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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q
(Mark One)
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For the Quarterly Period Ended September 30, 2013
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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 fileR]. Yes O No
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company. See the definitions of “large accelerdiled,” “accelerated filer” and “smaller reportingpmpany” in Rule 1212- of the Exchanc

Act.
Large accelerated fileCd Accelerated filer O
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Indicate by check mark whether the registrantshell company (as defined in Rule 12b-2 of the Exg/e Act). Yesl No M
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OPEXA THERAPEUTICS, INC.
(a development stage company)
For the Quarter Ended September 30, 2013
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PART I - FINANCIAL INFORMATION
Item 1. Financial Statements.
OPEXA THERAPEUTICS, INC.

(a development stage company)
CONSOLIDATED BALANCE SHEETS

(unaudited)
September 30 December 31,
2013 2012
Assets
Current assett
Cash and cash equivalel $ 20,172,48 $ 592,00«
Other current assets 1,304,14 1,077,541
Total current asse 21,476,63 1,669,55I
Property & equipment, net of accumulated depreamri
of $1,752,655 and $1,494,510, respecti 1,226,51. 1,265,04.
Restricted cas - 1,000,001
Deferred financing costs, net of amortizat
of $0 and $58,639, respective - 211,47¢
Other lon¢-term asset 85,04" -
Total assets $ 22,788,18 $ 4,146,07
Liabilities and Stockholders' Equity
Current liabilities:
Accounts payabl $ 91431 $ 412,09¢
Accrued expense 1,056,30! 473,87¢
Deferred revenue 1,395,34 -
Total current liabilities 3,365,96! 885,97!
Long term liabilities:
Convertible promissory notes, net of disca

of $0 and $3,136,342, respectiv: - 318,65¢
Convertible promissory not-related party, net of discou

of $0 and $571,895, respective - 58,10¢
Deferred revenue 2,686,87 -

Total liabilities 6,052,84. 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 shaitb®@zed,

22,729,487 and 6,249,369 shares issued and ouitsge 227,29! 62,49«
Additional paid in capita 139,017,51 112,432,45
Deficit accumulated during the development stage (122,509,46) (109,611,62)

Total stockholders' equity 16,735,34 2,883,33.

Total liabilities and stockholders' equity $ 22,788,18 $ 4,146,07!

See accompanying notes to unaudited consolidataddial statements




Revenue
Option Revenu

Research and developmt
General and administrati
Depreciation and amortizatic
Loss on disposal of assets

Operating los!

Interest incom
Other income, ne
Loss on extinguishment of de
Gain (loss) on derivative instrumet
Gain on sale of technolog
Interest expense

Net loss

Basic and diluted loss per shi

Weighted average shares outstanc

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

(unaudited)

Three Months Three Months Nine Months  Nine Months Inception
Ended Ended Ended Ended through
September 30 September 30 September 30 September 30 September 30
2013 2012 2013 2012 2013
$ 348,83 $ - % 917,77 $ - % 917,77

2,494,46: 1,455,93 6,338,85! 4,504,24. 82,836,21
626,66! 532,47. 2,479,70: 1,878,23 32,597,32
90,93t 81,51« 258,14 225,36! 1,908,30:

- - - - 513,34!
(2,863,22) (2,069,92) (8,158,93) (6,607,84) (116,937,40)
4,44¢ 61 9,38¢ 25¢€ 1,368,08!

- - 37,91( - 699,05t
(2,518,91) - (2,518,91) - (906,477
- (136,889 - (136,889 1,941,82

- - - - 3,000,001

(346,239 (151,029 (2,267,29) (152,007 (11,674,55)

$ (5,72393) $ (2,357,78) $ (12,897,84) $ (6,896,47) $(122,509,46)
$ (0.39) $ (0.40) $ (1.2¢9) $ (2.20 N/A
14,721,47. 5,762,02 10,011,45 5,762,02i N/A

See accompanying notes to unaudited consolidataddial statements




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

Balances at December 31, 2(C

Conversion of convertible noti

Discount related to beneficial conversion feal
Discount on warrants attached to d

Shares issued fa
cash, net of offering cos
commitment fees on Lincoln Park $1.5 million sh
purchase agreeme
accrued interes
Warrant expens
Option expens
Net loss
Balances at September 30, 2013

(unaudited)
Common Stock
Additional
Paid in Accumulated

Shares Par Capital Deficit Total
6,249,36' $ 62,49: $112,432,45 $(109,611,62) $ 2,883,333
2,079,96I 20,79¢ 4,254,25. — 4,275,05:
— — 141,82¢ — 141,82¢
— — 195,96¢ — 195,96¢
14,275,95 142,76( 20,879,50 — 21,022,26
97t 10 1,22¢ — 1,23¢
123,23: 1,23: 187,31: — 188,54
— — 219,55: — 219,55!
— — 705,40¢ — 705,40¢

— — —  (12,897,84)  (12,897,84)

22,729,48 $ 227,295 $139,017,51 $(122,509,46) $ 16,735,34

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 due torargts and beneficial conversior

feature

Loss on extinguishment of de

Depreciatior

Amortization of debt financing cos

Option and warrant expen

(Gain) loss on derivative instrumel

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 used in operating activit

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) costs
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)

Nine Months Ended Inception
September 30 through
2013 2012 Sept. 30, 201:

$ (12,897,84) $ (6,896,47) $(122,509,46)

- - 112,44

: 5 26,286,58

- - 2,061,74:

: 5 109,07
1,613,35 34,60( 8,470,08.
2,518,91; - 906,47:
258,14« 225,36 1,908,30:
125,244 24,71( 708,26
924,96 542,76t 17,190,89
: 136,88¢ (1,941,82)

- - 513,34
20,48 (1,025,80)  (1,132,57)
216,93 (130,27¢) 56,28"
745,99 (219,37;) 1,351,23
4,082,22, s 4,082,22
(85,04 - (85,047
(2,476,62) _ (7,307,60) _ (61,911,95)
(214,19) (512,04)  (2,436,39)
1,000,001 (1,000,001 s
785,80: (1,512,04) __ (2,436,39)
21,319,15 5 70,772,95
- - (325)

- - 1,248,58

550,00 3,455,001 13,288,18
100,00( 630,00( 730,00
(147,84 (136,94:) (657,33)
(100,001 : (100,00()
(450,000 - (761,22)
21,271,30 3,048,05 84,520,83
19,580,48 (4,871,59)  20,172,48
592,00 7,109,21! -

$ 20,172,48 $ 2,237,61 $ 20,172,48




Cash paid for
Income tax
Interest

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 and accrued interegirtanon stocl
Conversion of accrued liabilities to common st
Conversion of accounts payable to note pay
Discount on convertible notes relating

Warrants

Beneficial conversion featu

Stock attached to not:
Fair value of derivative instrume
Derivative reclassified to equi
Unpaid additions to property and equipm
Amortization of deferred offering costs to p-in capital
Shares issued as deferred offering ¢
Unpaid offering cost

See accompanying notes to unaudited consolidataddial statements

19,63¢

188,54:

4,275,05!

195,96
141,82¢

5,417

1,234
296,88:

2,314,63!
1,497,63

11,73(

170,83:

174,74

147,73
977,83(
37,45
11,985,03
197,171
93,36«

6,170,34
3,444,98:
1,287,44
4,680,22
2,349,26!
5417
47,33¢
150,36!
296,88:




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 preparectdndance with accounting principles generally ategpn 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. 8hdts 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 statemindside the accounts of Opexa and its wholly owgseldsidiary, 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 dewmhinable; 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 Ilb 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 lll clihtdal of Tcelna for SPMS without a furtt
Phase Il clinical trial (as determined by Merck)which event the upfront license fee would be Biiion. After exercising the option, Mer
would be solely responsible for funding developmeagulatory and commercialization activities farelha 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 stahmhe 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 consolidatedriad sheets.

Cash and Cash Equivalents Opexa considers all highly liquid investmentgshwan 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 casanza on depos
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 September 30, 2013, Opexa invested approxim&tkdy1 million in a savings account. For the mmenths ended September 30, 2!
the savings account recognized an average markét gf 0.19%. Interest income of $9,388 was recxagh for the nine months enc
September 30, 2013 in the consolidated stateméoigenations.

Note 3. Other Current Assets
Other current assets consisted of the followin§egitember 30, 2013 and December 31, 2012:

September 30 December 31

Description 2013 2012

Supplies inventor $ 803,37: $ 604,17!
Deferred offering cost 326,63( 341,16t
Prepaid expenses 174,14! 132,20:

$ 1,304,141 $ 1,077,554

Supplies inventory at September 30, 2013 and DeeeRib, 2012 includes reagents and supplies thabwilsed to manufacture Tce
and placebo product in OpesaPhase IIb clinical study. Opexa expects to ammrthese prepaid reagents and supplies to reseac
development costs in the consolidated statemerdparations over the course of the clinical study.

Deferred offering costs at September 30, 2013 aaede®ber 31, 2012 include costs incurred from tpadies in connection with t
implementation of an at-the-market program (“ATMrAgment”)in September 2012 pursuant to which Opexa maysheltes of its commi
stock from time to time depending upon market daindmmough a sales agent in transactions deemea tank‘at-the-marketbdffering a
defined in Rule 415 of the Securities Act of 193& of September 30, 2013, the remaining costs &F,416 in connection with t
implementation of the ATM Agreement remained cdjziéal and are included in other current assettiénconsolidated balance sheets. L
the sales of shares of common stock under the AQveédment, the remaining capitalized costs are toffigainst the proceeds of such sale
shares of common stock.

Deferred offering costs at September 30, 2013ialdade costs incurred from third parties in cortimtwith 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&pal Fund, LLC (“Lincoln Park™an aggregate of up to $16.5 million in shares &
common stock, subject to certain conditions andtditions. As of September 30, 2013, the remaiciosis of $238,184 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 statdr uhe purchase agreements, the remaining dapdatosts are offset against the proc
of such sales of shares of common stock.

Prepaid expenses at September 30, 2013 includauthent portion of legal costs of $44,070 incurfiexn third parties in conjunction wi
the Merck Agreement (see Note 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 whigeJilly 2012 Notes were outstanding. Pursuantwaiger executed by the holders o
excess of two-thirds (68/3%) of the principal amount of the outstandingy 2012 Notes and accepted by Opexa, the amoultiteotas
subject to the deposit control agreement was rettce$500,000 on January 29, 2013. In exchangesdoh waiver, the Company iss
warrants to the holders of the July 2012 Notesutalpase an aggregate of 187,500 shares of the Gysp@mmon stock (see Note 10).

Opexa entered into an Omnibus Amendment to All @atding 12% Convertible Secured Promissory Note®méxa Therapeutics, h
and Associated Registration Rights Agreement (fhiy*2012 Note Amendmentn September 23, 2013 with certain holders ofttg 201z
Notes with respect to certain terms relating tovession of the July 2012 Notes (see Note 7). Rursto the July 2012 Note Amendment
the Companys subsequent conversion of all outstanding July2 20dtes into shares of common stock on Septemhe2(@B (see Note 7), t
deposit control agreement was effectively termidated the remaining $500,000 balance in the cdatt@ccount is reported as cash and
equivalents on the consolidated balance sheets.




Note 5. Deferred Financing Costs

Deferred financing costs consisted of costs inclufrem third parties in conjunction with the Jul@12 Notes. The costs in connec
with the debt financing were capitalized and areodized to interest expense over the term of tHated debt. In connection with 1
September 24, 2013 conversion of the July 2012 $\obe balance of the unamortized deferred financosts of $86,231 was charged to
on debt extinguishment. During the nine months drSleptember 30, 2013, Opexa amortized $125,24&fefréd financing costs as intel
expense.

Note 6. Other Assets

Other longterm assets at September 30, 2013 consist of legsts incurred from third parties in conjunctionttwithe Mercl
Agreement. These costs were capitalized and aogtized to general and administrative expenseserconsolidated statements of operal
in conjunction with the recognition of revenue ostaightline basis over the exclusive option period basethe term of the Phase llb clini
trial in SPMS. During the nine months ended Sepwm8D, 2013, Opexa amortized $28,799 of legal ctistgeneral and administrat
expenses on the consolidated statements of opesatidpexa included the current portion of the llegats of $44,070 in other current as
on the consolidated balance sheets and the lomggertion of the legal costs of $85,047 in othergiberm assets on the consolidated bal
sheets as of September 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 $6600which $100,000 was from a related party (dete 8). The January 2013 Notes v
scheduled to mature on January 23, 2014 and acanterest at the rate of 12% per annum, compouradedially. The January 2013 Nc
were convertible into common stock at the optiorthef investors at a price of $1.30 per share, stilbfecertain limitations. The princiy
balance plus accrued interest was payable within usiness days of the receipt by Opexa of aneggge of at least $7.5 million in proce
from the sale of its equity securities and/or agnpents from one or more partners or potential gastiin return for granting a license, o
rights, or an option to license or otherwise aagjuights with respect to Tcelna.

The January 2013 Notes were analyzed at issuamce feneficial conversion feature and Opexa comcluthat a beneficial convers
feature existed. The beneficial conversion featuse measured using the commitmdate stock price and was determined to be $141o§
which $21,820 was attributable to the related pa@pexa also analyzed the Notes for derivativ@aiting consideration and determined
derivative accounting does not apply.

In connection with the issuance of the January 20dt&s, Opexa also issued Series J warrants thasecan aggregate of 243,750 st
of Opexas common stock (see Note 10), subject to certamitdtions and adjustments. The relative fair vadie¢he warrant liability ¢
$195,969, together with the beneficial conversieatdire of $141,829, were recognized as a debt uliscand were amortized to intel
expense in the consolidated statements of expenseshe term of the January 2013 Notes using fleeteve interest method.

On February 26, 2013, following the receipt of $3rRillion in gross proceeds during February 20I8rfrthe 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 ist
77,034 shares of common stock to one holder ofaineiary 2013 Notes who elected to convert the ipahof $100,000.

During the nine months ended September 30, 20E3déit discount of $337,798 in connection with Jaauary 2013 Notes was ft
amortized to interest expense.

In February 2013, three of the third party holdefrthe July 2012 Notes elected to convert theingpal amounts of $900,000 into sh:
of the Company’s Series A convertible preferrealstwith further immediate conversion into 288,228u®s of the Company’s common stock.

On September 23, 2013, the Company entered intdulye2012 Note Amendment with certain holderst®fJuly 2012 Notes with resp
to certain terms relating to conversion of the Z0{2 Notes. Pursuant to the July 2012 Note Amemipall outstanding Notes were amer
such that, in addition to the existing conversioramgements, the Notes became convertible at tlmep@noy’s election directly into shares
common stock (rather than any intermediate converg) shares of Series A convertible preferredigtaat a conversion price of not less t
$1.50 nor more than $2.25, based on the most retesing market price of the Compasytommon stock on the NASDAQ Stock Marke
the time of the Compang’election to convert the Notes plus any accruédibpaid interest through the conversion date shi@res of comm
stock. Notes in the aggregate principal amoui$3p185,000 were outstanding at the time of the 2042 Note Amendment.




On September 24, 2013, the Company converted theipal amount of the July 2012 Notes and unpaierast totaling $3,275,053 into
aggregate of 1,714,697 shares of common stock ainaersion price of $1.91, which was the most readosing market price of tl
Companys common stock on the NASDAQ Stock Market when @oenpany effected such conversion. The Company méted that th
conversion of the July 2012 Notes qualifies as bt detinguishment since the Notes were converteskdaon the amended conver:
price. Consequently, the Company recorded a Insxtinguishment of debt of $2,518,912, which repres the difference in the fair value
the shares issued of $3,275,053 and the carryinguatmof the Notes (including accrued interest 08,$93) of $756,141 at the date
conversion. The carrying amount of the Notes is afethe unamortized discount and deferred finanaingts at the date of convers
amounting to $2,432,681 and $86,231, respectively.

The following table provides a summary of the chem@g convertible debt third parties, net of unamortized discount, durihg nine
months ended September 30, 2013:

Balance at December 31, 20 $ 318,65¢
January 2013 Notes, face va 550,00(
Discount on beneficial conversion feature of Jap2&x13 Notes at issuan (120,009
Discount on fair value of Series J warrant liabiht issuanc (165,820
Repayment of January 23, 2013 Nc (450,00()
Conversion of January 23, 2013 Notes into commock: (100,000
Conversion of July 25, 2012 Notes into common s (900,000
Conversion of July 25, 2012 Notes into common s (2,555,001
Unamortized discount closed to loss on debt extsiguent 1,949,00:
Amortization of debt discount to interest experiseugh September 30, 2013 1,473,16:
Balance at September 30, 2013 $ -

Note 8. Related Party Transactions

Investors in the January 2013 Note offering incthdae member of OpexaBoard of Directors who was issued a Note withriacfpal
amount of $100,000 (see Note 7).

Investors in the July 2012 Notes included two memml# Opexas Board of Directors and an entity for which a dhdirector repor
beneficial ownership of Opexa securities, and Natethe aggregate principal amount of $630,000 hmsidhese directors and entity w
outstanding at the time of the July 2012 Note Armeadt (see Note 7). On September 24, 2013, sudhnpadification Notes in an aggreg
of $647,605 in principal amount and unpaid intereste converted into an aggregate of 339,170 sluiresmmon stock at a conversion p
of $1.91, which was the most recent closing mapkiee of the Compang’ common stock on the NASDAQ Stock Market whenGloenpan'
effected such conversion.

The following table provides a summary of the ctemnm convertible debt related parties, net of unamortized discount, duthre nin
months ended September 30, 2013:

Balance at December 31, 20 $ 58,10t
January 2013 Notes, face va 100,00(
Discount on beneficial conversion feature of Jap2&x13 Notes at issuan (21,820)
Discount on fair value of Series J warrant liaiht issuanc (30,149
Repayment of January 23, 2013 Nc (100,000
Conversion of July 25, 2012 Notes into common s (630,000
Unamortized debt discount closed to loss on detigxishmen 483,67¢
Amortization of debt discount to interest experseugh September 30, 2013 140,18t
Balance at September 30, 2013 $ -




Note 9. Equity
For the nine months ended September 30, 2013 yemlgited transactions were as follows:

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

e In February 2013, 365,263 shares of common stock vgsued in connection with the conversion oftasuary 2013 Notes &
certain July 2012 Notes (see Note

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

e On February 11, 2013, Opexa sold an aggregated881334 units in a registered offering, with eacit aonsisting 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

e On July 1, 2013, Opexa issued 123,231 shares ofmmomstock to the Noteholders of the July 2012 Nagepayment of accru
interest through June 30, 20:

e On August 13, 2013, Opexa sold 12,000,000 sharemminon stock in an underwritten public offeringaaprice of $1.50 p
share for gross proceeds of $18,000,(

e In September 2013, exercise of the oabotment option granted to the underwriters of fggust 2013 underwritten pub
offering resulted in the issuance of an additidd@0,000 shares of common stock at a price of $aesGhare for gross proce
of $1,350,000

e On September 24, 2013, 1,714,697 shares of comitomk svere issued in connection with the conversibrthe remainin
outstanding July 2012 Notes (see Note

For the nine months ended September 30, 2013, &%2% was netted against additional paid in cap&atock offering costs.
Note 10. Stock-Based Compensation
Stock Options

The 2010 Stock Incentive Plan (the “2010 Plgordvides for the grant of equity incentive awardsmployees, directors and consult
of Opexa in the form of incentive stock optionsnmnqualified stock options, as well as restricteatls 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 SegieR@i20, plus (i) the number of shares subjectdoksoptions 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 werassuwed 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 grantier the 2010 Plan. As of Septembet
2013, options to purchase an aggregate of 1,09488%s were issued and outstanding.

Opexa accounts for shabased compensation, including options and nonvesttares, according to the provisions of Financiadaunting
Standards Board (“FASB”) Accounting Standards Godifon (“ASC”) 718, "Share Based Paymemniring the nine months ended Septer
30, 2013, Opexa recognized option expense of $085Wnamortized stock compensation expense as e®der 30, 2013 amountec
$970,912.
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Stock Option Activity

A summary of stock option activity for thane months ended September 30, 20&3resented below:

Witd. Avg.
Remaining
Contract
Number of Wtd. Avg. Term Intrinsic
Shares Exercise Price  (# years) Value
Outstanding at January 1, 20 824,62( $ 5.54
Grantec 342,57: 1.9¢
Exercisec - -
Forfeited and canceled (72,339 5.1¢
Outstanding at September 30, 2( 1,094,85. $ 4.4t 77 $ 184,74
Exercisable at September 30, 2( 599,18¢{ $ 5.7¢ 6.6 $ 109,11:

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 usingBleck-Scholes optiopricing model and records the compensation expeatably over th
service period.

During the nine months ended September 30, 2018p#ton to purchase an aggregate of 125,000 shasgranted to an employee a
exercise price of $2.34. This option has a ternenfyears and has a vesting schedule of three.fegirsralue of $285,226 was calculated u
the Black-Scholes option-pricing model. Variablegdi in the Black-Scholes optigmicing model for the option issued to an emploglaanc
the nine months ended September 30, 2013 includdigéount rate of 1.87%, (2) expected term of 52ars, (3) expected volatility of 19«
and (4) zero expected dividends.

During the nine months ended September 30, 201Bynspto purchase an aggregate of 129,000 shares gvanted to employees
exercise prices ranging from $1.45 to $1.75. Treg#@ns have terms of ten years and have vestihgdsdes of three years. Fair value
$218,348 was calculated using the Black-Scholemmogtricing model. Variables used in the Black-Sekooptionpricing model for th
options issued to employees during the nine moatiled September 30, 2013 include (1) discountreatge of 1.73% to 2.78%, (2) expec
term of 5.25 years, (3) expected volatility of 2018204% and (4) zero expected dividends.

During the nine months ended September 30, 201tonspto purchase an aggregate of 88,572 shares granted to noemploye:
directors at an exercise price of $1.75. Theseonpthave terms of ten years with 50% of the optisesed vesting immediately and
remaining 50% of the options issued having vestidgedules of eight months to one year. Fair vafu161,867 was calculated using
Black-Scholes option-pricing model. Variables usethe Black-Scholes option-pricing model for thaions issued to noamployee directo
during the nine months ended September 30, 2013ded1) discount rate of 1.73%, (2) expected tefrd.25 years, (3) expected volatility
201% and (4) zero expected dividends.

During the nine months ended September 30, 20X®yrspto purchase 72,338 shares were forfeiteccandelled.
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Warrant Activity

A summary of warrant activity for the nine monthgled September 30, 2013 presented below:

Witd. Avg.
Remaining
Contract
Number of Wtd. Avg. Term Intrinsic
Shares Exercise 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 September 30, 2( 3,069,11. $ 4.1z 34 $ 415,31
Exercisable at September 30, 2( 3,069,11. % 4.1z 34 $ 41531

In connection with the January 2013 Notes, inveasteere issued five-year warramtspurchase up to an aggregate of 243,750 sha
common stock, at an exercise price of $1.24 pereshEhe estimated relative fair value of the inseswvarrants was $195,969 and !
calculated using the Blackeholes valuation model. The following assumptiaese used: (1) no expected dividends, (2) risk inéerest 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 outstandindy 201z
Notes and accepted by Opexa, the original amoutiteo€ash subject to the deposit control agreemaatreduced to $500,000 on Januan
2013. In exchange for such waiver, the Companyedsvarrants to the holders of the July 2012 Nuatgsurchase an aggregate of 187
shares of the Company’s common stock. The wart@nte an exercise price of $1.21 per share anekeydiar term. The estimated fair va
of the warrants was $219,553 and was calculatedgutsie BlackScholes valuation model. The following assumptierese used: (1) r
expected dividends, (2) risk free interest rat8.80%, (3) expected volatility of 191% and (4) eoted life of five years. Opexa can redeen
warrants at $0.01 per underlying share of commouoksif the common stock closes at or above $10€0share for 20 consecutive trac
days. The fair value of the warrants was recoghaeadditional interest expense during the ninsthsoended September 30, 2013.

In connection with the February 2013 registereeriify (See Note 9), Opexa issued warrants to thestors on February 11, 201z
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 nine months ended September 30, 2018anta to purchase 1,482,892 shares were forfaiteldccancelled.
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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 September 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 "forwardeoking statements.”" The words "expects," "belig¢v&anticipates,
"estimates," “enables,” "may," "could," "intendsyfid similar expressions are intended to identifywérd-looking statements. Forwalabking
statements do not constitute guarantees of futerf@mnance. Investors are cautioned that statenwgrith are not strictly historical stateme
including, without limitation, statements regardimgirrent or future financial payments, returns, altgs, performance and positi
managemens' strategy, plans and objectives for future openati plans and objectives for product developmelatns and objectives 1
present and future clinical trials and results wdhstrials, plans and objectives for regulatoryrappl, litigation, intellectual property, prodi
development, manufacturing plans and performancd, managemery’ initiatives and strategies, and the financing dedelopment of tt
Company's product candidate, Tcelna® (imilecletigeleonstitute forward-looking statements. Suctwimd{ooking statements are subjec
a number of risks and uncertainties that could €aatual results to differ materially from thosdicpated. These risks and uncertair
include, but are not limited to, risks discussedRisk Factors,”as well as, without limitation, risks associatedhwimarket conditions; o
capital position; our ability to compete with largdetter financed pharmaceutical and biotechnologsnpanies; new approaches to
treatment of our targeted diseases; our expectafiorcurring continued losses; our uncertaintyde¥eloping a marketable product; our ab
to raise additional capital to continue our develept programs (including to undertake and comg@eateongoing or further clinical studies
Tcelna), including in this regard our ability taiséy various conditions required to access thariizing potentially available under the purcl
agreements with Lincoln Park Capital Fund, LLC (ftoln Park”) éuch as the minimum closing price for our commanclstand th
requirement for an ongoing trading market for ack); our ability to raise additional capital thugh the sale of shares of our common ¢
under the purchase agreements with Lincoln Patknder our at-thenarket (ATM) facility; our ability to maintain contipnce with NASDAC
listing standards; the success of our clinicalgr{including the Phase llb trial for Tcelna in sedary progressive MS which, depending L
results, may determine whether Ares Trading SA (®K® elects to exercise its option for an exclusiverla®to Tcelna for the treatmen
MS (the “Option”)); whether Merck exercises its Option and, if so, Wwhetwe receive any development or commercializatioleston:
payments or royalties from Merck pursuant to théi@p our dependence (if Merck exercises its Optmmthe resources and abilities of Me
for the further development of Tcelna; the efficarfyTcelna for any particular indication, such as felapsing remitting MS or second
progressive MS; our ability to develop and commadioé products; our ability to obtain required riegory approvals; our compliance with
Food and Drug Administration regulations; our dpito obtain, maintain and protect intellectualgeaty rights (including for Tcelna); the r
of litigation regarding our intellectual properights or the rights of third parties; the succesthind party development and commercializa
efforts with respect to products covered by intdlial property rights that we may license or transbur limited manufacturing capabiliti
our dependence on thimghrty manufacturers; our ability to hire and retslilled personnel; our volatile stock price; arides risks detailed
our filings with the SEC. These forwaloleking statements speak only as of the date ma@eassume no obligation or undertaking to ug
any forwardlooking statements to reflect any changes in exbiects with regard thereto or any change in everusditions or circumstanc
on which any such statement is based. You shouwdeter, review additional disclosures we make in Aonual Reports 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,” “thenfany,” “we,” “our” and “us” to refer to the busisses of Opexa Therapeutics, Inc.

Opexa is a biopharmaceutical company developing@raomalized immunotherapy with the potential tattrmajor 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 prodactdidate, 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 &ffétze central nervous system (CNS), which is maxlef the brain, spinal cord and o
nerves. MS attacks the covering surrounding neelks,cor myelin sheaths, leading to loss of myédtlemyelination) 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 icame, 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 33 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
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As of November 6, 2013, the Abili-clinical trial has randomized 100 patients. Aestled Data Safety Monitoring Board meeting 1
place during the week of October 21, 2013, anccamenendation was made to continue the study. THik A clinical study in North Americ
of Tcelna is expected to complete enroliment of p&fients in early 2014, with the resulting topelidata expected to be available in mic
2016. The future costs of the study, which areaoted by the addition of a few clinical trial sitasd a slower than expected initial pac
enrollment, as well as the ongoing expenses obparations through the expected completion datheoftudy and release of ttpe data ar
estimated as of September 30, 2013 to be betwezin$B1 million.

Our existing resources are not adequate to persnio womplete such study. In August and Septem®#8,2we raised gross proceed
$19.35 million through an underwritten offering ®2.9 million shares of our common stock. The netcpeds from such offering wi
approximately $17.4 million, after deducting undeting discounts and commissions and estimatediaffeexpenses. We will need to sec
significant additional resources to complete thal tand support our operations during the pendesfcthe trial. We believe that with t
proceeds from this public offering, as well as tomversion into common stock of the remaining M2 convertible secured promiss
notes in an aggregate principal amount of $3.18Bomioriginally payable on July 25, 2014, we hadficient liquidity to support our clinic
trial activities into the first quarter of 2015.iv@n our need for substantial amounts of capitatdntinue the AbiliT clinical study in Nort
America of Tcelna in SPMS, we intend to continueeiplore potential opportunities and alternativesobtain the significant additior
resources, including one or more additional finagsij that will be necessary to complete the Abifitudy and to support our operations du
the pendency of such study. There can be no agithat any such financings or potential oppotiesiand alternatives can be consumn
on acceptable terms, if at all.

Option and License Agreement with Merck Serono

On February 4, 2013, we entered into an Optionlaoehse Agreement with Merck. Pursuant to the egrent, Merck has an option (
“Option”) to acquire an exclusive, worldwide (excluding Jgparense of our Tcelna program for the treatmeni&. The Option may t
exercised by Merck prior to or upon completion afr @ngoing Abili-T 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 ezised, Merck would pay us an upfr
license fee of $25 million unless Merck is unaldetvance directly into a Phase 1l clinical tréiTcelna for SPMS without a further Phas
clinical trial (as determined by Merck), in whickiemt the upfront license fee would be $15 milligdfiter exercising the Option, Merck wot
be solely responsible for funding development, laguy and commercialization activities for TcelmaMS, 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 rightseofor other indications outside of MS.

Based upon the achievement of development milestoméverck for Tcelna in SPMS, we would be eligitdereceive onéime 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; (i) nideg payments aggregating $30 million if Tcelnaigmitted for regulatory approval
Europe and commercialized in at least three majantries in Europe; and (iii) a milestone paymen$® million if Tcelna is commercializt
in certain markets outside of the United StatesEmape. If Merck elects to develop and commeréglicelna in RRMS, we would be eligi
to receive milestone payments aggregating up ton$dlion based upon the achievement by Merck ofowgs 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 anmadlsales, 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 availalsiean applicable jurisdiction. We would also be masgible for royalty obligations to certain tF
parties, such as Baylor College of Medicine fronmclihwe originally licensed related technology.wié were to exercise an option to fmd
certain of Mercks development, the royalty rates payable by Merolld/be increased to rates ranging from 10% to li&%ddition to royalt
payments, we would be eligible to receive ¢dinge commercial milestones totaling up to $85 ol with $55 million of such mileston
achievable at annual net sales targets in excek bilion.
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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@onsisting of all patients who received at leas dose of study product and had at
least one MRI scan at week 28 or later (n=142) ARR® for Tcelna-treated patients was 0.214 as coetpt 0.339 for placebo-
treated patients, which represented a 37% decie#@g®R for Tcelna as compared to placebo in theegampopulation

° In a prospective group of patients with more atiisease (ARR>1, n=50), Tcelna demonstrated arg8%ction in ARR as
compared to placebo, an 88% reduction in wholentailriophy and a statistically significant improverni disability (EDSS)
compared to placebo (p<0.045) during th-week period following the administration of thelfuburse of treatment; ar

° In a retrospective analysis in patients naiveréwipus disease modifying treatment, the resultsveld that patients, when treated
with Tcelna, had a 56% to 73% reduction in ARR usrglacebo for the various subsets and p valuggdaftom 0.009 to 0.0t
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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 uporotheome 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#dirsdevelopment of Tcelna in SPMS.

Other Opportunities

Our proprietary Teell technology has enabled us to develop intellcproperty 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 monocgiarived stem cell technology as a platforn
the in vitro generation of highly specialized cells for potenéipplication in autologous cell therapy for patgemith 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 Giistatements, which he
been prepared in accordance with accounting piliegigenerally 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 thdielleve to be reasonable under the circumstaticegesults 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®ditions. 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 acognand is recognized as revenue on a strdightbasis 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 whichalgisshes accounting for equity instrume
exchanged for employee service. We utilize the Bl&choles option pricing model to estimate the faitue of employee stock ba:
compensation at the date of grant, which requinesinput of highly subjective assumptions, includiexpected 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 weigitéce on historical experience is a matter dfjuent, 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 betweenvéisting period and the contractual term.
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Extinguishment of Debt. On September 23, 2013, we entered into an Omritusendment to All Outstanding 12% Convert
Secured Promissory Notes of Opexa Therapeuticsahmt Associated Registration Rights Agreement ‘{ihéy 2012 Note Amendmentiyith
certain holders of our July 2012 Notes with respedatertain terms relating to conversion of they 2012 Notes (see Note 7). We evaluate!
July 2012 Note Amendment and determined that ataotial modification of terms existed because tluel were converted based on
amended conversion price. In accordance with FASBCA47050, Debt: Modifications and Extinguishments, weoggtized a loss ¢
extinguishment of debt in connection with the sabgal modification of terms pursuant to the Jubi2 Note Amendment.

Research and DevelopmentThe costs of materials and equipment or facilitieat are acquired or constructed for researct
development activities and that have alternatier&iuses are capitalized as tangible assets wteprirad or constructed. The cost of <
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 September3m 3 with the Three Months Ended September 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 eis#gdember 30, 2013. No revenues were recognizadgdthe three months enc
September 30, 2012.

Research and Development ExpenseResearch and development expenses were $2,494/A 6% fthree months ended Septembe
2013, compared with $1,455,938 for the three moatttded September 30, 2012. The increase in expengemarily due to an increase in
costs in connection with the initiation of clinicsites and the increasing enroliment of patientgtfe ongoing clinical trial of Tcelna in SPN
an increase in the procurement and use of supfadreproduct manufacturing and development, an meeein the number of employee:
support the ongoing clinical trial and increasefegal and registration costs in connection with patent portfolio, and was partially offset
costs associated with the training and qualificafiotivities preceding the commencement of thaddirtrial in September 2012.

General and Administrative ExpensesGeneral and administrative expenses for the threetim ended September 30, 2013 \
$626,668, compared with $532,474 for the three hweinded September 30, 2012. The increase in expenkie to a modest increas:
employees to support the ongoing clinical trial amgeases in legal and stock compensation expeasdsvas partially offset by a decreas
other professional fees.

Depreciation and Amortization ExpensesDepreciation and amortization expenses for theetimenths ended September 30, :
were $90,935, compared with $81,514 for the thremths ended September 30, 2012. The increase iens&pis due to increases
depreciation for laboratory and manufacturing emépt acquired during 2013 and leasehold improvesngating 2013 to support increa
development activities.

Interest Expense. Interest expense was $346,239 for the three matbded September 30, 2013, compared to $151,02Bedhre
months ended September 30, 2012. The increaséeiedh expense was primarily related to the amesttdebt discount and interest on the
2012 Notes for the three months through the coimerdate of September 24, 2013 and the amortizatighe financing fees over the ternr
the Notes for the three months through the coneerdate of September 24, 2013. Interest expengidéahree months ended Septembe
2012 related to the amortized debt discount aretest on the July 2012 Notes and the amortizatidheofinancing fees over the term of
notes during the three months ended Septembei03@, 2

Interest Income. Interest income was $4,448 for the three montiteeé September 30, 2013, compared to $61 for tee thonth
ended September 30, 2012.

Loss on Extinguishment of Debt. Loss on extinguishment of debt was $2,518,912Herthree months ended September 30, 2013
loss on extinguishment of debt for the three morghded September 30, 2013 was related to the csioweof the remaining July 20
convertible secured promissory notes on Septembe2@13 at the amended conversion price. We redondd loss on extinguishment of ¢
for the three months ended September 30, 2012.

Net loss.We had a net loss for the three months ended SepteB®, 2013 of approximately $5.7 million, or $18ss per share (ba
and diluted), compared with a net loss of approxéfiya$2.4 million or $0.40 loss per share (basid diuted) for the three months en:
September 30, 2012. The increased net loss is plynmalated to increases in the initiation of dtial sites and the increasing enrollmer
patients for the clinical study of Tcelna in SPMi& procurement and use of supplies for productufia@turing and development, additior
staff and associated compensation costs, highet Byl depreciation expenses and the recognitioa loEs on extinguishment of deb!
approximately $2.5 million, but was partially offd®/ an increase in revenue and decreases in piofied fees and interest expense.
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Comparison of the Nine Months Ended September 3012 with the Nine Months Ended September 30, 2012

Revenue. Revenue of $917,774 related to the $5 million upfigayment from Merck in connection with the Opteomd License
Agreement was recognized for the nine months eSagdember 30, 2013. No revenues were recognizeadihe nine months ended
September 30, 2012.

Research and Development ExpenseskResearch and development expenses were $6,33&88& fnine months ended September 3(
2013, compared with $4,504,243 for the nine moetided September 30, 2012. The increase in expengemarily due to an increase in the
costs in connection with the initiation of clinicgites and the increasing enrollment of patientstfe ongoing clinical trial of Tcelna in SPMS,
an increase in the procurement and use of sudpliggoduct manufacturing and development, an iean the number of employees to
support the ongoing clinical trial and increasekegal and registration costs in connection with patent portfolio, and was partially offset t
decrease in costs associated with the trainingqaatification activities preceding the commencenwdrthe clinical trial in the second half of
2012.

General and Administrative Expenses.General and administrative expenses for the ninatinisoended September 30, 2013 \
$2,479,708, compared with $1,878,236 for the nimatims ended September 30, 2012. The increase ensgfs due to a modest increas
employees to support the ongoing clinical trial amadeases in business development activities touk €ompensation expenses.

Depreciation and Amortization ExpensesDepreciation and amortization expenses for the minaths ended September 30, 2013
$258,144, compared with $225,365 for the nine moetided September 30, 2012. The increase in expedse to increases in deprecia
for laboratory and manufacturing equipment acquéedng 2012 and 2013, leasehold improvements i3 and software obtained dui
2012 to support increased development activities.

Interest Expense. Interest expense was $2,267,293 for the nine nsoeinded September 30, 2013, compared to $15200Q8€f nin
months ended September 30, 2012. The increasteirest expense was primarily related to the amedtdebt discount and interest on bott
July 2012 convertible secured promissory notesthadlanuary 2013 convertible promissory notes hadamortization of the financing fe
over the term of the notes. Interest expensehfmintne months ended September 30, 2012 relati tamortized debt discount and interes
the July 2012 convertible secured promissory ne® only for the three month period ended Septe®®e2012.

Interest Income. Interest income was $9,388 for the nine montliedrSeptember 30, 2013, compared to $256 for tleembnths
ended September 30, 2012.

Other Income. Other income was $37,910 for the nine months eisdgdember 30, 2013. Other income for the nine nwoatided
September 30, 2013 was related to the extinguishofanembership interests in the mutual insurarmrepmany that we participated in for our
product liability insurance through January 1, 208/ recorded no other income for the nine montited September 30, 2012.

Loss on Extinguishment of Debt. Loss on extinguishment of debt was $2,518,912Hemine months ended September 30, 2013
loss on extinguishment of debt for the nine morghded September 30, 2013 was related to the coomeo$ the remaining July 20
convertible secured promissory notes on Septembe2@13 at the amended conversion price. We redond loss on extinguishment of ¢
for the nine months ended September 30, 2012.

Net loss.We had a net loss for the nine months ended SepieBh 2013 of approximately $12.9 million, or $l@ss per share (basic
and diluted), compared with a net loss of approxéhye$6.9 million, or $1.20 loss per share (basid diluted), for the nine months ended
September 30, 2012. The increased net loss is plymealated to increases in business developmetitities, the engagement of clinical sites
along with the increasing enrollment of patientstf@ clinical study of Tcelna in SPMS, the procoeat and use of supplies for product
manufacturing and development, the hiring of keypkyees to support the ongoing clinical trial, legiad registration costs in connection with
our patent portfolio, stock compensation expenspretiation and interest expenses and the recogrgfia loss on extinguishment of debt of
approximately $2.5 million, but was partially offd®/ an increase in revenue and a decrease ingsiofeal fees and costs associated with the
training and qualification activities preceding t@mmencement of the clinical trial in the secoatf bf 2012.
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Liquidity and Capital Resources

Historically, we have financed our operations prilgafrom the sale of debt and equity securities. & September 30, 2013, we
cash and cash equivalents of $20,172,485.

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, subfeacertain conditions and limitations. Under thems 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 marketgs 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 minimurorflprice of $1.00. As of November 5, 2013, we hagkl 390,000 shares to Lincoln F
under the $1.5 million purchase agreement for gmeseeds of $523,709, and we have a remaining é¢onemt amount of $15,976,2
available to us through Lincoln Park purchase agesgs. However, there can be no assurance thatfiliMee able to receive any or all of 1
additional funds from Lincoln Park because the pase agreements contain limitations, restrictioegyirements, events of default and ¢
provisions that could limit our ability to causencoln Park to buy common stock from us.

Pursuant to a waiver executed in February 2013hkbyhblders of in excess of two-thirds (88%) of the principal amount of t
outstanding July 2012 convertible promissory naed accepted by Opexa, the original amount of #®h subject to the deposit con
agreement was reduced from $1 million to $500,0@0rsuant to the July 2012 Note Amendment and absexqjuent conversion of
remaining outstanding July 2012 Notes into an aggpe of 1,714,697 shares of common stock on Semie@h 2013, the deposit con
agreement was effectively terminated and the remgiamount of the cash subject to the deposit cbagreement was reduced to $0.

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. Thation may be exercised by Merck prior to or upan completion of the Phase b tri
Under the terms of the agreement, we received &ontppayment of $5 million for granting the Optiolf the Option is exercised, Met
would pay us an upfront license fee of $25 millioriess Merck is unable to advance directly intchage Il clinical trial of Tcelna for SPN
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 ionding development, regulatory and commercialiratiotivities for Tcelna in MS, althou
we would retain an option to dond certain development in exchange for increassdlty rates. We would also retain rights to Teeln
Japan, certain rights with respect to the manufaatfi Tcelna, 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 cononacwith the implementation of an “at-
the-market’offering program. Pursuant to the sales agreemeninay 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 November 5, 2013, 167,618 sharddean sold and 832,382 shares remain availabfetime 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 $18omior 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 Noveetb, 2013).

During September 2013, the underwriters of the At@013 underwritten public offering exercised tiver-allotment option granted

them which resulted in the sale of 900,000 shafesiocommon stock for gross proceeds of $1.4 amillior net proceeds of approximately ¢
million after deducting underwriting discounts asammissions and estimated offering expenses.
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Our cash burn rate during the nine months endede8dyer 30, 2013, inclusive of the cost of our ongohbili-T clinical study, wa
approximately $880,000 per month. The cash bumfatthe nine months ended September 2013 wag lilvae initial expectations as cert
clinical development expenditures that were prej@d¢b be made during the nine months ended Septe2ithd were deferred, but are expe
to be made during the balance of 2013 as well 201r. Significant activities in the conduct oé tAbili-T clinical trial are expected to res
in substantial increases in our monthly cash bumng the balance of 2013 as well as in 2014. famate our projected burn rate during
remainder of 2013 to average $1.4 million per mamghcertain expenses projected for the third quawdge shifted to the fourth quarter
2013. We believe that with the proceeds from thgust 2013 offering and the related oedotment option exercise, as well as the conva
into common stock of the remaining July 2012 Natean aggregate principal amount of $3.185 millasiginally payable on July 25, 2014,
have sufficient liquidity to support our clinicalal activities into the first quarter of 2015.

We currently intend to continue to use our avddatash to fund general corporate purposes (inetudvorking capital, busine
development and operational purposes) and conthmuengoing Abili-T clinical study of Tcelna in SEBMThe Abili-T clinical study in Nort
America of Tcelna is expected to complete enrolinegrd80 patients in early 2014, with resulting-op® data expected to be available in mid
2016. The future costs of the study, which areaoted by the addition of a few clinical trial siteisd a slower than expected initial pac
enrollment, as well as the ongoing expenses obparations through the expected completion dateettudy and release of ttipe data ar
estimated as of September 30, 2013 to be betwe@rio$831 million. Our existing resources are ni¢guate to permit us to complete ¢
study. We will need to secure significant addigibcapital to continue and complete the trial amgp®rt our operations during the pendenc
the trial. If we are unable to obtain additionahdiing for operations beyond the projected runwaywill be forced to suspend or terminate
current ongoing clinical trial for Tcelna, which yneequire us to modify our current business plat eurtail various aspects of our operati
as well as implement significant cost-reduction sueas or potentially cease operations.

Given our need for substantial amounts of capitalantinue 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 gomated on acceptable terms, if at all.

If Merck does not exercise the Option and acquiesetxclusive, worldwide (excluding Japan) licensewr Tcelna program for MS, or
we are not successful in attracting another paramer entering into a collaboration on acceptabtenge we may not be able to comp
development of or commercialize any product cartdidancluding 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 revenuesachieve or sustain profitability would
significantly hindered and we may not be able taticme operations as proposed, requiring us to fmaglir business plan, curtail varic
aspects of our operations or cease operations.

We do not maintain any external lines of creditodd 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 foraperations 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 nine months ended September 30, 2013, theme no accounting standards or interpretatiosiseid that are expected to ha
material impact on our financial position, operati@r cash flows.

Item 3. Quantitative and Qualitative Disclosures Alout Market Risk.

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

We maintain disclosure controls and proceduresalatesigned to ensure that information requioeiet disclosed by us in the rep:
that we file or submit to the Securities and Exgdei€ommission under the Securities Exchange Act9#4, as amended, is recorc
processed, summarized, and reported within the pierds specified by the Securities and Exchangmr@issions rules and forms, and tl
information is accumulated and communicated tornanagement, including our principal executive aridgpal 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 Gertifying Officers, the effectiveness of our disure controls and procedures a
September 30, 2013, pursuant to Rule 18@) under the Securities Exchange Act. Based upah evaluation, our Certifying Office
concluded that, as of September 30, 2013, ouratisod controls and procedures were effective.

Changes in Internal Control Over Financial Reporting

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

23




PART Il
OTHER INFORMATION
Item 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 weg 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. Additionsisiand uncertainties not presently known or whielrcurrently 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 applicat
bankruptcy laws.

As of September 30, 2013, we had cash and cashadeuis of $20,172,485. During 2012, we closediaafe offering in July 201
consisting of convertible secured notes and wasrempurchase common stock which generated appataiyn$4.1 million in gross procee
These convertible secured notes were converted égtoty and an aggregate of 2,002,926 shares ofmmmstock were issued. Fr
November 2012 through January 2013, we sold aneggtg of 390,000 shares of our common stock todlinPark for gross proceeds
$523,709 pursuant to our $1.5 million purchase egent with Lincoln Park. We closed a private ofigrof unsecured convertible promiss
notes and warrants to purchase common stock inadar2013 which generated $650,000 in gross procedgdsn receipt of the upfrc
payment from Merck in February 2013, we repaid $880 principal amount plus accrued interest ofXaeuary 2013 notes and convertec
remaining $100,000 principal amount into sharesashmon stock pursuant to the invessoglection to convert into equity. In February 2
we sold an aggregate of 167,618 shares of our canstock pursuant to a sales agreement executeémrr8ber 6, 2012 with Brinson Pati
Securities Corporation acting as sales agent wmléat-the-marketprogram, for gross proceeds of $536,417. On Fepda2013, we enter
into an Option and License Agreement with Merckspant to which we granted the Option to Merck tquare an exclusive, worldwi
(excluding Japan) license to our Tcelna progranttfertreatment of MS in consideration for an upfnoslyment of $5 million. On February
2013, we closed an offering of 1,083,334 sharesoofmon stock and warrants to purchase 541,668 sbd@mmon stock for gross proce
of $3,250,002. On August 13, 2013, we closed deriafj of 12 million shares of common stock for gggroceeds of $18 million, or
proceeds of approximately $16.2 million after dethgs underwriting discounts and commissions andreged offering expenses, and
granted the underwriters a 30-day option to purehas to an additional 1.8 million shares of comnsbock to cover ovesallotments, i
any. During September 2013, the underwriters efAligust 2013 underwritten public offering exerdiske overallotment option granted
them which resulted in the issuance of an additi®08,000 shares of common stock for gross proceé®d.35 million, or net proceeds
approximately $1.2 million after deducting undetimg discounts and commissions and estimated offegkpenses.

Our cash burn rate during the nine months endede8dger 30, 2013, inclusive of the cost of our ongoAbili-T clinical study, wa
approximately $880,000 per month. The cash bura irathe second quarter of 2013 was lower thamalnixpectations as certain clini
development expenditures that were projected tmaee during the nine months ended September 2003 dederred, but are expected tc
made during the balance of 2013 as well as in 28ighificant activities in the conduct of the Ablliclinical trial are expected to resuli
substantial increases in our monthly cash burnnduttie balance of 2013 as well as in 2014. Wenasé our projected burn rate during
remainder of 2013 to average $1.4 million per mamghcertain expenses projected for the third quawdge shifted to the fourth quarter
2013. With the proceeds of our August 2013 offgamd the related ovattotment option, as well as the conversion intmotwon stock of th
remaining July 2012 Notes in an aggregate princggabunt of $3.185 million originally payable on @5, 2014, we believe we he
sufficient liquidity to support our clinical trialctivities into the first quarter of 2015. Howeyv#ite Abili-T clinical study in North America
Tcelna is expected to complete enrollment of 18&@epts in early 2014, with resulting top-line datgpected to be available in mad16. Th
future costs of the study, which are impacted yatidition of a few clinical trial sites and a stwthan expected initial pace of enrolimen
well as the ongoing expenses of our operationaitiirdhe expected completion date of the study aelehse of topine data are estimated as
September 30, 2013 to be between $30 to $31 mill@ur existing resources are not adequate to persnio complete such study. We
need to secure significant additional resourcedtoplete the trial and support our operations dutie 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 maintaintsigec arrangements for research, developmentcalinesting, manufacturil
and marketing

e the accuracy of the assumptions underlying oumesés for capital needs in 2013 and beyond asasdtr the clinical study
Tcelna;

e scientific progress in our research and developmpegrams;

e the magnitude and scope of our research and dewelapprograms;

e our progress with preclinical development and chitrials;

e the time and costs involved in obtaining regulat@pyprovals;

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

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 enrolinuéri80 patients in early 2014, with resulting-lope data expected to be available in mid
2016. The future costs of the study, which are ictgxd by the addition of a few clinical trial siteed a slower than expected initial pac
enrollment, as well as the ongoing expenses obparations through the expected completion dateettudy and release of ttipe data ar
estimated as of September 30, 2013 to be betwe@mo$B31 million. These estimated costs are gbrafunction of the pace of clinical tr
enrollment, and should enrollment timelines getagetl beyond our current expectation, the estimetsts are likely to increase due to
additional operational expenses. Similarly, shadditional patients be enrolled in the trial, tlosts are likely 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 relateldh@se 111 development, manufacturing saghautomation and technology trans
research on additional indications and businessldpment activities. There is no assurance thatsanh future expenses would be recov
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 d igillion purchase agreement with Lincoln Park, mvay 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 becatise $1.5 million purchase agreement
the $15 million purchase agreement contain linotai restrictions, requirements, events of defantt other provisions that could limit «
ability to cause Lincoln Park to buy common stoanf 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 wl
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 mlé\s part of the August 2013 offeri
we agreed not to sell shares pursuant to our psechgreements with Lincoln Park or under our “ettiarket’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 workit
capital needed, the prevailing market price of common stock and the extent to which we are ablseture 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 forftreseeable future. We have not received, andaweot 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 developmente are largely dependent on the success of our pmvatandidate, Tcelna, and we cant
be certain that Tcelna will receive regulatory agpral or be successfully commercialized.

Our business is at an early stage of developmeatd@hot have any product candidates that have lededplatestage 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 Septemb@t2, we announced the initiation of a Phase Lidysof Tcelna in patients with SPMS. We
still in the very early stages of identifying amahducting research on any other potential proddaslna, and any other potential products,
require regulatory approval prior to marketinghie United States and other countries. Obtaining spproval 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 @wy development activities) for any other prodoahdidates or to commercialize
products. Tcelna, and any other potential produntsy prove to have undesirable or unintended affibets or other characteristics adver
affecting their safety, efficacy or costfectiveness that could prevent or limit their ugay product using any of our technology may ta
provide the intended therapeutic benefits or taeaghtherapeutic benefits equal to or better thanstandard of treatment at the time of te:
or production.
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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 internatramts 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 maénigufficient quantities from multiple sourcesabia 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 enrollmienearly 2014, with the resulting top-line datgpegted to be available in mRB16. Ir
addition, we anticipate that a pivotal Phase lithichl trial would be necessary before an applaatould be submitted for approval of Tce
for SPMS. Failure can occur at any stage of tlaéstrand problems could be encountered that wealde us or Merck (in the event the Og
is exercised) to be unable to initiate a trialtaabandon or repeat a clinical trial.
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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 tegaacy of trial design to potentially demonstraftectiveness, ar
subsequent design modificatiol

e unforeseen safety issues;

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

e slower than expected rates of patient recruitment;

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

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

o failure of medical investigators to follow our dlial 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 sucedlgstarry out its contractual duties or regulataryligations or me:
expected deadline

e licenses needed from third parties for manufactguiinorder to conduct Phase Ill trials or to cortdzmmmercial 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 bythfirel party is compromised due to its failure thare 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 &&isting operations;
e risks of entering new potential markets or techgias;
e inability to generate sufficient funding to offsetquisition costs; and
e delays that may result from our having to perfomanticipated 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 treatmentg]uiing cheaper generic drugs;

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

e effectiveness of sales and marketing strategieth#®product and competition for such product;

e the product labeling or product insert requiredtsy FDA or regulatory authority in other countriasg
e the availability of adequate third-party insuracoserage 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 by NASDAQ, have resulted in, and galitinue to result in, increased ci
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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Any acquisitions that we make could disrupt our lisss and harm our financial conditiol

We expect to evaluate potential strategic acqaisstiof complementary businesses, products or téofies on a global geograp
footprint. We may also consider joint venturegefising and other collaborative projects. We may lbe able to identify appropri
acquisition candidates or strategic partners, acessfully negotiate, finance or integrate acqoisit of any businesses, products
technologies. Furthermore, the integration of aoguisition and management of any collaborativéegtanay divert our managemestime
and resources from our core business and disruppperations. We do not have any experience witjuising companies, or with acquiri
products outside of the United States. Any casjuiaition we pursue would potentially divert theskkave have on our balance sheet fron
present clinical development programs. Any stoaguigitions would dilute our shareholdeminership. While we from time to time evalt
potential collaborative projects and acquisitiofiduasinesses, products and technologies, and paticicontinuing to make these evaluati
we have no present commitments or agreements asghect to any acquisitions or collaborative praject

Risks Related to Doing Business Internationa

We plan to do business internationally, which megvp to be difficult and fraught with economic, végtory and political issues. We n
acquire or in-license foreign companies or techgie® or commercialize our @ell or stem cell platform in countries where thesines:
economic and political climates are very differéiom those of the United States. We may not beraw&some of these issues and it ma
difficult for a U.S. company to overcome these é&ssand ultimately become profitable. Certain fgmetountries may favor businesses tha
owned by nationals of those countries as opposddragn-owned business operating locally. As a small cargpave may not have t
resources to engage in the negotiation and timetenimg work needed to overcome some of these patésgues.

Risks Related to Our Intellectual Property

Patents obtained by other persons may result irrimjement claims against us that are costly to dedleand which may limit our ability t
use the disputed technologies and prevent us frommsping research and development or commercialipatiof potential products, such
Tcelna.

If third party patents or patent applications contdaims infringed by either our licensed techml@r other technology required to m
or use our potential products, such as Tcelnasaont 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(tre event the Option is exercised, Merck withpect to Tcelna) may not be able to dev
any affected product candidate commercially. Thoane be no assurance that we will not be obligedefend ourselves (or, in the event
Option is exercised, Merck with respect to Tcelimafourt against allegations of infringement ofrdéhparty 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 partiesieguire us to cease using such technology.

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

Our ability to compete effectively is dependent mpubtaining patent protection relating to our tembgies. The patent positions
pharmaceutical and biotechnology companies, inolpdiurs, are uncertain and involve complex andwvgllegal and factual questions. -
coverage sought in a patent application can be=deoi significantly reduced before or after theepais issued. Consequently, we do not k
whether pending patent applications for our techgwlwill result in the issuance of patents, ornfydassued patents will provide signific.
protection or commercial advantage or will be aineented by others. Since patent applications ecees until the applications are publis
(usually 18 months after the earliest effectivenfjl date), and since publication of discoveriesha scientific or patent literature often |
behind actual discoveries, we cannot be certaintti@ainventors of our owned or licensed intellettoroperty rights were the first to make
inventions at issue or that any patent applicatamissue were the first to be filed for such irti@ms. There can be no assurance that p:
will issue from pending patent applications ofis§ued, that such patents will be of commerciakfieto us, afford us adequate protection f
competing products, or not be challenged or dedlamealid.
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For our licensed intellectual property, we haveitéeh control over the amount or timing of resourttest are devoted to the prosecutio
certain of such intellectual property. Due to thaisk of control and general uncertainties in theepaprosecution process, we cannot be
that any licensed patents will result from licensagablications or, if they do, that they will be mi@ined. Issued U.S. patents require
payment of maintenance fees to continue to bertefoWe rely on licensors to do this and theilufai to do so could result in the forfeiture
patents not timely maintained. Many foreign patgfites also require the payment of periodic atiesiito keep patents and patent applica
in good standing. As we may not maintain contrarahe payment of all such annuities, we cannatrasgou that our licensors will timely
such annuities and that the granted patents andirgeipatent applications will not become abandornedddition, our licensors may h
selected a limited amount of foreign patent pradectand therefore applications have not been fitednd foreign patents may not have t
perfected in, all commercially significant coungiie

The patent protection of product candidates, suchcelna, involves complex legal and factual qoesti To the extent that it would
necessary or advantageous for any of our licertearsoperate or lead in the enforcement of ounBee intellectual property rights, we car
control the amount or timing of resources suchisges 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 propeigits, our ability to enforce them, or our undertylicenses.

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

e obtain and maintain patents to protect our prodantlidates such as Tcelna;

e obtain and maintain any required or desirable Besrnto use certain technologies of third parti¢gsckivmay be protected
patents

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

e we or our licensor might not have been the firsntake the inventions covered by pending patentiens or issue
patents owned by, or licensed to,

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

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

e itis possible that none of the pending patentiappbns owned by, or licensed to, us will resaoltdsued patents;

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

e any of the issued patents under which we hold sighdy not be valid or enforceable or may be circembed successfully
light of the continuing evolution of domestic ammdign 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 competitiesifion.
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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 institutivenge filed patent applications
have been issued patents relating to cell therdmglls, and other technologies potentially relevanbr required by our product candic
Tcelna. We cannot predict which, if any, of suclplayations will issue as patents or the claims timight be allowed. We are aware ¢
number of patent applications and patents claimseof modified cells to treat disease, disordenjary.

There is significant litigation in our industry rgling patent and other intellectual property sghiVhile we are not subject to any pen:
intellectual property litigation as of the date ¢, and are not aware of any such threateneddfitig, we may be exposed to future litigatior
third parties based on claims that our product ichatds, such as Tcelna, or their methods of useufaaturing or other technologies
activities infringe the intellectual property righf such third parties. If our product candidasesh as Tcelna, or their methods of manufa
are found to infringe any such patents, we may havgay significant damages or seek licenses ugdehn patents. We have not condu
comprehensive searches of patents issued to thittep relating to Tcelna. Consequently, no asseraan be given that thigghrty patent
containing claims covering Tcelna, its method oé ws manufacture do not exist or have not beemr fdad will not be issued in t
future. Because some patent applications in thigetrStates may be maintained in secrecy untilpdients are issued, and because ¢
applications in the United States and many forg@igisdictions 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 commercializomg or more of our product candidates. A patefddr could prevent us from importil
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 thirgarty proprietary rights. Similarly, we may be sdijto claims that we have inappropriately usedisclose:
trade secrets or other proprietary informationhafct parties. If we become involved in litigatiahcould consume a substantial portion of
managerial and financial resources, regardlesshether we win or lose. Some of our competitors tm@ble to sustain the costs of com
intellectual property litigation more effectivelljan we can because they have substantially gresteurces. We may not be able to afforc
costs of litigation. Any legal action against usoar collaborators could lead to:

e payment of actual damages, royalties, lost profitsentially treble damages and attornefe®s, if we are found to hs
willfully infringed a third part’s patent rights

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

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

e significant cost and expense, as well as distradfmur management from our business.

As a result, we could be prevented from commemiiadi current or future product candidates.
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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 (suddersk, in the event the Option is exercised, wébpect 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. Noneuwfproduct candidates can be marketed in theedr8tates until it has been approved b
FDA. No product candidate of ours has been apphoaed we may never receive FDA approval for amydpcet candidate. Obtaining FI
approval typically takes many years and requiréstsuntial resources. Even if regulatory approsallitained, 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 approvataild 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, adiging, promotion, distribution ai
export. The FDAS requirements may change and additional governnegudations may be promulgated that could affactaur partners ai
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 makgaor labeling, expedited reporting of certairvexde events, preapproval of promotic
materials and restrictions on direct-to-consumeedtsing. Furthermore, heightened Congressionaitisy on the adequacy of the FDAdrug
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 lagisn 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 assumgpliance with new postpproval regulatory requirements. We cannot prettie
likelihood, nature or extent of government regwiatthat may arise from this or future legislationadministrative action, either in the Uni
States or abroad.

In order to market any of our products outsidehef United States, we and our strategic partnerdiegisees must establish and cor
with numerous and varying regulatory requiremeffitstioer countries regarding safety and efficacypgval procedures vary among couni
and can involve additional product testing and talgal administrative review periods and the tineguired to obtain approval in otl
countries might differ from that required to obt&DA approval. The regulatory approval processtirer countries may include all of the ri
detailed above regarding FDA approval in the Unistdtes. Approval by the FDA does not automaticlaglhd to the approval of authorit
outside of the United States and, similarly, apptdy other regulatory authorities outside the EahiStates will not automatically lead to F
approval. In addition, regulatory approval in awuntry does not ensure regulatory approval in terotbut a failure or delay in obtain
regulatory approval in one country may negativatpact the regulatory process in others. Our prodacdidates, such as Tcelna, may ne
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 iatéd uses for which any potential product may beketad or require costly, postarketing
follow-up studies.

If we fail to comply with applicable regulatory néicements in the United States and other countaiegng other things, we may be sut
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 restrigjanterruption 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 regulationsn@ 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 aommercialization activities 1
Tcelna in MS, although we would retain an optiortédund certain development in exchange for increaegdlty rates. Otherwise, if we i
successful in achieving approval to market one orenof our product candidates, our operations kelldirectly, or indirectly through ¢
customers, subject to various state and federatifeand abuse laws, including, without limitatiolne federal AntiKickback Statute and Fa
Claims Act. These laws may impact, among othemgthiour proposed sales, marketing, and educatigragms.
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The federal AntiKickback Statute prohibits persons from knowinghdawillfully soliciting, offering, receiving or pndding 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 puwpoisan arrangement involving remuneration is tuge referrals of fedel
healthcare covered business, the statute has lielated. 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 HumaniSesy Office of Inspector General,
OIG, to issue a series of regulations, known asshte harbors.These safe harbors set forth provisions that] thair applicable requiremet
are met, will assure healthcare providers and gbleties that they will not be prosecuted underAné-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 ®&halties for violations of the federal Aktickback Statute include criminal penali
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”magre 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 nerslof healthcare companies to have to defend seFzlaims Act action. When an entit
determined to have violated the federal False (dafmt, it may be required to pay up to three tintes actual damages sustained by
government, plus civil penalties. Various stategehaso enacted laws modeled after the federakFasims Act.

In addition to the laws described above, the Helmglurance Portability and Accountability Act of9®created two new federal crim
healthcare fraud and false statements relatingeédtiicare 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 tgt@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.

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 amnidnhinal penalties, damages, fines, exclusion fgpwernment healthcare programs, ant
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 Statesatndad. Our competitors have products that haentapproved or are in advan
development and may succeed in developing drugsateamore effective, safer and more affordablenore easily administered than ours
that achieve patent protection or commercializatamoner than our products. Our most significaninpetitors are fully integrat
pharmaceutical companies and more establishedchiotéogy companies. These companies have signifjcgreater capital resources
expertise in research and development, manufagiurésting, obtaining regulatory approvals, andkating than we currently do. Howey
smaller companies also may prove to be significzarpetitors, particularly through proprietary resbadiscoveries and collaborat
arrangements with large pharmaceutical and eskeddlidiotechnology companies. In addition to thepetitors with existing products tl
have been approved, many of our competitors atedurlong in the process of product developmedtaiso 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 commercialmathan we are able to achieve. Competitive prtxlutay render any products or proc
candidates that we develop obsolete.
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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 candégatsuch as Tcelna, may be rendered obsolete opnomical by new discoveries before
recover any expenses incurred in connection withr tdevelopment. If our product candidates, suchiTealna, are rendered obsolete
advancements in biopharmaceutical technologiesfuture prospects will suffer.

Consumers may sue us for product liability, whicbwd result in substantial liabilities that exceealr available resources and damage
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 commercializedswzsnars 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 contributimm us if they incur any loss or expenses relateduch claims. We have insurance
covers clinical trial activities. We believe ousimance coverage as of the date hereof is reagoadbtuate 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 mayro&ibitively expensive or may not fully cover opotential liabilities. Our inability 1
obtain sufficient insurance coverage at an accéptabst or otherwise to protect against potentiadpct liability claims could prevent
inhibit the regulatory approval or commercializatiof products that we or one of our collaboratagedop. Product liability claims could he
a material adverse effect on our business andtsesfibperations. Liability from such claims coddceed 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 petsdu

Health care reform measures could adversely affeat business

The business and financial condition of pharmacaufind 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 glidons, 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). ltiitées 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 shaee)maintain the listing of our common stock on tHASDAQ Capital Market. Ot
stockholders’ equity of $1,341,611 as of June ®1,32was below the minimum stockholdeesjuity of $2.5 million required by NASDAQ
maintain compliance. However, on August 13, 2018 raised gross proceeds of $18 million throughstile of shares of our common stoc
an underwritten public offering, or net proceedsapproximately $16.2 million after deducting undeting discounts and commissions
estimated offering expenses, and the proceedscbfsale of shares of our common stock enabled adim the required level of stockholders
equity to maintain compliance. While we are exénggliligent efforts to maintain the listing of oaommon stock on NASDAQ, there car
no assurance that we will be able to maintain caanpk with the stockholder’s equity standard inftitere.
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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 $2.5 million required for continued listi on NASDAQ. We were provided 45 calendar daygrdil January 10, 2013, to subm
plan to regain compliance with the minimum stockles$’ equity standard. We submitted such a plan an@ accepted, with NASDAQ th
granting us an extension until May 15, 2013 to emimk compliance with the minimum stockholderglity standard. Upon executing the
we attained the necessary stockholder equity lamdlsubsequently 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 satisfother 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 esHar periods of time, and our common stock wagewpardy of being deliste
Additionally, during 2010 and 2011, the tradingcerbf 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 consecutragling days, and after an initial and an extergtede period, and implementation of a one
for-four reverse stock split of our common stock on éweber 14, 2012, we regained compliance with th@Gminimum 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, godeedings 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, angribe of our stock could suffer a material dezlibDelisting may also impair our ability
raise capital.

Our share price is volatile, and you may not be albd resell our shares at a profit or at all.

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 higtdiatile in the future. The following facto
in addition to other risk factors described in théxtion, may have a significant impact on the rtapkice of our common stock:

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

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

e announcements of technological innovations, newmernial products or other material events by ounpetitors or us;

e disputes or other developments concerning our pEtpy rights;

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

e additions or departures of key personnel;

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

e public concern as to, and legislative action wébpect to, the pricing and availability of prestap drugs or the safety of drt
and drug delivery technique

e regulatory developments in the United States ardrgign countries; or

o dilutive effects of sales of shares of common stogkis or our shareholders, including Lincoln Parkg sales of common stc
acquired upon exercise or conversion by the holdewsarrants, options or convertible not
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Broad market and industry factors, as well as egpo@nd political factors, also may materially achedy 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 volatilily the price of a comparny’securities or the reporting of unfavorable nesesurit
holders have often instituted class action litigati If the market value of our securities expereeradverse fluctuations and we bec
involved in this type of litigation, regardless the outcome, we could incur substantial legal cast$ our managemestattention could t
diverted from the operation of our business, causur business to suffer.

Our “blank check” preferred stock could be issued to prevent a busse&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@ur preferred stock could be utilized as a methiodiscouraging, delaying, or prevent
a change in our control and as a method of prevgraihareholders from receiving a premium for tlséi@res in connection with a chang
control.

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, ofahimotes in the aggregate principal amount of $900 were converted into shares of St
A convertible preferred stock which, in turn, weenverted into an aggregate of 288,229 sharesrafrmin stock. The remaining notes w
converted into an aggregate of 1,714,697 sharesminon stock at $1.91 per share on September 248. Zorom November 2012 throt
January 2013, we sold an aggregate of 390,000 shatgncoln Park pursuant to the $1.5 million fhase agreement and issued an addit
56,507 shares as initial commitment shares andb3hares as additional commitment shares. In JarBedr3, we issued $650,000 princ
amount of unsecured convertible promissory notegha¢h $100,000 was converted into 77,034 shareswimon stock at $1.298125 per sl
and the remaining $550,000 of principal amount plosrued interest was repaid. Purchasers of sois mlso received fivgear warrants
acquire an aggregate of 243,750 shares of our constock at an exercise price of $1.24 per shansudut to a Sales Agreement execute
September 6, 2012, we have registered for sale 400,000 shares of common stock through Brifadrick Securities Corporation acting
sales agent in an “at-the-market” program. In Fetyr2013, we sold an aggregate of 167,618 sharearodommon stock pursuant to such a
the-market program for gross proceeds of $536,417. €mary 11, 2013, we closed on an offering of 1,888 shares of common stock
warrants to purchase 541,668 shares of common $twofross proceeds of $3,250,002. On August 1332@0e closed an offering of
million shares of common stock for gross procedd®l® million, or net proceeds of approximately Lfillion after deducting underwritil
discounts and commissions and estimated offeripgmeses, and we granted the underwriters da0eption to purchase up to an additi
1.8 million shares of common stock to cover oaldotments, if any. During September 2013, the wwdters of the August 2013 underwrit
public offering exercised the ovatlotment option granted to them which resultedhie issuance of an additional 900,000 shares ofvamn
stock for gross proceeds of $1.35 million, or metceeds of approximately $1.2 million after dedugtunderwriting discounts and commissi
and estimated offering expesnes. There can beswase that our capital raising efforts will béeato attract the capital needed to execut
our business plan and sustain our operations.

Sales of a substantial number of additional shafesir common stock in the public market could eatise market price of our comn
stock to decline. An aggregate of 22,729,487 shafecommon stock were outstanding as of Octobe20%3. As of such date, anothe
1,094,854 shares of common stock were issuable epertise of outstanding options and (ii) 3,069,848res of common stock were issu
upon the exercise of outstanding warrants.

A substantial majority of the outstanding shareswfcommon stock are freely tradable without fetstm or further registration under 1
Securities Act of 1933. We may sell additionalrelsaof common stock, as well as securities corbertnto or exercisable for common stc
in subsequent public or private offerings. We nadso issue additional shares of common stock, dkasesecurities convertible into
exercisable for common stock, to finance futureugitions. Among other requirements, we will néedaise significant additional capital
order to complete the Phase llb clinical study oélia in SPMS, and this may require us to issugbatantial amount of securities (includ
common stock as well as securities convertible ont@xercisable for common stock). We cannot ptettie 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 ourncomstock, as well as securi
convertible into or exercisable for common stockcluding shares issued in connection with an adiprisor securing funds to complete
clinical trial plans, or the perception that suakes could occur, may adversely affect prevailiragkat prices for our common stock.
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The sale or issuance of our common stock to Lincdkark may cause dilution and the sale of the sha@scommon stock acquired
Lincoln Park, or the perception that such sales magcur, could cause the price of our common stookfall.

Under the $1.5 million purchase agreement and $ilbmpurchase agreement with Lincoln Park, we mdagct Lincoln Park to purchs
up to $16.5 million of shares of common stock, eabjo certain limitations and conditions, overGan3onth 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 agigegf 3,585 additional commitment shares, and imalge future issue up to an additic
109,428 shares of common stock as additional comenit shares, as a fee for its commitment to pueckias shares under the $1.5 mil
purchase agreement and the $15 million purchasseagmt. 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 stocto decline. As part of the August 2013 securitifering, we agree
not to sell shares pursuant to our purchase agmsméth Lincoln Park for a period of 90 days felimg such offering (or until November
2013). Following November 5, 2013, we may sellrekaf our common stock to Lincoln Park under thecpase agreements.

Subject to certain conditions, we generally hawertght to control the timing and amount of anyesabf our shares to Lincoln Park, ex
that, pursuant to the terms of our agreements hitboln 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 bimi€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 atime or none of the shares of our common stoclaldsupursuant to the purch
agreements after the date hereof and, after iahgaired shares, Lincoln Park may sell all, somaare 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 gab8al number of shares of our common stock tacain Park, or the anticipation of st
sales, could cause the trading price of our comsionk to decline and could make it more difficut us to sell equity or equitselatec
securities in the future.

We presently do not intend to pay cash dividendsoan 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 aapital needs of the business, it is anticipatetiahaarnings, 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@0deshof our common stock and to issue and desighataghts of, without shareholc
approval, up to 10,000,000 shares of preferredkstimcorder to raise additional capital, we maytlie future offer additional shares of
common stock or other securities convertible int@xchangeable for our common stock at prices 1t not be the same as the price
share paid by other investors, and dilution toshareholders could result. We may sell shareshar @ecurities in any other offering at a p
per share that is less than the price per shatelyeinvestors, and investors purchasing shareshar securities in the future could have ri
superior to existing shareholders. The price fre at which we sell additional shares of our camratock, or securities convertible
exchangeable into common stock, in future transastmay be higher or lower than the price per spaie by other investors.
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We may issue debt and equity securities or seasittonvertible into equity securities, any of whiotay 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 eapitsources by entering into debt or déte-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 influencedrbgirket conditions and other factors beyond outrobnwe cannot predict or estimate
amount, timing or nature of our future offeringsdebt financings. Further, market conditions caelguire us to accept less favorable term
the issuance of our securities in the future.

Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdirorking capital and operational purposes), weridtto use our current available c.
as well as the net proceeds from the sale of anymman stock that we may sell to Lincoln Park under purchase agreements from tim
time and the net proceeds from our August 2013rgexsioffering to continue our ongoing Phase libical study of Tcelna in SPMS.

The Phase llb clinical study in North America ofelr@a is expected to complete enrollment of 180epdsiin early 2014, with the result
top-line data expected to be available in r2éd6. The future costs of the study, which areaioted by the addition of a few clinical trial s
and a slower than expected initial pace of enratiinas well as the ongoing expenses of our operatiorough the expected completion da
the study and release or tbpe data are estimated as of September 30, 208 between $30 to $31 million. Our existing reses, inclusiv
of the $16.2 million in net proceeds from the saflshares of our common stock in August 2013 aed$th2 million in net proceeds from
September 2013 exercise of the oa#otment option granted to the underwriters of fiuggust 2013 underwritten public offering, are
adequate to permit us to complete our ongoing PHaselinical study of Tcelna in SPMS. We will reedéo secure significant additiol
resources to complete the trial and support ouratipes during the pendency of the trial.

Depending on future developments and circumstarngesnay 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 nhumberfa€tors, including the amount and tim
of cash used in our operations and our researcldeanelopment efforts. Managementailure to use these funds effectively would hav
adverse effect on the value of our common stockcatd make it more difficult and costly to raismds in the future.
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Iltem 6. Exhibits.

Exhibit
No. Description

10.1  Form of Omnibus Amendment to All Outstandlr§o Convertible Secured Promissory Notes of Opédwexdpeutics, Inc. and
Associated Registration Rights Agreement, madec¥ie as of September 23, 2013, by and among Opk&eapeutics, Inc. and
certain holders of its 12% Convertible Secured Fseary Notes (incorporated by reference to ExHibitl to the Company’s
Current Report on Formr-K filed September 25, 201z

31.1* Certification of Chief Executive Officer pursuant$ection 302 of the Sarba-Oxley Act of 2002

31.2* Certification of Chief Financial Officer pursuaut $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 pursuamot $ection 906 of the Sarba-Oxley Act of 2002
101* Financial statements from the Quarterly ReparForm 10-Q of the Company for the period enSedtember 30, 2013, formatted

in Extensible Business Reporting Language (XBR(L):Consolidated Balance Sheets; (ii) Consolid&tatements of Expenses;
(iii) Consolidated Statements of Cash Flows; amjiiotes to Consolidated Financial Stateme

* Filed herewith
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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: November 7, 2013 By: /s/ Neil K. Warme

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

Date: November 7, 2013 By: /s/ Karthik Radhakrishne

Karthik Radhakrishna
Chief Financial Office
(Principal Financial and Accounting Officer)
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Form of Omnibus Amendment to All Outstandli2§o Convertible Secured Promissory Notes of Opédwadpeutics, Inc. and
Associated Registration Rights Agreement, madect¥ie as of September 23, 2013, by and among Opk&eapeutics, Inc. and
certain holders of its 12% Convertible Secured Bseory Notes (incorporated by reference to ExHibitl to the Company’s
Current Report on Formr-K filed September 25, 201z
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Financial statements from the Quarterly ReparForm 10-Q of the Company for the period enBegdtember 30, 2013, formatted

in Extensible Business Reporting Language (XBR(L):Consolidated Balance Sheets; (ii) Consolid&@&tements of Expenses;
(iii) Consolidated Statements of Cash Flows; amjiiotes to Consolidated Financial Stateme

*

Filed herewith



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: November 7, 2013 By:/s/ Neil K. Warme

Neil K. Warma
President and Chief Executive Offic



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: November 7, 2013 By:/s/ Karthik Radhakrishne

Karthik Radhakrishna
Chief Financial Office



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 QCfor the period ending September
2013 (the “Report”), as filed with the SecuritiexlédExchange Commission on the date hereof, |, lléiVarma, 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: November 7, 2013 By:/s/ Neil K. Warme
Neil K. Warma

President and Chief Executive Offic
(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 QCfor the period ending September
2013 (the “Report”), as filed with the SecuritiexlédExchange Commission on the date hereof, |, KaRhdhakrishnan, Chief Financial

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: November 7, 2013 By:/s/ Karthik Radhakrishne

Karthik Radhakrishna
Chief Financial Office
(Principal Financial and Accounting Officer)



