by late 2013 or early 2014, with r@sgltopdine data expected to be available in the firsf b&l2016. The future costs of 1
study, which have been impacted by a slowed raengiliment prior to receipt of the upfront paymeh&5 million for granting the Option,
well as the ongoing expenses of our operationsitiirahe expected completion date of the study aledse of topine data, are estimated as
June 30, 2013 to be between $R&2 million. Our existing resources are not adegtatpermit us to complete such study or the migjafi
it. We will need to secure significant addition@sources to complete the trial and support ouradjpss during the pendency of the trial.
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Given our need for substantial amounts of capdatdmplete the Phase Ilb clinical study for Tcelmé&PMS, we intend to continue
explore potential opportunities and alternativeslbtain the significant additional resources thdt be necessary to complete the Phasi
study and to support our operations during the geay of such study. These opportunities and atamms may include one or more additic
financing transactions. There can be no assurdmateahy such financings can be consummated on ttegerms, if at all. If we are una
to obtain additional funding for operations beydhd projected runway, we will be forced to suspenterminate our ongoing clinical trial 1
Tcelna, which may require us to modify our businpks, curtail various aspects of our operatioregse operations or seek relief ui
applicable bankruptcy laws.

Assuming we are able to achieve financing whiclsufficient to support the Phase llb study of TcelmaSPMS and to support ¢
operations during the pendency of such study, weao exploring a pivotal Phase Il clinical stuafyTcelna in RRMS. Any such study
Tcelna in RRMS would also depend upon the avaitgtof sufficient resources.

Other than the $1.5 million purchase agreementtla@&15 million purchase agreement we enteredwitto Lincoln Park on November
2012 and November 2, 2012, respectively, each aftwis subject to certain limitations and condipme have no sources of debt or ec
capital committed for funding and we must rely upast efforts thirgparty debt or equity funding. We can provide nsuaance that we w
be successful in any funding effort. The timingl aiegree of any future capital requirements wifleled on many factors, including:

e our ability to establish, enforce and maintainte& arrangements for research, developmentcaliiesting, manufacturii
and marketing

e the accuracy of the assumptions underlying oumesd#s for capital needs in 2013 and beyond asasdlbr the clinical study
Tcelna;

e scientific progress in our research and developipegrams;

e the magnitude and scope of our research and devielaprograms;

e our progress with preclinical development and chihirials;

e the time and costs involved in obtaining regulatpprovals;

e the costs involved in preparing, filing, prosecgtimaintaining, defending and enforcing patentatgiand
e the number and type of product candidates thatursue.

If we raise additional funds by issuing equity sé@@s (including pursuant to the $1.5 million pbase agreement and the $15 mil
purchase agreement with Lincoln Park), shareholdeng experience substantial dilution. Debt finaggiif available, may involve restricti
covenants that may impede our ability to operatebaisiness. Any debt financing or additional egtiitat we raise may contain terms that
not favorable to us or our shareholders. Thermiassurance that our capital raising efforts bellable to attract the capital needed to ex
on our business plan and sustain our operations.

If we are unable to obtain additional funding, waynmot be able to continue or complete the Phdwselihical study of Tcelna in SPMS
otherwise continue our operations as proposed,hwhigy require us to modify our business plan otailwarious aspects of our operations
we are unable to maintain an adequate level oftalapi may be necessary to cease operations ¢ redief under applicable bankrup
laws. In such event, our shareholders may los@téop or even all of their investment.

We may experience delays in our clinical trial edirment, which could result in increased costs to.us

Once a clinical trial has begun, recruitment angbément of subjects may be slower than we antigipb addition, clinical trials may ta
longer than we anticipate if we are required, diee it is necessary, to enroll additional sulgeaDur ongoing AbiliT clinical study in Nort
America of Tcelna is expected to complete enrolin@nl80 patients by late 2013 or early 2014, wéhulting topline data expected to
available in the first half of 2016. The future toef the study, which have been impacted by aetbimte of enrollment prior to receipt of
upfront payment of $5 million for granting the Qpti as well as the ongoing expenses of our opasatirough the expected completion
of the study and release of top-line data, arenestid as of June 30, 2013 to be betweendmillion. These estimated costs are partie
function of the pace of clinical trial enrollmeiatyd should enroliment timelines get delayed beyamndcurrent expectation, the estimated ¢
are likely to increase due to the additional openal expenses. Similarly, should additional pasdre enrolled in the trial, the costs are lil
to increase.
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We may make changes to discretionary R&D investnsahiat may have an impact on costs.

We are presently complementing the Afilielinical trial with an immune monitoring prograntxpenses associated with the imn
monitoring program are incurred at our discretionl @re not required to satisfy any FD#andated criteria. Consequently, we may r
changes to the parameters that are being analgpddhese changes may result in either increasddaveased expenses for the study.

We may also incur discretionary expenses relatedPhi@ase 1l development, manufacturing sagdéautomation and technolc
transfer. There is no assurance that any suchefetxpenses would be recovered by us.

Funding from our purchase agreements with Lincolnal’k may be limited or be insufficient to fund ourperations or to implement o1
strategy.

Under our $1.5 million purchase agreement and difr idillion purchase agreement with Lincoln Park, nvay direct Lincoln Park
purchase up to $16.5 million of shares of commoglkstsubject to certain limitations and conditiooger a 30month period. From Novemt
2012 through January 2013, we sold an aggregaB®@D00 shares to Lincoln Park pursuant to the #illon purchase agreement, and
issued an aggregate of 56,507 initial commitmemtresh and 3,585 additional commitment shares in extion therewith. There can be
assurance that we will be able to receive anylasfahe additional funds from Lincoln Park becadise $1.5 million purchase agreement
the $15 million purchase agreement contain linota&i restrictions, requirements, events of defantt other provisions that could limit «
ability to cause Lincoln Park to buy common stoaaf us, including that the closing price of ourcktés at least $1.00 and that Lincoln F
own no more than 4.99% of our common stock undei$th5 million purchase agreement or no more th8a% of our common stock unt
the $15 million purchase agreement. In additiordeurthe applicable rules of the NASDAQ Capital Markf we seek to issue shares wil
may be aggregated with shares sold to Lincoln Rader the $1.5 million purchase agreement and fifendillion purchase agreement
excess of 1,151,829 shares or 19.99% of the torahwn stock outstanding as of the date of the $illBmpurchase agreement, we may
required to seek shareholder approval in ordeetmltompliance with the NASDAQ Capital Market mlés part of the August 2013 offeri
we agreed not to sell shares pursuant to our psechgreements with Lincoln Park or under our “attrarket’program for a period of 90 de
following such offering (or until November 5, 2013¥ollowing November 5, 2013, we may sell sharfesus common stock to Lincoln Pe
under the purchase agreements.

The extent to which we rely on Lincoln Park as arse of funding will depend on a number of factangjuding the amount of workil
capital needed, the prevailing market price of common stock and the extent to which we are ablgeture working capital from ott
sources. If obtaining sufficient funding from Lln Park were to prove unavailable or prohibitivdljutive, we would need to secure ano
source of funding.

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

We have not generated any profits since our entiy the biotechnology business and we have incwigificant operating losses.
expect to incur additional operating losses forftireseeable future. We have not received, andaveot expect to receive for at least the
several years, any revenues from the commeratadiz of any potential products. We do not hawe sources of revenues as of the date h
and may not have any in the foreseeable future.

Our business is at an early stage of developménte are largely dependent on the success of our pmpa¢tandidate, Tcelna, and we cant
be certain that Tcelna will receive regulatory agpal or be successfully commercialized.
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Our business is at an early stage of developmeatd@hot have any product candidates that have letedpatestage clinical trials nor
we have any products on the market. We have ordyppaduct candidate, Tcelna, which has progress#tetstage of being studied in hur
clinical trials in the United States. In Septemd@t2, we announced the initiation of a Phase lidysbf Tcelna in patients with SPMS. We
still in the very early stages of identifying anshducting research on any other potential proddatslna, and any other potential products,
require regulatory approval prior to marketinghe United States and other countries. Obtainin spgroval requires significant research
development and preclinical and clinical testinge Wvay not be able to develop any products, to pli&gjulatory approvals, to continue clin
development of Tcelna, to enter clinical trials @my development activities) for any other prodoahdidates or to commercialize |
products. Tcelna, and any other potential produntsy prove to have undesirable or unintended sffdets or other characteristics adver
affecting their safety, efficacy or costfectiveness that could prevent or limit their .ugeny product using any of our technology may fa
provide the intended therapeutic benefits or taeaghtherapeutic benefits equal to or better thanstandard of treatment at the time of te:
or production.

We might be unable to service our debt due to &«latcash flow or otherwise fail to comply with tes of the convertible secured promiss
notes or related agreements and might be subjeaiétault. The convertible secured promissory notee secured by a pledge of all of ¢
assets. The issuance of securities upon the corigersf such notes and/or the exercise of warranssuied in tandem with such notes v
result in significant dilution for our shareholders

On July 25, 2012, we closed a private offering extimg of 12% convertible secured notes and wasrémtpurchase shares of comr
stock which generated approximately $4.1 milliorgiess proceeds ($500,000 of which is held in @roied account). The notes mature
July 25, 2014 and accrue interest at the rate &b p2r annum, compounded annually. Interest is pgaysémiannually in either cash
registered shares of common stock at our elecliba.notes are secured by substantially all of seets and are convertible into a new cla
nonvoting Series A convertible preferred stock. Théesocan be converted into Series A convertibleegprefl stock at the option of 1
investors at a price of $100.00 per share, subjenértain limitations and adjustments. Additiopallie can elect to convert the notes into S
A convertible preferred stock if (i) our common ckacloses at or above $10.00 per share for 20 catige trading days or (ii) we achie
certain additional funding milestones to continue dinical trial program. These milestones in@dyd) executing a strategic agreement w
partner or potential partner by which we will reeeB minimum of $5 million to partially fund, or aption to partner with us for, our Phas
clinical trial for Tcelna in patients with SPMS afy) receiving a minimum of $25 million in additiahcapital (including the note offeri
proceeds) from any partner, potential partner gr @ther source. With the proceeds raised from thte nffering and the February 2013
August 2013 securities offerings, we have recetbedminimum $25 million in such additional capitald could elect to convert the notes
Series A convertible preferred stock. The Seriesofwvertible preferred stock accrues dividendshat rate of 8% per annum, which
cumulative and payable seminually in either cash or registered shares ofcttramon stock at our election. The Series A cdihle
preferred stock is convertible into shares of aummon stock at the option of the holders at a poic&3.1225 per share, subject to cel
limitations and adjustments. Additionally, we cdace to convert the Series A convertible prefersgack into common stock if our commr
stock closes at or above $16.00 per share for B8exitive trading days. To date, secured promjssates in the aggregate principal am
of $900,000 have been converted into shares oéSériconvertible preferred stock which, in turnyddeen converted into an aggrega
288,229 shares of common stock. No shares of SAr@nvertible preferred stock are outstandingfdke date hereof.

As a result of antd@ilution adjustments since the closing of the 2O12 secured promissory note financing, up to 120 shares
common stock are issuable if all of the 12% corblkertsecured promissory notes outstanding as ofiéite hereof are converted to Serie
convertible preferred stock and such stock is ttaverted into shares of our common stock. Thehodders were granted certain registra
rights for the shares of common stock underlyirggrtbtes and the warrants issued in July 2012.

The warrants have a five-year term and, as a re$alhti-dilution adjustments since the closing of the B2 secured promissory n
financing, (i) have an adjusted exercise price 266 per share and (ii) are exercisable for an exggge of 1,436,121 shares of comi
stock. We can redeem the warrants at $0.01 pee $heur common stock closes at or above $10.0Gpare for 20 consecutive trading days.

As part of the security interest in all of our assgranted to the noteholders, $500,000 of thegads is maintained as of the date here
a controlled account. This amount was previouglyrifllion; however, in January 2013 we issued thteholders fiveyear warrants to acqu
an aggregate of 187,500 shares of our common stoak exercise price of $1.21 per share in exchéorgle reduction of such amount.

If we do not make the required payments when ditleereat maturity, or at applicable installment pegnt dates, or if we breach ot
terms of the convertible secured notes or relagr@eaments, the noteholders could elect to declhren@ounts outstanding, together v
accrued and unpaid interest, to be immediatelyahtpayable. Even if we were able to prepay thleafaount in cash, any such repayn
could leave us with little or no working capital four business. If we are unable to repay thoseuans, the noteholders will have a first cl
on our assets pledged under the convertible seauted. If the noteholders should attempt to flosezon the collateral, it is unlikely that th
would be any assets remaining after repayment linofusuch secured indebtedness. Any default uriderconvertible secured notes
resulting foreclosure would have a material adveffet on our financial condition and our abilitycontinue our operations.
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We have provided Merck with the Option, which prdes Merck with the opportunity, if exercised, tontml the development ar
commercialization of Tcelna in MS.

In February 2013, we granted the Option to Merthe Option permits Merck to acquire an exclusiverldwide (excluding Japan) licer
of our Tcelna program for the treatment of MS. Thaion may be exercised by Merck prior to or ugompletion of our ongoing Phase
trial of Tcelna in patients with SPMS. If Merckeggises the Option, Merck would be solely respdadibr funding development, regulat
and commercialization activities for Tcelna in Mthough we would retain an option to ftmd certain development in exchange for incre
royalty rates. We would also retain rights to Tieeln Japan, certain rights with respect to the ufeture of Tcelna, and rights outside
MS. In consideration for the Option, we receiveduafront payment of $5 million and may be eligitdereceive an option exercise fee as
as milestone and royalty payments based on achieveof development and commercialization milestofiég rights we have relinquishec
our product candidate Tcelna, including developnat commercialization rights, may harm our abitdygenerate revenues and achie\
sustain profitability.

If Merck exercises the Option, we would becomearglion Mercks resources and efforts with respect to Tcelna $ M such an eve
Merck may fail to develop or effectively commercial Tcelna for a variety of reasons, including tkiatrck:

e does not have sufficient resources or decidesondévote the necessary resources due to internatraints such as limited c
or human resource

e decides to pursue a competitive potential product;

e cannot obtain the necessary regulatory approvals;

e determines that the market opportunity is not etive; or

e cannot manufacture or obtain the necessary maténialufficient quantities from multiple sourcesabta reasonable cost.

If Merck does not exercise the Option, we may bahlmto enter into a collaboration with any othetemtial partner on acceptable term
at all. We face competition in our search for pars from other organizations worldwide, many obwhare larger and are able to offer n
attractive deals in terms of financial commitmemtsntribution of human resources, or developmemtufacturing, regulatory or commer:
expertise and support.

If Merck does not exercise the Option, and we atesnccessful in attracting another partner andrerg into collaboration on accepta
terms, we may not be able to complete developmieot commercialize any product candidate, includiiogina. In such event, our ability
generate revenues and achieve or sustain profiyabibuld be significantly hindered and we may @ able to continue operations
proposed, requiring us to modify our business ptartail various aspects of our operations or cepsgations.

We will need regulatory approvals for any producardidate, including Tcelna, prior to introductionot the market, which will requir
successful testing in clinical trials. Clinical tals are subject to extensive regulatory requirengrdand are very expensive, ti-consuming
and difficult to design and implement. Any productindidate, such as Tcelna, may fail to achieve egsary safety and efficacy endpoi
during clinical trials in which case we will be urizle to generate revenue from the commercializateomd sale of our products.

Human clinical trials are very expensive and difficto design and implement, in part because they smbject to rigorous FLC
requirements, and must otherwise comply with feldestate and local requirements and policies of feglical institutions where they .
conducted. The clinical trial process is also ttwasuming. We estimate that the Phase IIb clirtiial in North America of our lead prodi
candidate, Tcelna, in SPMS will complete enrolimieyptiate 2013 or early 2014, with the resulting-time data expected to be available in
first half of 2016. In addition, we anticipate tlaapivotal Phase Ill clinical trial would be nesasy before an application could be submitte:
approval of Tcelna for SPMS. Failure can occuarat stage of the trials, and problems could be @mteved that would cause us or Merck
the event the Option is exercised) to be unabiritiate a trial, or to abandon or repeat a clihtcal.
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The commencement and completion of clinical triadsjuding the continuation and completion of theaBe IIb clinical trial of Tcelna
SPMS, may be delayed or prevented by several fdtwluding:

e FDA or IRB objection to proposed protocols;

e discussions or disagreement with the FDA over ttegaacy of trial design to potentially demonstraffectiveness, at
subsequent design modificatiol

e unforeseen safety issues;

e determination of dosing issues and related adjustisne
e lack of effectiveness during clinical trials;

e slower than expected rates of patient recruitment;

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

e challenges to patient monitoring and data collectlaring or after treatment (for example, patiefadure to return for follow-
up visits); anc

e failure of medical investigators to follow our dtial protocols.

In addition, we, Merck (if the Option is exerciseol) the FDA (based on its authority over clinicalidies) may delay a propos
investigation or suspend clinical trials in progred any time if it appears that the study may migeificant risks to the study participant:
other serious deficiencies are identified. Pramapproval of any product candidate, the FDA mtéeeine that the data demonstrate s
and effectiveness. The large majority of drug edaies that begin human clinical trials fail to derstrate the desired safety and effic
characteristics.

Furthermore, changes in regulatory requirementsgamdiance may occur and we may need to amend alitrial protocols, or otherwi:
modify our intended course of clinical developmeéatreflect these changes. This, too, may impaettsts, timing or successful completio
a clinical trial. In light of widely publicized ems concerning the safety risk of certain drug pois, regulatory authorities, member:
Congress, the U.S. Government Accountability Offiteedical professionals and the general public haised concerns about potential ¢
safety issues. These events have resulted in thelnaval of drug products, revisions to drug labglihat further limit use of the drug produ
and establishment of risk management programsntiagt for instance, restrict distribution of drugpgucts. The increased attention to «
safety issues may result in a more cautious apprbgahe FDA to clinical trials. Data from clinic&ials may receive greater scrutiny v
respect to safety, which may make the FDA or otkgulatory authorities more likely to terminatendal trials before completion or reqt
longer or additional clinical trials that may resil substantial additional expense and a deldgiture in obtaining approval or approval fc
more limited indication than originally sought.

Even if regulatory approval is obtained for anydarct candidate, such as Tcelna, any such approaglba subject to limitations on 1
indicated uses for which it may be marketed. Oulitatio generate revenues from the commercial@atand sale of any potential produ
whether directly or through any development arramgiet (such as where Merck exercises the Optiorh)owilimited by any failure to obtain
limitation on necessary regulatory approvals.

If Merck exercises the Option, Merck would be spledsponsible for funding development, regulatarg aommercialization activities 1
Tcelna in MS, although we would retain an optiorcdefund certain development in exchange for ineedaoyalty rates.

We will rely on third parties to conduct our clina trials and perform data collection and analysiwhich may result in costs and delays t
may hamper our ability to successfully develop aswmmercialize any product candidate, including Tiel

Although we have participated in the design andagament of our past clinical trials, we do not hthesability to conduct clinical trie
directly for any product candidate, including TaeliWe will need to rely on contract research orzmtions, medical institutions, clinic
investigators and contract laboratories to conductclinical trials and to perform data collectiand analysis, including the Phase b trie
Tcelna in patients with SPMS.
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Our clinical trials may be delayed, suspended niteated if:

e any third party upon whom we rely does not sucediystarry out its contractual duties or regulatayligations or me
expected deadline

e licenses needed from third parties for manufactuiinorder to conduct Phase lll trials or to cortdzammercial manufacturin
if applicable, are not obtaine

e any such third party needs to be replaced; or

e the quality or accuracy of the data obtained bythiirel party is compromised due to its failure tthare to clinical protocols
regulatory requirements or for other reas«

Failure to perform by any third party upon whom vedy may increase our development costs, delayatility to obtain regulatol
approval and prevent the commercialization of argdpct candidate, including Tcelna. While we bedigliat there are numerous alterne
sources to provide these services, we might nathbe to enter into replacement arrangements withelstys or additional expenditures if
were to seek such alternative sources.

If we fail to identify and license or acquire othgaroduct candidates, we will not be able to expand business over the long terr
We have targeted MS as the first disease to beupdrsff our Teell platform technology. As a platform technolodlere exists tt
potential to address other autoimmune diseasesthgthechnology. Minimal work has been done oets$ite lead MS indication. Our busin
over the long term is substantially dependent on ahility to develop, license or acquire produchdidates and further develop them
commercialization. The success of this strategpedds upon our ability to expand our existing platf or identify, select and acquire the r
product candidates. We have limited experiencetifyéng, negotiating and implementing economicaligble product candidate acquisiti
or licenses, which is a lengthy and complex praocédso, the market for licensing and acquiringdguot candidates is intensely competit
and many of our competitors have greater resouttas we do. We may not have the requisite cap@aburces to consummate proc
candidate acquisitions or licenses that we identiffulfill our strategy.
Moreover, any product candidate acquisition thatlweomplete will involve numerous risks, including
e difficulties in integrating the development progréonthe acquired product candidate into our exgsthperations;
e diversion of financial and management resourcas e&isting operations;
e risks of entering new potential markets or techg@s;
e inability to generate sufficient funding to offsetquisition costs; and
e delays that may result from our having to performanticipated preclinical trials or other tests @ product candidate.
We are dependent upon our management team and allsmuanber of employees.
Our business strategy is dependent upon the skilsknowledge of our management team. If anycatitmployee leaves, we may
unable on a timely basis to hire suitable replaceméo operate our business effectively. We algerate with a very small number

employees and thus have little or no backup caipalfdr their activities. The loss of the servicgfsany member of our management tea
the loss of just a few other employees could haveterial adverse effect on our business and sesfiliperations.
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If we fail to meet our obligations under our liceesagreements, we may lose our rights to key tecbhgigls on which our business depen

Our business depends on licenses from third parfibese third party license agreements impose atidigs on us, such as paymnr
obligations and obligations diligently to pursuevelepment of commercial products under the licensatbnts. We may also need to ¢
additional licenses as we move into Phase lligréald, if applicable, the commercial stage of dpmra. These licenses may require incre
payments to the licensors. If a licensor believrs e have failed to meet our obligations undiécemse agreement, the licensor could se
limit or terminate our license rights, which cou&hd to costly and timeensuming litigation and, potentially, a loss oé ticensed right
During the period of any such litigation, our atyilto carry out the development and commercialiratof potential products could
significantly and negatively affected. If our licsee rights were restricted or ultimately lost, ability to continue our business based or
affected technology platform could be adverselgctéd.

Our research and manufacturing facility is not lagenough to manufacture product candidates, suchTalna, for certain clinical trial
or, if such clinical trials are successful, commaeat applications.

We conduct our research and development in a 1G@08re foot facility in The Woodlands, Texas, whiecludes an approximately 1,2
square foot suite of three rooms for the manufactdirT-cell therapies. We believe our facility should édkie capacity to support full clinit
development of Tcelna in North American trials ®PMS. It is not sufficient, however, to supporinal trials outside North Ameri
including Europe and Asia, if required, or the coenamal launch of Tcelna. In this case, we woulddchto expand our manufacturing staff
facility, obtain a new facility, contract with caymte collaborators or other third parties to assigh future drug production a
commercialization, or defer to Merck (in the eviir@ Option is exercised) to address manufactuengirements.

In the event that we decide to establish a commlkscale manufacturing facility, we will require sudostial additional funds and will
required to hire and train significant numbers wipboyees and comply with applicable regulationsicilare extensive. We do not have fL
available for building a manufacturing facility,diave may not be able to build a manufacturing figcihat both meets regulatory requirem
and is sufficient for our commercial-scale manufacg.

We may arrange with third parties for the manufeectf our future products, if any. However, ourdhparty sourcing strategy may |
result in a cost-effective means for manufactuongfuture products. If we employ thighrty manufacturers, we will not control many asg
of the manufacturing process, including compliafgethese third parties with current Good ManufaowrPractice (cGMP) and ott
regulatory requirements. We further may not be dblebtain adequate supplies from thgarty manufacturers in a timely fashion
development or commercialization purposes, and ceriad quantities of products may not be availatbéen contract manufacturers
acceptable costs.

If any product we may eventually have is not acagpby the market or if users of any such produceamable to obtain adequate cover:
of and reimbursement for such product from governmend other third-party payors, our revenues antbfitability will suffer.

In the instance of Tcelna, if Merck exercises thiéh then our ability to achieve revenue will lpdndent upon the efforts and succe
Merck in developing and commercializing Tcelna. @bility to successfully commercialize any prodwet may eventually have, to the ex
applicable, and/or our ability to receive any ravemssociated with Tcelna in the event Merck egescthe Option, will depend in signific
part on the extent to which appropriate coverageamd reimbursement for such product and any relateatments are obtained fr
governmental authorities, private health insurerd ather organizations, such as health maintenanganizations, or HMOs. Thirparty
payors are increasingly challenging the prices gddifor medical products and services. We canrmtigle any assurances that thparty
payors will consider any product cost-effectivepoovide coverage of and reimbursement for suchympdn whole or in part.

Uncertainty exists as to the coverage and reimmgsé status of newly approved medical products serdices and newly approv
indications for existing products. Third-party pay may conclude that any product is less safs,dbsically effective, or less cosffective
than existing products, and thipdrty payors may not approve such product for amyerand reimbursement. If adequate coverage ¢
reimbursement for any product from thipdsty payors cannot be obtained, physicians mai hiow much or under what circumstances
will prescribe or administer them. Such reductiorimitation in the use of any such product woultlise sales to suffer. Even if thipesty
payors make reimbursement available, payment lemaisnot be sufficient to make the sale of any surdduct profitable.

In addition, the trend towards managed health ratbe United States and the concurrent growthrgémizations such as HMOs, wh
could control or significantly influence the pursleaof medical services and products, may reslittadequate coverage of and reimbursel
for any product we may eventually have. Many thpedty payors, including in particular HMOs, are fuing various ways to redt
pharmaceutical costs, including, for instance,ube of formularies. The market for any product aejseon access to such formularies, w
are lists of medications for which thipghrty payors provide reimbursement. These formagaare increasingly restricted, and pharmace!
companies face significant competition in theiroe§ to place their products on formularies of HM&w other thirgarty payors. Th
increased competition has led to a downward prigingssure in the industry. The cost containmentsomes that thirgrarty payors ai
instituting could have a material adverse effecbonability to operate profitably.
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Any product candidate, such as Tcelna, if approvéat sale, may not gain acceptance among physiciapatients and the medic
community, thereby limiting our potential to genearevenues.

Even if a product candidate, such as Tcelna, isom@al for commercial sale by the FDA or other regaly authorities, the degree
market acceptance of any approved product candmafghysicians, healthcare professionals and théndy payors, and our profitability a
growth, will depend on a number of factors, inchgli

e demonstration of efficacy;

e relative convenience and ease of administration;

e the prevalence and severity of any adverse sidetsff

e availability and cost of alternative treatmentgludding cheaper generic drugs;

e pricing and cost effectiveness, which may be suligecegulatory control;

o effectiveness of sales and marketing strategieth#oproduct and competition for such product;

e the product labeling or product insert requiredhsy FDA or regulatory authority in other countriasd
e the availability of adequate third-party insuraso@erage or reimbursement.

If any product candidate does not provide a treatmegimen that is as beneficial as the currentdsted of care or otherwise does
provide patient benefit, that product candidateapproved for commercial sale by the FDA or othegutatory authorities, likely will ni
achieve market acceptance and our ability to gémeeaenues from that product candidate would bstsmtially reduced.

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

As a public company, we are required to comply vilie Sarbane®xley Act of 2002, or SOX, as well as rules andutation:
implemented by the SEC and The NASDAQ Stock MaiRASDAQ). Changes in the laws and regulations diffigcpublic companie
including the provisions of SOX and rules adoptgdhe SEC and bNASDAQ, have resulted in, and will continue to résn, increased cos
to us as we respond to their requirements. Giverridks inherent in the design and operation arivdl controls over financial reporting,
effectiveness of our internal controls over finaheeporting is uncertain. If our internal contrale not designed or operating effectively.
may not be able to conclude an evaluation of otarival control over financial reporting as requicrdve or our independent registered pt
accounting firm may determine that our internaltominover financial reporting was not effective.dddition, our registered public accoun
firm may either disclaim an opinion as it relategrtanagemerg’assessment of the effectiveness of our inteordtals or may issue an adve
opinion on the effectiveness of our internal colstraver financial reporting. Investors may lose fadence in the reliability of our financi
statements, which could cause the market pricaunfcommon stock to decline and which could affaat ability to run our business as
otherwise would like to. New rules could also matkenore difficult or more costly for us to obtairertain types of insurance, includ
directors’ and officersliability insurance, and we may be forced to aceepticed policy limits and coverage or incur sutitsadly higher cost
to obtain the coverage that is the same or sindlasur coverage as of the date hereof. The imphthese events could also make it n
difficult for us to attract and retain qualifiedrpens to serve on our Board of Directors, our Baamthmittees and as executive officers.
cannot predict or estimate the total amount ofctiets we may incur or the timing of such costsaimply with these rules and regulations.

Under the corporate governance standards of NASD\@ajority of our Board of Directors and each memdf our Audit Committe
must be an independent director. If any vacanmiesur Board or our Audit Committee occur that neede filled by independent directc
we may encounter difficulty in attracting qualifipgérsons to serve on our Board and, in particolar,Audit Committee. If we fail to attre
and retain the required number of independent @irecwe may be subject to SEC enforcement prongedind delisting of our common st
from the NASDAQ Capital Market.
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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 t
use the disputed technologies and prevent us framsping research and development or commercialipatiof potential products, such
Tcelna.

If third party patents or patent applications cantdaims infringed by either our licensed techmyl@r other technology required to m
or use our potential products, such as Tcelnasant claims are ultimately determined to be validre can be no assurance that we wou
able to obtain licenses to these patents at amebocost, if at all, or be able to develop oragbglternative technology. If we are unabl
obtain such licenses at a reasonable cost, wén(tite event the Option is exercised, Merck witbpext to Tcelna) may not be able to dev
any affected product candidate commercially. Thoene be no assurance that we will not be obligedefend ourselves (or, in the event
Option is exercised, Merck with respect to Tcelimagourt against allegations of infringement ofrthparty patents. Patent litigation is v
expensive and could consume substantial resouraksraate significant uncertainties. An adverseame in such a suit could subject u
significant liabilities to third parties, requirésguted rights to be licensed from third parties;eguire us to cease using such technology.

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

Our ability to compete effectively is dependent mpmbtaining patent protection relating to our tembgies. The patent positions
pharmaceutical and biotechnology companies, inodiurs, are uncertain and involve complex andwengllegal and factual questions. -
coverage sought in a patent application can beedeani significantly reduced before or after theepais issued. Consequently, we do not k
whether pending patent applications for our tecbgwlwill result in the issuance of patents, ornfydassued patents will provide signific.
protection or commercial advantage or will be ainmented by others. Since patent applications @cees until the applications are publis
(usually 18 months after the earliest effectivendjl date), and since publication of discoveriesha scientific or patent literature often |
behind actual discoveries, we cannot be certaintki@inventors of our owned or licensed intelletforoperty rights were the first to make
inventions at issue or that any patent applicatminissue were the first to be filed for such iri@ms. There can be no assurance that p:
will issue from pending patent applications olisgued, that such patents will be of commerciaklieto us, afford us adequate protection f
competing products, or not be challenged or dedlamealid.

For our licensed intellectual property, we haveitiah control over the amount or timing of resourtiest are devoted to the prosecutio
certain of such intellectual property. Due to tlsisk of control and general uncertainties in theepeprosecution process, we cannot be
that any licensed patents will result from licensgaplications or, if they do, that they will be mi@ined. Issued U.S. patents require
payment of maintenance fees to continue to bercefoWe rely on licensors to do this and theilufai to do so could result in the forfeiture
patents not timely maintained. Many foreign pat#fites also require the payment of periodic atiesito keep patents and patent applica
in good standing. As we may not maintain contrarahie payment of all such annuities, we cannatrasgou that our licensors will timely
such annuities and that the granted patents andimepatent applications will not become abandornedaddition, our licensors may hz
selected a limited amount of foreign patent pradectand therefore applications have not been filecdnd foreign patents may not have t
perfected in, all commercially significant counsiie

The patent protection of product candidates, suclicelna, involves complex legal and factual qoesti To the extent that it would
necessary or advantageous for any of our licenisarsoperate or lead in the enforcement of ounbeel intellectual property rights, we car
control the amount or timing of resources suchigges devote on our behalf or the priority theycplan enforcing such rights. We may nc
able to protect our intellectual property rightgiagt third party infringement, which may be difficto detect. Additionally, challenges may
made to the ownership of our intellectual propeidirts, our ability to enforce them, or our undertylicenses.

We cannot be certain that any of the patents issued or to our licensors will provide adequatet@ction from competing products. (
success will depend, in part, on whether we ofioansors can:

° obtain and maintain patents to protect our prodantidates such as Tcelna;

° obtain and maintain any required or desirable Besnto use certain technologies of third partidschvmay be protected
patents

° protect our trade secrets and know-how;
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° operate without infringing the intellectual propesind proprietary rights of others;
° enforce the issued patents under which we holdsjgmnd
° develop additional proprietary technologies thatzatentable.
The degree of future protection for our proprietaghts (owned or licensed) is uncertain. For eglam

° we or our licensor might not have been the firstrtake the inventions covered by pending patentiegiins or issue
patents owned by, or licensed to,

° we or our licensor might not have been the firdileopatent applications for these inventions;

° others may independently develop similar or altéveatechnologies or duplicate any of the techn@sgowned by, «
licensed to, us

° it is possible that none of the pending patentiapfbns owned by, or licensed to, us will resaoltdsued patents;

° any patents under which we hold rights may not i®wus with a basis for commercially viable produchay not provide |
with any competitive advantages or may be challdrinethird parties as invalid, or unenforceableamd.S. or foreign law
or

° any of the issued patents under which we hold sighay not be valid or enforceable or may be circemted successfully
light of the continuing evolution of domestic ammtdign patent laws

Confidentiality agreements with employees and othenay not adequately prevent disclosure of our ®askcrets and other propriete
information and may not adequately protect our itiextual property, which could limit our ability taompete.

We rely in part on trade secret protection in omdgorotect our proprietary trade secrets and wmtatl knowhow. However, trade secr
are difficult to protect, and we cannot be certhit others will not develop the same or similahtelogies on their own. We have taken s
including entering into confidentiality agreemewtish our employees, consultants, outside scientifitaborators and other advisors, to prc
our trade secrets and unpatented kimmm. These agreements generally require that ther giarty keep confidential and not disclose ted
parties all confidential information developed bg fparty or made known to the party by us durirggaburse of the party’relationship with u
We also typically obtain agreements from theseigmithich provide that inventions conceived by phety in the course of rendering serv
to us will be our exclusive property. However,gh@greements may not be honored and may notieffigcassign intellectual property rigl
to us. Further, we have limited control, if anyepthe protection of trade secrets developed bylicensors. Enforcing a claim that a pi
illegally obtained and is using our trade secretkrmw-how is difficult, expensive and time consuming, dhe outcome is unpredictable.
addition, courts outside the United States mayebe Willing to protect trade secrets or knb@w. The failure to obtain or maintain trade se
protection could adversely affect our competitiesigion.

A dispute concerning the infringement or misappragtion of our proprietary rights or the proprietaryrights of others could be tin
consuming and costly, and an unfavorable outcomeiltbharm our business.

A number of pharmaceutical, biotechnology and ottmnpanies, universities and research institutienge filed patent applications
have been issued patents relating to cell ther@imells, and other technologies potentially relevianor required by our product candic
Tcelna. We cannot predict which, if any, of suclplegations will issue as patents or the claims timéght be allowed. We are aware ¢
number of patent applications and patents claimsgof modified cells to treat disease, disordenjary.

There is significant litigation in our industry ragling patent and other intellectual property sghiVvhile we are not subject to any pen
intellectual property litigation as of the datedwft and are not aware of any such threatenedtiitig, we may be exposed to future litigatior
third parties based on claims that our product ickates, such as Tcelna, or their methods of us@ufaaturing or other technologies
activities infringe the intellectual property righdf such third parties. If our product candidasessh as Tcelna, or their methods of manufa
are found to infringe any such patents, we may haveay significant damages or seek licenses usdehn patents. We have not condu
comprehensive searches of patents issued to thittep relating to Tcelna. Consequently, no asswaan be given that thigghrty patent
containing claims covering Tcelna, its method oé ws manufacture do not exist or have not beemnl fdad will not be issued in t
future. Because some patent applications in thiketrStates may be maintained in secrecy untilptients are issued, and because [
applications in the United States and many forgigisdictions are typically not published until #®nths after filing, we cannot be certain
others have not filed patent applications that miditure into issued patents that relate to oureatior future product candidates that could
a material effect in developing and commercializomge or more of our product candidates. A patefddr could prevent us from importii
making, using or selling the patented compounds.nvélg need to resort to litigation to enforce oueliectual property rights or to determ
the scope and validity of thirdarty proprietary rights. Similarly, we may be sdijto claims that we have inappropriately usedisclose:
trade secrets or other proprietary informationhifck parties. If we become involved in litigatiahcould consume a substantial portion of
managerial and financial resources, regardlesshetiver we win or lose. Some of our competitors tmayble to sustain the costs of com
intellectual property litigation more effectivellgan we can because they have substantially gnesgteurces. We may not be able to afforc
costs of litigation. Any legal action against usoar collaborators could lead to:
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e payment of actual damages, royalties, lost profitstentially treble damages and attornefe®s, if we are found to ha
willfully infringed a third part’s patent rights

e injunctive or other equitable relief that may effeely block our ability to further develop, comneélize and sell our products;

e Wwe or our collaborators having to enter into licasrangements that may not be available on coniafigracceptable terms
at all; or

e significant cost and expense, as well as distraafour management from our business.
As a result, we could be prevented from commeumiiadi current or future product candidates.
Risks Related to Our Industry
We are subject to stringent regulation of our prociucandidates, such as Tcelna, which could delaye&lepment and commercialization.

We, our thirdparty contractors, suppliers and partners (sudideask, in the event the Option is exercised, wéhpect to Tcelna), and «
product candidates, such as Tcelna, are subjestritment regulation by the FDA and other regulatagencies in the United States ant
comparable authorities in other countries. Nonewfproduct candidates can be marketed in theedr8tates until it has been approved b
FDA. No product candidate of ours has been apploaed we may never receive FDA approval for amgdpcet candidate. Obtaining FI
approval typically takes many years and requiréstsuntial resources. Even if regulatory approsaltitained, the FDA may impose signific
restrictions on the indicated uses, conditionsueg and labeling of such products. Additionallyg #DA may require postpproval studie
including additional research and development dinital trials. These regulatory requirements mayitlthe size of the market for the prod
or result in the incurrence of additional costsiyAdelay or failure in obtaining required approvetsuld substantially reduce our ability
generate revenues.

In addition, both before and after regulatory apptowe, our partners and our product candidatesh as Tcelna, are subject to nume
FDA requirements covering, among other things,ingstmanufacturing, quality control, labeling, adisng, promotion, distribution ai
export. The FDAS requirements may change and additional governnegundations may be promulgated that could affegtaur partners a
our product candidates, such as Tcelna. Givemuhaber of recent high profile adverse safety eveiitts certain drug products, the FDA n
require, as a condition of approval, costly risknagement programs, which may include safety suaveié, restricted distribution and
patient education, enhanced labeling, special macgaor labeling, expedited reporting of certairverde events, preapproval of promotic
materials and restrictions on direct-to-consumeedtsing. Furthermore, heightened Congressionaitisy on the adequacy of the FDsAdru¢
approval process and the agescgfforts to assure the safety of marketed drugsltesl in the enactment of legislation addressing dafet
issues, the FDA Amendments Act of 2007. This lagizn provides the FDA with expanded authority iodeug products after approval and
FDA's exercise of this authority could result in delaysncreased costs during the period of produgeligpment, clinical trials and regulat
review and approval, and increased costs to assomgpliance with new postpproval regulatory requirements. We cannot pretlie
likelihood, nature or extent of government regwiatthat may arise from this or future legislationadministrative action, either in the Uni
States or abroad.
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In order to market any of our products outsidehaf United States, we and our strategic partnerdie@masees must establish and cor
with numerous and varying regulatory requiremefitstioer countries regarding safety and efficacypigval procedures vary among counti
and can involve additional product testing and talaal administrative review periods and the tineguired to obtain approval in otl
countries might differ from that required to obt&DA approval. The regulatory approval processthrer countries may include all of the ri
detailed above regarding FDA approval in the Unigtdtes. Approval by the FDA does not automatjcahd to the approval of authorit
outside of the United States and, similarly, appftdoy other regulatory authorities outside the BahiStates will not automatically lead to F
approval. In addition, regulatory approval in arwuntry does not ensure regulatory approval interotbut a failure or delay in obtain
regulatory approval in one country may negativetpact the regulatory process in others. Our prodacdidates, such as Tcelna, may n
approved for all indications that we request, whiebuld limit uses and adversely impact our poténtigyalties and product sales. S
approval may be subject to limitations on the iatiéd uses for which any potential product may bekatad or require costly, postarketing
follow-up studies.

If we fail to comply with applicable regulatory neicements in the United States and other countaiegng other things, we may be suk
to fines and other civil penalties, delays in apprg or failure to approve a product, suspensiowitindrawal of regulatory approvals, prod
recalls, seizure of products, operating restrigjdnterruption of manufacturing or clinical triaigjunctions and criminal prosecution, an)
which would harm our business.

We may need to change our business practices toppmwith health care fraud and abuse regulationsp@ our failure to comply with suc
laws could adversely affect our business, finanataindition and results of operations.

If Merck exercises the Option, Merck would be spledsponsible for funding development, regulatarg @ommercialization activities 1
Tcelna in MS, although we would retain an optiorcédund certain development in exchange for increaegdlty rates. Otherwise, if we i
successful in achieving approval to market one orenof our product candidates, our operations kglldirectly, or indirectly through ¢
customers, subject to various state and federatifeand abuse laws, including, without limitatiome federal AntiKickback Statute and Fa
Claims Act. These laws may impact, among othemgthiour proposed sales, marketing, and educatimgrgms.

The federal AntiKickback Statute prohibits persons from knowinghdawillfully soliciting, offering, receiving or pnading remuneratiol
directly or indirectly, in exchange for or to indueither the referral of an individual, or the fishing or arranging for a good or service,
which payment may be made under a federal heatthmagram such as the Medicare and Medicaid pragr&everal courts have interpre
the statutes intent requirement to mean that if any one puwpmisan arrangement involving remuneration is uge referrals of fedel
healthcare covered business, the statute has li@ated. The AntiKickback Statute is broad and prohibits many areamgnts and practic
that are lawful in businesses outside of the heaithindustry. Recognizing that the AKickback Statute is broad and may technically fvi
many innocuous or beneficial arrangements, Congret®rized the Department of Health and HumaniGesy Office of Inspector General,
OIG, to issue a series of regulations, known asshte harbors.These safe harbors set forth provisions that] their applicable requiremet
are met, will assure healthcare providers and gplaeties that they will not be prosecuted under Ahé-Kickback Statute. The failure o
transaction or arrangement to fit precisely withire or more safe harbors does not necessarily theait is illegal or that prosecution will
pursued. However, conduct and business arrangsrtteattdo not fully satisfy each applicable safdbbamay result in increased scrutiny
government enforcement authorities such as the ®I&halties for violations of the federal Aktickback Statute include criminal penal
and civil sanctions such as fines, imprisonment possible exclusion from Medicare, Medicaid andeottederal healthcare programs. M
states have also adopted laws similar to the féderid Kickback Statute, some of which apply to the refeaf patients for healthcare items
services reimbursed by any source, not only theiddeel and Medicaid programs.

The federal False Claims Act prohibits persons florowingly filing or causing to be filed a falseath to, or the knowing use of fa
statements to obtain payment from, the federal gowent. Suits filed under the False Claims Act,wnas “qui tam”actions, can be broug
by any individual on behalf of the government andhsindividuals, sometimes known as “relators”ragre commonly, as “whistleblowers,”
may share in any amounts paid by the entity togtheernment in fines or settlement. The frequenciiliofy of qui tam actions has increa:
significantly in recent years, causing greater neralof healthcare companies to have to defendse F2lhims Act action. When an entit
determined to have violated the federal False (Hafmt, it may be required to pay up to three tinttes actual damages sustained by
government, plus civil penalties. Various stategehaso enacted laws modeled after the federakRasims Act.

In addition to the laws described above, the Helalurance Portability and Accountability Act ofd9®created two new federal crim
healthcare fraud and false statements relatingeédticare matters. The healthcare fraud statateilfits knowingly and willfully executing
scheme to defraud any healthcare benefit prograohding private payors. A violation of this stius a felony and may result in fin
imprisonment or exclusion from government sponsgesgrams. The false statements statute prohilitsvingly and willfully falsifying
concealing or covering up a material fact or malkang materially false, fictitious or fraudulent tet@ent in connection with the delivery of
payment for healthcare benefits, items or servidesiolation of this statute is a felony and magult in fines or imprisonment.
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If our operations are found to be in violation afyaf the laws described above and other applicsialie and federal fraud and abuse |
we may be subject to penalties, including civil amnidninal penalties, damages, fines, exclusion fgowernment healthcare programs, anc
curtailment or restructuring of our operations.

If our competitors develop and market products thate more effective than our product candidatesethmay reduce or eliminate o
commercial opportunities.

Competition in the pharmaceutical industry, pattdy the market for MS products, is intense, arelexpect such competition to conti
to increase. We face competition from pharmaceliind biotechnology companies, as well as numeacagemic and research instituti
and governmental agencies, in the United Statesadndad. Our competitors have products that haen lapproved or are in advan
development and may succeed in developing drudsatkamore effective, safer and more affordablenore easily administered than ours
that achieve patent protection or commercializatamoner than our products. Our most significanimpetitors are fully integrat
pharmaceutical companies and more establishedchiotéogy companies. These companies have signifjcgreater capital resources
expertise in research and development, manufagtiursting, obtaining regulatory approvals, andkating than we currently do. Howe\
smaller companies also may prove to be significarpetitors, particularly through proprietary resbadiscoveries and collaborat
arrangements with large pharmaceutical and eskeddlidbiotechnology companies. In addition to thepetitors with existing products tl
have been approved, many of our competitors atedurlong in the process of product developmedtaso operate large, compafurdec
research and development programs. As a resultcampetitors may develop more competitive or afédnle products, or achieve ea
patent protection or further product commercial@athan we are able to achieve. Competitive prtedaotay render any products or proc
candidates that we develop obsolete.

Our competitors may also develop alternative thesaghat could further limit the market for any guets that we may develop.
Rapid technological change could make our produotssolete

Biopharmaceutical technologies have undergone rapétisignificant change, and we expect that thélycentinue to do so. As a res!
there is significant risk that our product candédatsuch as Tcelna, may be rendered obsolete conmmical by new discoveries before
recover any expenses incurred in connection withr tHevelopment. If our product candidates, suciTeslna, are rendered obsolete
advancements in biopharmaceutical technologiesfuture prospects will suffer.

Consumers may sue us for product liability, whicbwdd result in substantial liabilities that exceealr available resources and damage 1
reputation.

Developing and commercializing drug products estailynificant product liability risks. Liability aims may arise from our and
collaborators’ use of products in clinical trialsdathe commercial sale of those products.

In the event that any of our product candidatesimes an approved product and is commercializedswnars may make product liabi
claims directly against us and/or our partnersi{sag Merck, in the event the Option is exerciseth vespect to Tcelna), and our partnet
others selling these products may seek contributiom us if they incur any loss or expenses relateduch claims. We have insurance
covers clinical trial activities. We believe oursurance coverage as of the date hereof is reagoadbtiuate at this time. However, we
need to increase and expand this coverage as waeoce additional clinical trials, as well as largeale trials, and if any product candida
approved for commercial sale. This insurance mayrodibitively expensive or may not fully cover ogpotential liabilities. Our inability 1
obtain sufficient insurance coverage at an accéptedist or otherwise to protect against potentraldpct liability claims could prevent
inhibit the regulatory approval or commercializatiof products that we or one of our collaboratasedop. Product liability claims could he
a material adverse effect on our business andtsestibperations. Liability from such claims cowdgceed our total assets if we do not pre
in any lawsuit brought by a third party allegingtlan injury was caused by one or more of our prtsdu
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Health care reform measures could adversely affeat business

The business and financial condition of pharmacalfind biotechnology companies are affected byeffugts of governmental and third-
party payors to contain or reduce the costs oftheare. In the United States and in foreign glictons, there have been, and we expec
there will continue to be, a number of legislatased regulatory proposals aimed at changing thettheare system. For example, in s
countries other than the United States, pricingrefscription drugs is subject to government contmald we expect proposals to implen
similar controls in the United States to contindeother example of reform that could affect ousibess is drug reimportation into the Un
States (i.e., the reimportation of approved druggirally manufactured in the United States badk ithe United States from other count
where the drugs were sold at lower prices). Itiv&s in this regard could decrease the price wangr potential collaborators receive for
product candidates if they are ever approved ftw, salversely affecting our future revenue growth @otential profitability. Moreover, t
pendency or approval of such proposals could réswdtdecrease in our stock price or adverselycaffar ability to raise capital or to obt
strategic partnerships or licenses.

Risks Related to Our Securities

There is currently a limited market for our securds, and any trading market that exists in our seities may be highly illiquid and may n
reflect the underlying value of our net assets ardiness prospects.

Although our common stock is traded on the NASDAg&pital Market, there is currently a limited market our securities and there «
be no assurance that an active market will eveeldgv Investors are cautioned not to rely on thesfimlity that an active trading market n
develop.

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

We are required to meet certain qualitative andrfaial tests (including a minimum stockholdezguity requirement of $2.5 million a
bid price for our common stock of $1.00 per shaoejnaintain the listing of our common stock on MASDAQ Capital Market, and o
common stock is in jeopardy of being delisted. rAported in this Form 1Q Quarterly Report for the period ended June 3@032@u
stockholders’ equity of $1,341,611 was below thaimum stockholderséquity of $2.5 million required by NASDAQ to maiiriacomplianc
and our common stock could be subject to delistidigwever, on August 13, 2013, we raised grossgads of $18 million through the sale
shares of our common stock in an underwritten pudblfering, or net proceeds of approximately $1&iflion after deducting underwritir
discounts and commissions and estimated offeripgemeses, and we believe that the proceeds of suehokahares of our common st
enabled us to attain the required level of stoatés’ equity to maintain compliance. While we axereising diligent efforts to maintain 1
listing of our common stock on NASDAQ, there cannpeassurance that we will be able to maintain d@npe with the stockholdes’equit
standard in the future.

We previously received a staff deficiency lettesnfr NASDAQ on November 26, 2012 notifying us tha¢ ttockholdersequity o
$2,339,285 as reported in our Quarterly Report ormF10-Q for the period ended September 30, 2012hetow the minimum stockholders’
equity of $2.5 million required for continued lisg on NASDAQ. We were provided 45 calendar daysyriil January 10, 2013, to subm
plan to regain compliance with the minimum stockieot’ equity standard. We submitted such a plan anéé accepted, with NASDAQ th
granting us an extension until May 15, 2013 to emize compliance with the minimum stockholderguity standard. Upon executing the
we attained the necessary stockholder equity landlsubsequently received notice from NASDAQ thathad regained compliance with
listing standard and the matter was closed in Ma}32

It is also possible that we could fail to satisfyother NASDAQ requirement for continued listingafr stock, such as the minimum
price, the market value or number of publicly helthres or number of shareholders, or a corporatergance requirement. For exam
during portions of 2008 and 2009, our stockholdergiity was below the continued listing standarcuiesment of $2.5 million and the t
price for our common stock was below $1.00 per estfar periods of time, and our common stock wagewpardy of being deliste
Additionally, during 2010 and 2011, the tradingcprbf our common stock was minimally above $1.00spare for certain periods of time, i
our stock closed below $1.00 per share from Decer2@#1 through part of December 2012. In Febru®3/22 we received a staff deficier
letter from NASDAQ indicating that our common stdeliled to comply with the minimum bid price regeinent because it traded below
$1.00 minimum closing bid price for 30 consecutialing days, and after an initial and an extergtede period, and implementation of a one
for-four reverse stock split of our common stock on éeber 14, 2012, we regained compliance with th@@minimum closing bid pric
listing standard and NASDAQ notified us that thetterawas closed in January 2013. However, thenebeano assurance that the closing
price of our common stock will continue to stay edthe minimum continued listing standard.

We may receive additional future notices from NASD#hat we have failed to meet its requirements, @odeedings to delist our st
could be commenced. In such event, NASDAQ rulesfiars to appeal any delisting determination toASRAQ Hearings Panel. If we ¢
unable to maintain or regain compliance in a timmlgnner and our common stock is delisted, it cda@dmore difficult to buy or sell o
common stock and obtain accurate quotations, an@rioe of our stock could suffer a material dezliDelisting may also impair our ability
raise capital.
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As our share price is volatile, and you may notdiale to resell our shares at a profit or at a

The market prices for securities of biopharmacalitand biotechnology companies, and eathge drug discovery and developn
companies like us in particular, have historicégen highly volatile and may continue to be higtdjatile in the future. The following facto
in addition to other risk factors described in théstion, may have a significant impact on the mtapkice of our common stock:

the development status of any drug candidates, asidfcelna, including clinical study results antedainations by regulato
authorities with respect there!

the initiation, termination, or reduction in theope of any collaboration arrangements (such aslaewents involving Merc
and the Option Agreement, including a decision bgrdk to exercise or not exercise the Option) or digputes c
developments regarding such collaboratic

announcements of technological innovations, newrmerial products or other material events by ounpetitors or us;
disputes or other developments concerning our @ty rights;

changes in, or failure to meet, securities andlgstsvestors’ expectations of our financial perfance;

additions or departures of key personnel,

discussions of our business, products, financidlop@ance, prospects or stock price by the findremal scientific press a
online investor communitie:

public concern as to, and legislative action wéhpect to, the pricing and availability of prestidp drugs or the safety of drt
and drug delivery technique

regulatory developments in the United States aridrigign countries; or

dilutive effects of sales of shares of common stogkis or our shareholders, including Lincoln Parkd sales of common stc
acquired upon exercise or conversion by the holdewsarrants, options or convertible not

Broad market and industry factors, as well as egpo@nd political factors, also may materially achady affect the market price of ¢
common stock.

We may be or become the target of securities lifigia, which is costly and time-consuming to defend.

In the past, following periods of market volatililg the price of a company’securities or the reporting of unfavorable nesesurity
holders have often instituted class action litigati If the market value of our securities exper@eradverse fluctuations and we bec
involved in this type of litigation, regardless thie outcome, we could incur substantial legal cast$ our managementattention could t
diverted from the operation of our business, causimr business to suffer.

Our “blank check” preferred stock could be issued to prevent a busgn&ombination not desired by management or our omiy

shareholders

Our charter authorizes the issuance of “blank chec&ferred stock with such designations, rights aredlerences as may be determine
our Board of Directors without shareholder approv@lr preferred stock could be utilized as a methiodiscouraging, delaying, or preveni
a change in our control and as a method of prevgrshareholders from receiving a premium for tls@i@res in connection with a chang

control.
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Future sales of our common stock in the public matkcould lower our stock price.

In July 2012, we closed a private offering conegtof convertible secured notes and warrants tohmse common stock which gener:
approximately $4.1 million in gross proceeds, ofashhnotes in the aggregate principal amount of $30D have been converted into share
Series A convertible preferred stock which, in turave been converted into an aggregate of 28&R2&s of common stock. From Noven
2012 through January 2013, we sold an aggrege88@D00 shares to Lincoln Park pursuant to the &illn purchase agreement and iss
an additional 56,507 shares as initial commitmédraras and 3,585 shares as additional commitmemeshln January 2013, we iss
$650,000 principal amount of unsecured convertiiptemissory notes of which $100,000 was convertéal 77,034 shares of common stoc
$1.298125 per share and the remaining $550,000irmdipal amount plus accrued interest was rep&idrchasers of such notes also rece
five-year warrants to acquire an aggregate of 243,7&feshof our common stock at an exercise price df4bper share. Pursuant to a S
Agreement executed on September 6, 2012, we haystered for sale up to 1,000,000 shares of comstook through Brinson Patri
Securities Corporation acting as sales agent itaathe-market’program. In February 2013, we sold an aggregate6@f618 shares of ¢
common stock pursuant to such at-tharket program for gross proceeds of $536,417. €urirary 11, 2013, we closed on an offerin
1,083,334 shares of common stock and warrantsrthpse 541,668 shares of common stock for grosepds of $3,250,002. On August
2013, we closed an offering of 12 million shareofmmon stock for gross proceeds of $18 millionner proceeds of approximately $1
million after deducting underwriting discounts acmimmissions and estimated offering expenses, andramted the underwriters a 8@y
option to purchase up to an additional 1.8 millghrares of common stock to cover oadiotments, if any. There can be no assuranceotn
capital raising efforts will be able to attract tepital needed to execute on our business plasastdin our operations.

Sales of a substantial number of additional shafesir common stock in the public market could eatle market price of our comrr
stock to decline. An aggregate of 20,114,790 shafecommon stock were outstanding as of August2033. As of such date, anothel
1,089,500 shares of common stock were issuable agertise of outstanding options, (ii) 3,069,11arsk of common stock were issui
upon the exercise of outstanding warrants, and1(ji20,007 shares were issuable if all of thetanting 12% convertible secured promis:
notes were converted to Series A convertible prefestock and such stock was then converted irgrestof common stock.

A substantial majority of the outstanding shareswfcommon stock are freely tradable without retstm or further registration under
Securities Act of 1933. We may sell additionalrsiseof common stock, as well as securities corhertnto or exercisable for common stc
in subsequent public or private offerings. We nadso issue additional shares of common stock, dbkagesecurities convertible into
exercisable for common stock, to finance futureusitions. Among other requirements, we will needaise significant additional capital
order to complete the Phase llb clinical study oélfia in SPMS, and this may require us to issugbatantial amount of securities (includ
common stock as well as securities convertible ort@xercisable for common stock). We cannot ptettiie size of future issuances of
common stock, as well as securities convertible artexercisable for common stock, or the effdanly, that future issuances and sales o
securities will have on the market price of our coom stock. Sales of substantial amounts of ourncom stock, as well as securi
convertible into or exercisable for common stockluding shares issued in connection with an adiprsor securing funds to complete
clinical trial plans, or the perception that suakes could occur, may adversely affect prevailiragkat prices for our common stock.

The sale or issuance of our common stock to Lincdkark may cause dilution and the sale of the shamfscommon stock acquired
Lincoln Park, or the perception that such sales magcur, could cause the price of our common stookall.

Under the $1.5 million purchase agreement and $illbmpurchase agreement with Lincoln Park, we ndagct Lincoln Park to purcha
up to $16.5 million of shares of common stock, eabfo certain limitations and conditions, overOan®onth period. We have sold an aggre
of 390,000 shares to date under the $1.5 milliorchmase agreement. Additionally, we issued LincankP56,507 shares of common stoc
initial commitment shares and have issued an agtgegf 3,585 additional commitment shares, and imdlge future issue up to an additic
109,428 shares of common stock as additional comemit shares, as a fee for its commitment to puecki@s shares under the $1.5 mil
purchase agreement and the $15 million purchasseawmt. The number of shares ultimately offeredséde by Lincoln Park is depend
upon the number of shares purchased by Lincoln @adkr the purchase agreements. Depending on tiakieity at the time, sales of sha
we issue to Lincoln Park may cause the tradingepofcour common stock to decline. As part of thegyat 2013 securities offering, we agr
not to sell shares pursuant to our purchase agrgsméth Lincoln Park for a period of 90 days feliog such offering (or until November
2013). Following November 5, 2013, we may sellrebaf our common stock to Lincoln Park under thecpase agreements.

Subject to certain conditions, we generally hawertpht to control the timing and amount of anyesabf our shares to Lincoln Park, ex
that, pursuant to the terms of our agreements htboln Park, we would be unable to sell sharekiteoln Park if and when the market pi
of our common stock is below $1.00 per share bim€oln Park would own more than 4.99% of our comnstock for stock sold to it under
$1.5 million purchase agreement or 9.99% of our mom stock for stock sold to it under the $15 millipurchase agreement. The purc
price for the shares that we may sell to LincolnkRaill fluctuate based on the price of our comnstock and other factors determined by
As such, Lincoln Park may ultimately purchase aime or none of the shares of our common stoclalidsupursuant to the purch
agreements after the date hereof and, after ibgaired shares, Lincoln Park may sell all, someame of those shares. Therefore, sal
Lincoln Park by us pursuant to either or both & flurchase agreements could result in substariltigiod to the interests of other holder:
our common stock. Additionally, the sale of a sab8al number of shares of our common stock tadin Park, or the anticipation of st
sales, could cause the trading price of our comstonk to decline and could make it more difficudt us to sell equity or equityelatec
securities in the future.
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We presently do not intend to pay cash dividendsoon common stock.

We anticipate as of the date hereof that no caglatids will be paid on the common stock in thee$aeable future. While our divide
policy will be based on the operating results amgital needs of the business, it is anticipatetlahaarnings, if any, will be retained to fina
the future expansion of our business.

Our shareholders may experience substantial dilutim the value of their investment if we issue atidhal shares of our capital stock.

Our charter allows us to issue up to 100,000,0@8eshof our common stock and to issue and desighatdghts of, without shareholt
approval, up to 10,000,000 shares of preferreckstocconnection with the July 25, 2012 convertibtge financing, 80,000 shares of prefe
stock were designated as nawmiing Series A convertible preferred stock. Inerdo raise additional capital, we may in the fataffe
additional shares of our common stock or other is&s convertible into or exchangeable for our coom stock at prices that may not be
same as the price per share paid by other investodsdilution to our shareholders could result. Way sell shares or other securities in
other offering at a price per share that is leas tthe price per share paid by investors, and tov@purchasing shares or other securities i
future could have rights superior to existing shatders. The price per share at which we sell additionalrehaf our common stock,
securities convertible or exchangeable into comstonk, in future transactions may be higher or lothan the price per share paid by o
investors.

We may issue debt and equity securities or seasittonvertible into equity securities, any of whigtay be senior to our common stock a:
distributions and in liquidation, which could negately affect the value of our common stock.

In the future, we may attempt to increase our ehpésources by entering into debt or die-financing that is unsecured or secured b
to all of our assets, or by issuing additional debequity securities, which could include issuancksecured or unsecured commercial p.
mediumierm notes, senior notes, subordinated notes, giems, preferred stock, hybrid securities, or sgesr convertible into ¢
exchangeable for equity securities. In the evérdgup liquidation, our lenders and holders of oebtdand preferred securities would rec
distributions of our available assets before distibns to the holders of our common stock. Beeamsr decision to incur debt and is
securities in future offerings may be influencedrbgrket conditions and other factors beyond outrobnwe cannot predict or estimate
amount, timing or nature of our future offeringsdebt financings. Further, market conditions caelgluire us to accept less favorable term
the issuance of our securities in the future.

For example, on July 25, 2012, we closed a prie#fering consisting of convertible secured noted warrants to purchase common s
which generated approximately $4.1 million in grassceeds. The notes mature on July 25, 2014 acrdiednterest at the rate of 12%
annum, compounded annually, payable in either caskegistered shares of common stock. The noesecured by substantially all of
tangible and intangible assets, and $500,000 optbeeeds from the note offering is being held toatrolled account as part of the seci
interest granted to the noteholders. This amow previously $1 million; however, in January 2048 issued the noteholders fiyvea
warrants to acquire an aggregate of 187,500 slvdir@sr common stock at an exercise price of $1&lshare in exchange for the reductio
such amount. The notes are convertible into a class of nonroting Series A convertible preferred stock at avession price of $100.C
subject to certain limitations and adjustmentse Beries A convertible preferred stock accrues ¢atie dividends at the rate of 8%
annum, payable in either cash or registered shaEfremmmon stock, and carries a $100.00 per shegtedhition preference. The Serie
convertible preferred stock is convertible into enam stock at a conversion price of $3.1225, suliecertain limitations and adjustments.
a result of antidilution adjustments since the idlgof the July 2012 financing: (i) up to 1,020,08l¥ares of common stock are issuable if al
outstanding principal balance as of the date heoéd$3,185,000 of 12% convertible secured promisswtes is converted to Series
convertible preferred stock and such stock is ttamverted into shares of common stock; and (ii)Waerants issued to the purchasers o
convertible secured promissory notes are exer@sabhn adjusted exercise price of $2.56 per dloaran aggregate of 1,436,121 share
common stock. As of August 13, 2013, secured pseamy notes with an aggregate principal amounta®0$00 have been converted
shares of Series A convertible preferred stock Whit turn, have been converted into an aggrega28&229 shares of our common stock.
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Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdirorking capital and operational purposes), wendtto use our current available ¢
as well as the net proceeds from the sale of anymoan stock that we may sell to Lincoln Park undar purchase agreements from tim
time, including the $5 million proceeds receivednfr Merck in February 2013 and the net proceeds fsamFebruary 2013 and August 2
securities offerings to continue our ongoing PH#selinical study of Tcelna in SPMS.

The Phase llb clinical study in North America ofeliea is expected to complete enroliment of 18Cepadiby late 2013 or early 2014, v
the resulting top-line data expected to be avalébthe first half of 2016. During the first quarbf 2013, the pace of dsarding clinical site
for the Abili-T clinical study was tempered pending the comphetid our negotiations with Merck for the Option a®ll as financie
considerations. Upon receipt of the upfront paynodi$5 million for granting the Option, we werelato refocus on execution of the Abili-
clinical trial, including enrollment. The futur@sts of the study, which have been impacted bypwaes rate of enroliment prior to receipt of
upfront payment of $5 million for granting the Qpij as well as the ongoing expenses of our opesatiwrough the expected completion
of the study and release of top-line data, arenegéd as of June 30, 2013 to be between 20ndillion. We used the $650,000 gross proc
from the January 2013 private offering of convéetibnsecured promissory notes and warrants asebfidgncing to continue our Phase
clinical study while continuing discussions with Mk regarding the February 2013 Option and Licekgeeement. We repaid the princi
balance of the January 2013 notes with $550,008ash and $100,000 was converted into 77,034 slidreesmmon stock. Our existi
resources, inclusive of the $16.2 million in netg@eds from the sale of shares of our common $to8kigust 2013, are not adequate to pe
us to complete our ongoing Phase Ilb clinical stafijycelna in SPMS. We will need to secure siguwifit additional resources to complete
trial and support our operations during the penderfithe trial.

Depending on future developments and circumstangesnay use some of our available cash for othegpgaes. Notwithstanding ¢
intention to use our available cash for furthenickl studies of Tcelna, our management will hagaificant flexibility in using our availab
cash. The actual amounts and timing of expenditwi# vary significantly depending on a numberfa€tors, including the amount and tim
of cash used in our operations and our researcideanelopment efforts. Managementailure to use these funds effectively would hav
adverse effect on the value of our common stockcanuttd make it more difficult and costly to raismés in the future.
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ltem 6. Exhibits .

Exhibit  Description
No.

31.1* Certification of Chief Executive Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002
31.2* Certification of Chief Financial Officer pursuamnt $ection 302 of the Sarba-Oxley Act of 2002
32.1* Certification of Chief Executive Officer pursuant$ection 906 of the Sarba-Oxley Act of 2002
32.2* Certification of Chief Financial Officer pursuaot $ection 906 of the Sarba-Oxley Act of 2002
101*@ Financial statements from the Quarterly ReporForm 10-Q of the Company for the period endigak 30, 2013, formatted in

Extensible Business Reporting Language (XBRL):C@nsolidated Balance Sheets; (ii) Consolidatete8tants of Expenses;
(iii) Consolidated Statements of Cash Flows; amjiiotes to Consolidated Financial Stateme

* Filed herewith
@ In accordance with Rule 406T under Regulatidn e XBRL-related information in Exhibit 101 shiaé deemed to be “furnished” and
not*“filed.”
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SIGNATURES

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

OPEXA THERAPEUTICS, INC.

Date: August 14, 201: By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Offic
( Principal Executive Officer)

Date: August 14, 201. By: /s/ Karthik Radhakrishnan

Karthik Radhakrishna
Chief Financial Office
( Principal Financial and Accounting Officer)
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32.2* Certification of Chief Financial Officer pursuaot $ection 906 of the Sarba-Oxley Act of 2002
101*@ Financial statements from the Quarterly ReporForm 10Q of the Company for the period ended June 30, 2ZotBatted ir

Extensible Business Reporting Language (XBRL):C@nsolidated Balance Sheets; (ii) ConsolidateteStants of Expenses;
(iii) Consolidated Statements of Cash Flows; amjiiotes to Consolidated Financial Stateme

* Filed herewith
@ In accordance with Rule 406T under Regulatidn e XBRL-related information in Exhibit 101 shiaé deemed to be “furnished” and
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EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Neil K. Warma, certify that:

1. | have reviewed this Quarterly Report on Forr-Q of Opexa Therapeutics, In
2. Based on my knowledge, this report does notatomny untrue statement of a material fact ortamstate a material fact necessary to
make the statements made, in light of the circuntsts under which such statements were made, nistauisg with respect to the
period covered by this repo
3. Based on my knowledge, the financial statememts other financial information included in théport, fairly present in all material
respects the financial condition, results of ogerstand cash flows of the registrant as of, amgtfe@ periods presented in this rep
4. The registrant’s other certifying officer(s)daihare responsible for establishing and maintagjmisclosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15@))%nd internal control over financial reportirag @efined in Exchange Act Rules
13¢-15(f) and 15-15(f)) for the registrant and hav
a. Designed such disclosure controls and proesdor caused such disclosure controls and puoesdo be designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhgibsidiaries, is made known to
us by others within those entities, particularlyidg the period in which this report is being pregzh
b. Designed such internal control over financial réipgr, or caused such internal control over finahi@gorting to be designed uni
our supervision, to provide reasonable assurargadang the reliability of financial reporting atite preparation of financial
statements for external purposes in accordancegeitlerally accepted accounting princip
c. Evaluated the effectiveness of the regissalisclosure controls and procedures and predentthis report our conclusions about
the effectiveness of the disclosure controls andguiures, as of the end of the period coveredibyédport based on such
evaluation; ant
d. Disclosed in this report any change in #ggtrant’s internal control over financial repogdithat occurred during the registrant’s
fourth fiscal quarter that has materially affectedis reasonably likely to materially affect, ttegjistrant’s internal control over
financial reporting; an
5. The registrant’s other certifying officer(s)danhave disclosed, based on our most recent et@tuaf internal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrant’s board of directf@spersons performing the equivalent
functions):
a. All significant deficiencies and materialakkeesses in the design or operation of internairobaver financial reporting which are
reasonably likely to adversely affect the regid’s ability to record, process, summarize and refpmahcial information; an
b. Any fraud, whether or not material, thatalwes management or other employees who have disa role in the registrant’s
internal control over financial reportin
Date: August 14, 2013 By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Officer



EXHIBIT 31.2

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Karthik Radhakrishnan, certify that:

1. | have reviewed this Quarterly Report on Forr-Q of Opexa Therapeutics, In
2. Based on my knowledge, this report does notatomny untrue statement of a material fact ortamstate a material fact necessary to
make the statements made, in light of the circuntsts under which such statements were made, nistauisg with respect to the
period covered by this repo
3. Based on my knowledge, the financial statememts other financial information included in théport, fairly present in all material
respects the financial condition, results of ogerstand cash flows of the registrant as of, amgtfe@ periods presented in this rep
4. The registrant’s other certifying officer(s)daihare responsible for establishing and maintagjmisclosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15@))%nd internal control over financial reportirag @efined in Exchange Act Rules
13¢-15(f) and 15-15(f)) for the registrant and hav
a. Designed such disclosure controls and proesdor caused such disclosure controls and puoesdo be designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhgibsidiaries, is made known to
us by others within those entities, particularlyidg the period in which this report is being pregzh
b. Designed such internal control over financial réipgr, or caused such internal control over finahi@gorting to be designed uni
our supervision, to provide reasonable assurargadang the reliability of financial reporting atite preparation of financial
statements for external purposes in accordancegeitlerally accepted accounting princip
c. Evaluated the effectiveness of the regissalisclosure controls and procedures and predentthis report our conclusions about
the effectiveness of the disclosure controls andguiures, as of the end of the period coveredibyédport based on such
evaluation; ant
d. Disclosed in this report any change in #ggtrant’s internal control over financial repogdithat occurred during the registrant’s
fourth fiscal quarter that has materially affectedis reasonably likely to materially affect, ttegjistrant’s internal control over
financial reporting; an
5. The registrant’s other certifying officer(s)danhave disclosed, based on our most recent et@tuaf internal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrant’s board of directf@spersons performing the equivalent
functions):
a. All significant deficiencies and materialakkeesses in the design or operation of internairobaver financial reporting which are
reasonably likely to adversely affect the regid’s ability to record, process, summarize and refpmahcial information; an
b. Any fraud, whether or not material, thatalwes management or other employees who have disa role in the registrant’s
internal control over financial reportin
Date: August 14, 2013 By: /s/ Karthik Radhakrishnan

Karthik Radhakrishnan
Chief Financial Officer



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 Quarterly Report of Opexai#peutics, Inc. (the “Company”) on Form 10-Q fo¥ period ending June 30, 2013
(the “Report”), as filed with the Securities andcEange Commission on the date hereof, |, Neil Krida President and Chief Executive
Officer of the Company, certify, pursuant to 18 I€S81350, as adopted pursuant to 8906 of the S8asb@xley Act of 2002, to the best of my
knowledge, that:

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

2. The information contained in the Report faphgsents, in all material respects, the finan@aldition and results of operations of the
Company.
Date: August 14, 2013 By: /s/ Neil K. Warma
Neil K. Warma

President and Chief Executive Officer
(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 Quarterly Report of Opexai#peutics, Inc. (the “Company”) on Form 10-Q fo¥ period ending June 30, 2013
(the “Report”), as filed with the Securities andcBange Commission on the date hereof, |, KarthifHaarishnan, Chief Financial Officer of
the Company, certify, pursuant to 18 U.S.C. §1380adopted pursuant to 8906 of the Sarbanes-OxdegpfR002, to the best of my
knowledge, that:

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

2. The information contained in the Report faphgsents, in all material respects, the finan@aldition and results of operations of the
Company.
Date: August 14, 2013 By: /s/ Karthik Radhakrishnan

Karthik Radhakrishnan
Chief Financial Officer
(Principal Financial and Accounting Officer)



