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PART I - FINANCIAL INFORMATION
Iltem 1. Financial Statements.

OPEXA THERAPEUTICS, INC.
(a development stage company)
CONSOLIDATED BALANCE SHEETS
(unaudited)

Assets

Current asset:
Cash and cash equivalel
Other current assets
Total current asse

Property & equipment, net of accumulated depreamri
of $1,418,344 and $1,193,601, respecti
Restricted cas
Deferred financing costs, net of amortizat
of $24,710 and $0, respectively
Total assets

Liabilities and Stockholders' Equity

Current liabilities:
Accounts payabl
Accounts payabl- related partie
Accrued expense
Warrant derivative liabilities

Total current liabilities

Long term liabilities:
Convertible debt, net of unamortized disco
of $3,195,066 and $0, respectiv:
Convertible deb- related parties, net of unamortized discc
of $582,602 and $0, respectively

Total liabilities

Commitments and contingenci

Stockholders' equity

Preferred stock, no par value, 10,000,000 shartberazed,
none issued and outstandi

Common stock, $0.01 par value, 100,000,000 shaithe@dzed,
23,048,488 shares issued and outstan

Additional paid in capita

Deficit accumulated during the development stage
Total stockholders' equity

Total liabilities and stockholders' equity

September 30, December 31,
2012 2011

$ 2,237,611 $ 7,109,21!
1,188,23 124,77.
3,425,85! 7,233,98
1,327,64! 1,029,23i
1,000,001 -
245,401 -

$ 5998,91. $ 8,263,22.
$ 534,36¢ $ 476,31!
8,33: 15,00(

358,07! 576,54!
2,451,52. -
3,352,29! 1,067,86!
259,93 -

47,39¢ -

3,659,62 1,067,86!
230,48! 230,48!
109,686,06 107,645,66
(107,577,26) (100,680,78)
2,339,28! 7,195,36

$ 5998,91. $ 8,263,22.

See accompanying notes to unaudited consolidataddial statements
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OPEXA THERAPEUTICS, INC.
(a development stage company)
CONSOLIDATED STATEMENTS OF EXPENSES

(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
2012 2011 2012 2011 2012
Research and developme $ 1,455,931 $ 654,77. $ 4,504,24. $ 2,194,14. $ 74,683,11
General and administrati 532,47 584,79 1,878,23i 1,737,68 29,487,31
Depreciation and amortizatic 81,51« 56,88t 225,36! 157,25: 1,571,84
Loss on disposal of assets - 41° - 41° 510,244
Operating los: (2,069,92) (1,296,86) (6,607,84) (4,089,49) (106,252,52)
Interest incomt 61 227 25€ 69¢ 1,358,67.
Other income, ne - - - - 661,141
Gain on extinguishment of de - - - - 1,612,44
Gain (loss) on derivative instrumet (136,889 - (136,889 - 1,251,95
Gain on sale of technolog - - - - 3,000,001
Interest expense (151,029 (63¢) (152,009 (2,649 (9,208,96)
Net loss $ (2,357,78) $ (1,297,27) $ (6,896,47) $ (4,091,43) $ (107,577,26)
Basic and diluted loss per shi $ (0.10) $ (0.0¢) $ 0.30) $ (0.1¢) N/A
Weighted average shares outstant 23,048,48 23,048,48 23,048,48 22,358,61 N/A

See accompanying notes to unaudited consolidataddial statements
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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 1

to warrants and beneficial conversion feal

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

Changes in
Other current asse
Accounts payabl- third parties and related parti
Accrued expenses

Net cash used in operating activit

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

Net cash used in investing activiti

Cash flows from financing activitie
Common stock and warrants sold for cash, net efrioif) cost:
Convertible promissory notes and warrants solatésh,
net of offering cost
Common stock repurchased and canc
Proceeds from exercise of warrants and opt
Proceeds from third party de
Proceeds from related party d
Debt financing cost
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
September 30,
2012 2011 2012

$  (6896,47) $

(4,091,43) $ (107,577,26)

5 : 112,44(
- - 26,286,58
5 87,02¢ 2,061,74:
- - 109,07
34,60( - 6,787,29
- - (1,612,441
225,36t 157,25 1,571,84i
24,71( - 549,08t
542,76t 385,81 16,117,97
136,88¢ - (1,251,95)
E 41z 510,24
(1,025,80) (20,120) (1,567,25)
(130,27¢) 59,81 (219,519
(219,37) (49,976 302,84
(7,307,60) (3,471,21) (57,819,29)
(512,04%) (284,01) (2,183,85)
(1,000,001 - (1,000,00)
(1,512,04) (284,01) (3,183,85)
- 8,618,15 49,072,48
- - (325)
5 : 1,248,58
3,455,001 - 12,738,18
630,00 - 630,00
(136,942 - (136,94
- (35,607 (311,22)
3,948,05 8,582,55! 63,240,77
(4,871,59) 4,827,32 2,237,61
7,109,21! 3,812,53! -
$  22376L $ 863985 $ 223761




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 to common si
Conversion of accrued liabilities to common st
Conversion of accounts payable to note pay
Discount on convertible notes relating
Warrants
Beneficial conversion featul
Stock attached to not
Fair value of derivative instrume
Derivative reclassified to equi
Unpaid additions to property and equipm
Unpaid additions to deferred financing cc

See accompanying notes to unaudited consolidateddial statements
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2,314,63!
1,497,63.

11,73(
170,83:

154,62

147,73
603,60«
37,45
7,709,98i
197,171
93,36«

5,974,37.
3,303,15!
1,287,44
4,680,22
587,60!
11,73(
170,83:




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

Note 1. Basis of Presentation and Principles of @solidation

The accompanying interim unaudited consolidatedrfaial statements of Opexa Therapeutics, Inc. (3@per the “Company”), a
development stage company, have been preparedandance with accounting principles generally ategn the United States of America
and the rules of the Securities and Exchange Cosimnig‘SEC”) and should be read in conjunction wiith audited financial statements and
notes thereto contained in Opexa’s latest AnnugbRdiled with the SEC on Form 10-K. In the oginiof management, all adjustments,
consisting of normal recurring adjustments, neagdsa a fair presentation of financial positiondatihe results of operations for the interim
periods presented have been reflected herein.&gudts of operations for interim periods are natassarily indicative of the results to be
expected for the full year. Notes to the finansiatements that would substantially duplicatediBelosure contained in the audited financial
statements for the most recent fiscal year as tegpan Form 10-K have been omitted.

The accompanying unaudited consolidated finantsements for the nine months ended September03@ &nd 2011 have been
prepared assuming that the Company will continug gging concern, meaning the Company will contiimueperation for the foreseeable
future and will be able to realize assets and diggh liabilities in the ordinary course of operatioThe Company does not currently generate
commercial revenues and its burn rate during the months ended September 30, 2012, inclusiveeofdkt of preparations to commence the
Phase llb clinical study, was approximately $888,p8r month, thereby creating substantial doubtiattte Company’s ability to continue as a
going concern. The financial statements do nouikelany adjustments that might result from the @ut of this uncertainty.

The Company continues to explore potential oppdiiesand alternatives to obtain the additionabueses that will be necessary to
complete the ongoing Phase Ilb study and to sump@bing operations during the pendency of sucdttystdowever, there can be no assuranc
that the Company will be able to secure additidnatls and that if such funds are available, wheteterms or conditions would be
acceptable to the Company. The consolidated fiahstatements contain no adjustment for this uageit.

The accompanying consolidated financial statemientade the accounts of Opexa and all wholly-owsebsidiaries. All intercompany
balances and transactions have been eliminatéxioansolidation.

Note 2. Cash and Cash Equivalents

Opexa considers all highly liquid investments vathoriginal maturity of three months or less, wpearchased, to be cash equivalents.
Investments with maturities in excess of three meitut less than one year are classified as shontihvestments and are stated at fair marke
value.

At September 30, 2012, Opexa had $2,237,618 in@adltash equivalents with approximately $2.0 onllof this invested in a money
market fund investing exclusively in high-qualishort-term money market instruments consisting &. dovernment obligations and
repurchase agreements collateralized by the U.8e@ment. While this fund seeks current income &vpileserving capital and liquidity, the
fund is subject to risk, including U.S. governmehligations risk, and is not federally insured aaganteed by or obligations of the Federal
Deposit Insurance Corporation or any other agefoythe nine months ended September 30, 2012, ¢éineyrmarket fund recognized an
average market yield of 0.01%. Interest income2f@pwas recognized for the nine months ended Sdéyete80, 2012 in the statement of
expenses.

Note 3. Other Current Assets

Other current assets at September 30, 2012 ingegmid reagents and supplies amounting to $713t&&will be used in Opexa’s
recently commenced clinical study. Opexa expectsriortize these prepaid reagents and supplies¢areh and development costs over the
course of the clinical study.

Other current assets at September 30, 2012 alkalencosts incurred from third parties in connettigth the implementation of an at-the-
market program (“ATM Agreement”) pursuant to whidpexa may sell shares of its common stock from torténe depending upon market
demand through a sales agent in transactions denfiedan “at the market” offering as defined indR4il5 of the Securities Act of 1933. As
of September 30, 2012, the costs of $47,657 in ection with the implementation of the ATM Agreemerere capitalized and are included in
other current assets. Upon the sales of any sbamsnmon stock under the ATM Agreement, the cdipéd costs will be offset against the
proceeds of such sales of shares of common stock.

Note 4. Restricted Cash
Opexa issued a total of $4,085,000 in principal am@f convertible secured promissory notes taeelparties and third parties on July
25, 2012 (see Note 6). As part of the securitgrggt granted by Opexa to the investors, $1,00000€te proceeds are required to be

maintained in an account subject to a deposit adamntrol agreement while the Notes are outstandifs of September 30, 2012, the
$1,000,000 balance in the controlled account isnteg as restricted cash in the consolidated balaheets.
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Note 5. Deferred Financing Costs

Deferred financing costs at September 30, 2012isbofscosts incurred from third parties in conjtioo with the debt financing which
closed on July 25, 2012 (See Note 6). The costsmmection with the debt financing were capitaliaed are amortized to interest expense
over the term of the related debt. As of Septe38e2012, the unamortized deferred financing cadtding $245,408 are reported as deferrec
financing costs in the consolidated balance shBetsng the quarter ended September 30, 2012, Oaexatized $24,710 of deferred financ
costs as interest expense.

Note 6. Convertible Secured Promissory Notes

On July 25, 2012, Opexa issued a total of $4,08bi0@rincipal amount of secured convertible prasary notes (“Notes”) to third parties
and related parties, of which an aggregate of $880was issued to related parties (See Note 7)Nbies mature on July 25, 2014 and accrue
interest at the rate of 12% per annum, compoundedaly. Interest is payable semi-annually on J3®and December 31 in either cash or
registered shares of common stock, at Opexa’siefecfhe Notes are secured by substantially adpéxa’s assets and are convertible into a
new class of non-voting Series A convertible preférstock. The Notes can be converted into Sériesnvertible preferred stock at the option
of the investors at a price of $100.00 per shargjest to certain limitations and adjustments. ifiddally, Opexa can elect to convert the Ni
into Series A convertible preferred stock if (i) @g@’'s common stock closes at or above $2.50 pee $6820 consecutive trading days or (ii)
Opexa achieves certain additional funding milestsanecontinue its clinical trial program. Thesdasiones include (x) executing a strategic
agreement with a partner or potential partner biciw®pexa will receive a minimum of $5 million tanially fund, or an option to partner w
Opexa for, its Phase I clinical trial for Tcelmapatients with SPMS and (y) receiving a minimun$®5 million in additional capital (includir
the Note offering proceeds) from any partner, pi@épartner or any other source.

The Series A convertible preferred stock accrueisieinds at the rate of 8% per annum, which are ¢atine and payable semi-annually
on June 30 and December 31 in either cash or eegisshares of common stock at Opexa’s electioa.SEries A convertible preferred stock
has a liquidation preference of $100.00 per stettling holders to payment from the assets of@benpany available for distribution to its
shareholders before any payment is made to thestsotf the common stock. The Series A convertibddepred stock participates in any
dividends or other distributions on shares of comrsiock (other than dividends payable in shareoofmon stock) along with the common
stock. The Series A convertible preferred stoatoisvertible into shares of Opexa’s common stodk@bption of the holders at a price of
$0.80 per share, subject to certain limitations adidstments. Additionally, Opexa can elect to atithe Series A convertible preferred stock
into common stock if Opexa’s common stock closex @bove $4.00 per share for 20 consecutive tgadays. If, as of December 31, 2012,
Opexa has not entered into a strategic agreemémi&wiartner or potential partner pursuant to wikigkexa has or will receive at least $5
million in funding for use toward the clinical ddepment of Tcelna or in return for granting a lisenother rights, or an option to license or
otherwise acquire rights with respect to Tcelna,ttien applicable Series A convertible preferredistonversion price will be adjusted in the
event of the closing of the first down-round finamgcfollowing July 25, 2012 for the issuance of e¢oon stock or common stock equivalents,
to the price per share at which Opexa sells séesiiit such financing, subject to a floor of $0.636.

As part of the security interest in all of Opexa&sets granted to the noteholders, $1,000,00@&girthceeds are maintained in a controllec
account (see Note 4). The noteholders were grargedin registration rights for the shares of utyiley common stock.

The Notes were analyzed for a beneficial converdature and Opexa concluded that a beneficial eion feature exists. The benefi
conversion feature was measured using the commitdeta stock price and was determined to be $16897 of which $230,969 was
attributable to related parties. This amount vem®rded as a debt discount and is amortized toesttexpense over the term of the Notes.
Opexa also analyzed the Notes for derivative adiagiiconsideration and determined that derivatseoanting does not apply.

In connection with the issuance of the Notes, Odsa issued Series | warrants to the noteholdepsitchase an aggregate of 3,829,689
shares of Opexa’s common stock at $1.25 per skabgect to certain limitations and adjustmentse Warrants have a five-year term and are
exercisable after six months from the date of isseaOpexa can redeem the warrants at $0.01 pex lits common stock closes at or above
$2.50 per share for 20 consecutive trading daythdrevent Opexa issues shares of common stoaknomon stock equivalents at a price less
than the then current warrant exercise price, therwarrant exercise price will be reduced to theepat which Opexa issues such shares,
subject to a warrant exercise floor price of $(&4 share. If an adjustment to the warrant exemmise would otherwise go below the warrant
exercise price floor, but for the floor limit, tinember of warrant shares for which the warranker@sable may be increased by a factor equa
to the warrant exercise price floor dividend by linger price, subject to an aggregate increaseot&p% of the original number of warrant
shares. As a result, Opexa accounted for thest peovisions in accordance with Accounting Stagsi€odification (“ASC”) ASC 815-40,
which requires Opexa to record the warrants agigadive liability at the grant date and to recattanges in fair value relating to the warrants
at each subsequent balance sheet date.




The initial fair value of the warrant liabilities 2,314,635, together with the beneficial convandieature of $1,497,634 were recognized
as a debt discount and are amortized to intergstrese over the term of the Notes using the effedtiterest method. The amortized debt
discount for the quarter-ended September 30, 2@k2$84,600 and Opexa recognized $136,889 as atieeiloss due to the change in fair
value of the liability. The unamortized discountosSeptember 30, 2012 amounted to $3,777,668.

Note 7. Related Party Transactions

Investors in the July 25, 2012 Note offering in@dddwo members of Opexa’s Board of Directors artiies affiliated with a third
director (See Note 6). Opexa issued an aggregai63ff,000 in principal amount of Notes to the tirectors and an entity for which a third
director reports beneficial ownership of Opexa siéies. In connection with the issuance of suchddpOpexa also issued warrants to purchas
an aggregate of 590,625 shares of common stockfalihealue of the warrants was $356,969. Opexa détermined the Notes contained a
beneficial conversation feature with fair valueb@80,969. Opexa recorded a total of $587,939 asdistount associated with the Notes iss<
to the related parties and amortized $5,336 asdsttexpense for the quarter ended September 30, 20

On August 15, 2012, Opexa appointed director D&vidorden as its Acting Chief Financial Officer. &son-employee officer of Opexa,
Mr. Jorden will receive cash compensation of $100,0er annum for his service. As of September 8022cash compensation totaling $8,
was due to Mr. Jorden and is reported as accoaythte-related parties in the consolidated balaheets.

Note 8. Fair Value of Financial Instruments

The carrying value of cash and cash equivalentgjvables, accounts payable and accrued expengesxapates their fair values becai
of the short-term nature of these instruments. déreying value of the Notes approximates fair vainee the related rate of interest
approximates current market rates. ManagementJesli®pexa is not exposed to significant interestredit risks arising from these financial
instruments.

Fair value is defined as the exchange price thaldvioe received for an asset or paid to transfebility (an exit price) in the principal or
most advantageous market for the asset or lialilign orderly transaction between market participan the measurement date. Valuation
techniques used to measure fair value maximizeskeof observable inputs and minimize the use observable inputs. Opexa utilizes a fair
value hierarchy based on three levels of inputsylath the first two are considered observablethedast unobservable.

° Level 1 — Quoted prices in active markets for titel assets or liabilities. These are typicallyadbed from real-time quotes
for transactions in active exchange markets invgjvdentical asset

° Level 2 — Quoted prices for similar assets anbillizes in active markets; quoted prices includedidentical or similar assets
and liabilities that are not active; and model-dedi valuations in which all significant inputs asignificant value drivers are
observable in active markets. These are typicditpioed from readil-available pricing sources for comparable instrurss

° Level 3 — Unobservable inputs, where there iklitt no market activity for the asset or liabilifyhese inputs reflect the
reporting entity’s own beliefs about the assumitiat market participants would use in pricingdbset or liability, based on
the best information available in the circumstan

The following table presents the derivative ficiahinstruments, Opexa’s only financial liabilgieneasured and recorded at fair value ot
the Company’s consolidated balance sheets on arimgtasis, and their level within the fair valoierarchy as of September 30, 2012:

September 3(C
2012 Level 1 Level 2 Level 3
Warrant derivative liabilities $ 2,451,52. $ - $ - 9% 2,451,52.
Total $ 2,45152. $ - % - $ 2,451,52.
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The following table provides a summary of the chemig fair value, including net transfers in andlat, of the derivative financial
instruments, measured at fair value on a recubvagjs using significant unobservable inputs:

Balance at December 31, 20 $ -
Fair value of warrant derivative liabilities atissce $ 2,314,63!
Unrealized derivative losses included in other meqexpense) $ 136,88
Balance at September 30, 2012 $ 2,451,52.

The fair value of the derivative liabilities ardaaated at the time of issuance using the Lattigigon pricing model with Monte Carlo
simulation. Opexa records a derivative liability fbe calculated value. Changes in the fair valube derivative liabilities are reported in ot
income (expense) in the consolidated statemerggmé#nses. The variables used in the Lattice optimmg model for the derivative liabilities
during the nine months ended September 30, 2012dec

July 25, 201 September 30, 20
Market value of common stock on measurement $0.64 $0.6¢
Projected exercise pri( $1.2¢ $1.1:
Risk free interest rai 0.56% 0.56%
Warrant lives in year 5 4.8¢
Expected volatility 193% 193%
Expected dividend yielc 0% 0%
Offering price rang: $0.64-$1.64 $0.6¢-$1.6€

Note 9. Stock Options and Warrants
Stock Options

The 2010 Stock Incentive Plan (the “2010 Plan”)vides for the grant of equity incentive awardsngp®yees, directors and consultants
of Opexa in the form of incentive stock optionsxonqualified stock options, as well as restrictiettls, stock appreciation rights, restricted
stock units and performance awards that may bkedett cash, stock or other property. The 201® Bahe successor to and continuation of
Opexa’s June 2004 Compensatory Stock Option Pen“@004 Plan”)A total of 2,500,000 shares of common stock arbaited to be issue
for awards made under the 2010 Plan through Seme2ti20, plus (i) the number of shares subjectacksoptions outstanding under the 2004
Plan that are forfeited or terminate prior to ei@@nd would otherwise be returned to the shaerves under the 2004 Plan and (ii) any
reserved shares under the 2004 Plan that wersswed or subject to outstanding grants. In addisbares subject to awards granted unde
2010 Plan that terminate or expire before beingased or settled will become available for grantler the 2010 Plan. As of September 30,
2012, options to purchase an aggregate of 3,27&R22s were issued and outstanding.

Opexa accounts for share-based compensation, inglegtions and nonvested shares, according tpriingsions of ASC 718, “Share
Based Payment.” During the nine months ended SdyeeB80, 2012, Opexa recognized option expense4#,$66 which includes the related
expense for the options that are expected to assichon achievement of their related performanndittions (see below). Unamortized stock
compensation expense as of September 30, 2012 aedcior$651,689.
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Stock Option Activity

A summary of stock option activity for thane months ended September 30, 20&2resented below:

Witd. Avg.
Number of wtd. Avg. Remaining Intrinsic
Shares Exercise Price  Contract Term Value
(# years)
Outstanding at January 1, 20 1,771,700 $ 1.9
Grantec 1,616,76 0.9
Exercisec - -
Forfeited and canceled (110,250 3.1:
Outstanding at September 30, 2( 3,278,22. $ 1.3¢ 7¢ $ 145,44.
Exercisable at September 30, 2( 168154 $ 1.7¢ 6.6 $ 136,94.

Option awards are granted with an exercise priceleg the market price of Opexa’s stock at the adiissuance, generally have a ten-
year life, and have various vesting dates thatedngn no vesting or partial vesting upon daterafgto full vesting on a specified date. Op
estimates the fair value of stock options usingBlaek-Scholes option-pricing model and recordsatwpensation expense ratably over the
service period.

During the nine months ended September 30, 20XBynmto purchase an aggregate of 375,331 shamesgranted to employees, based
on 2011 performance objectives, at an exercise pfi$0.95. These options have terms of ten yaadshave a vesting schedule of three year
Fair value of $344,309 was calculated using theBBcholes option-pricing model. Variables usethiBlack-Scholes option-pricing model
for these options include (1) discount rate of %9&) expected term of 5.25 years, (3) expecteaatiity of 183% and (4) zero expected
dividends.

During the nine months ended September 30, 20tBynspto purchase an aggregate of 1,019,036 shamesgranted to senior
management, based on the achievement of futurerpeahce-based, strategic milestone objectives) akarcise price of $0.95. These options
have terms of ten years and have vesting schedfithsee years commencing after the two specifiestbne objectives have been individui
met. Fair value of $964,715 was calculated usiegBlack-Scholes option-pricing model. Variablesdig the Black-Scholes option-pricing
model for these options include (1) discount rdt.88%, (2) expected term of ten years, (3) exgubeblatility of 183% and (4) zero expected
dividends.

During the nine months ended September 30, 20t®ynto purchase an aggregate of 25,000 sharesgrvanted to recently hired
employees at exercise prices ranging from $0.%Dt85. These options have terms of ten years aveldaesting schedule of three years
commencing after the one-year anniversary of theleyee’s date of hire. Fair value of $23,103 wdsudated using the Black-Scholes option-
pricing model. Variables used in the Black-Schapson-pricing model for these options include digcount rate of 1.40%, (2) expected term
of seven years, (3) expected volatility of 183% é&hdzero expected dividends.

During the nine months ended September 30, 2018pton to purchase an aggregate of 75,000 shaasgvanted to Opexa’s Acting
Chief Financial Officer at an exercise price of8f0in connection with his appointment. This opti@s a term of ten years, with one-third of
the shares vesting immediately, one-third of theret vesting on December 31, 2012 and the remaimaghird of the shares vesting at the
earlier of June 30, 2013 or the appointment ofranpeent chief financial officer. Fair value of $396 was calculated using the Black-Scholes
option-pricing model. Variables used in the Bladti&les option-pricing model for this option includg discount rate of 1.80%, (2) expected
term of 5.25 years, (3) expected volatility of 1886 and (4) zero expected dividends.

During the nine months ended September 30, 20XBynsto purchase an aggregate of 122,400 shanesgr@nted to directors for serv
on Opexa’s Board at an exercise price of $0.94i0Dptto purchase an aggregate of 40,000 shareséiaws of 10 years, with 50% of the
shares vesting immediately and 50% vesting in @@ from the date of grant. Options to purchasedh®ining 82,400 shares will expire on
the earlier of 10 years or a change in controhef€ompany, with 50% of the shares vesting immelji@nd 50% vesting on December 31,
2012. Fair value of $111,428 was calculated udiegBlack-Scholes option-pricing model. Variablesdus the Black-Scholes option-pricing
model for these options include (1) discount rdt2.03%, (2) expected term of 5.25 years, (3) etguewolatility of 186% and (4) zero
expected dividends.




Warrant Activity

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

wtd. Avg.
Number of Wwitd. Avg. Remaining Intrinsic
Shares Exercise Price  Contract Term Value
(# years)
Outstanding at January 1, 20 10,430,28 $ 1.9C
Granted 3,829,68! 1.2
Exercisec - -
Forfeited and canceled (1,858,33) 1.52
Outstanding at September 30, 2( 12,401,63 $ 1.7z 24 $ 120,91:
Exercisable at September 30, 2( 8,571,951 $ 1.9: 12 % 120,91:

In connection with Opexa’s July 25, 2012 privatkeohg of the Notes (see Note 6), Opexa issuedeSénvarrants to purchase an
aggregate of 3,829,689 shares of common stock exentise price of $1.25 per share, subject tarelimitations and adjustments. These
warrants have a term of five years and are injtiedercisable on January 25, 2013.

Note 10. Subsequent Events

On November 2, 2012, Opexa entered into a $15,00h0rchase agreement and a registration righteaggnt, and on November 5,
2012, Opexa entered into a $1,500,000 purchaseragre, each with Lincoln Park Capital Fund, LLCiitoln Park”) pursuant to which
Opexa has the right to sell to Lincoln Park an aggte of up to $16,500,000 in shares of its comstock, subject to certain conditions and
limitations.

Under the terms and subject to the conditions efpilrchase agreements, Lincoln Park is obligatgditochase up to an aggregate of
$16,500,000 in shares of common stock (subjecettaim limitations) from time to time over a 30-ntloperiod (which, as it relates to the
$15,000,000 purchase agreement, commences ontththdaa registration statement is declared effedty the SEC and a final prospectus in
connection therewith is filed). Opexa may direitdoln Park, at its sole discretion and subjeatddain conditions, to purchase up to 100,000
shares of common stock in regular purchases, isicrgdo amounts of up to 300,000 shares depenging the closing sale price of the
Company’s common stock. In addition, Opexa magdlitincoln Park to purchase additional amountacaglerated purchases if on the date
of a regular purchase the closing sale price oftbmpany’s common stock equals or exceeds $0.75haee. The purchase price of shares o
common stock related to the future funding willdzesed on the prevailing market prices of such shatréhe time of sales (or over a period of
up to 12 business days leading up to such time)nmo event will shares be sold to Lincoln Parkaoday the common stock closing price is
less than the floor price of $0.45, subject to stinent. As of November 8, 2012, Opexa had sold0D@0shares to Lincoln Park under the
$1,500,000 purchase agreement for gross proceet&0gd00.

The purchase agreements also limit Opexa’s salssares of common stock to Lincoln Park to thedess$ (i) the maximum number of
shares of common stock issuable under applicalds nf the NASDAQ Capital Market, unless sharehoffgproval to exceed that maximur
obtained or the average price of all applicablesaf common stock exceed a “base price” (or $@7#presenting Opexa’s closing
consolidated bid price on November 2, 2012 plugaremental amount to account for the issuancewofroitment shares) such that the sale
Lincoln Park are considered to be at least “at mi@nknder applicable NASDAQ rules, (i) no morerithe number of shares that would result
in the beneficial ownership by Lincoln Park andatfliates, at any single point in time, of mohah a stated percentage of the then outstal
shares of common stock (i.e., 4.99% under the $1080 purchase agreement, and 9.99% under the(RL8(D purchase agreement) and (iii)
with respect to the $1,500,000 purchase agreenmdytthe maximum number of shares of common sthek ©®pexa may issue without
exceeding the ceiling set forth in General Insiarct.B.6. of Form S-3 and the applicable interpm@guidance of the SEC (i.e., an amount
based on one-third of the market value of our antting common stock held by non-affiliates), notingt shares Opexa may sell under its at-
the-market offering program effectively reduce saehing.
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As consideration for its commitment to purchaseehaf common stock pursuant to the purchase agmisirOpexa issued to Lincoln
Park 226,027 shares of common stock and agreadue up to an aggregate of an additional 452,0&%slof common stock on a pro rata
basis when and if Lincoln Park purchases sharesminon stock under the purchase agreements.
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Item 2 . Management'’s Discussion and Analysis ofirancial Condition and Results of Operations.

The following discussion and analysis of our finahcondition is as of September 30, 2012. Ouultssof operations and cash flows
should be read in conjunction with our unauditedsalidated financial statements and notes themttided elsewhere in this report and the
audited financial statements and the notes tharetiaded in our Form 10-K for the year ended Deceni, 2011.

Forward-Looking Statements

This Quarterly Report on Form 10-Q contains “fordebooking statements” which are made pursuantecstife harbor provisions of
Section 27A of the Securities Act of 1933, as aneeindnd Section 21E of the Securities ExchangefAt®34, as amended. Statements
contained in this report, other than statementssibrical fact, constitute “forward-looking statents.” The words “expects,” “believes,”
“anticipates,” “estimates,” “may,” “could,” “interg}” and similar expressions are intended to ideftifward-looking statements. In particular,
these forward-looking statements may be found, anuther places, under the headings “Risk Factard™Management’s Discussion and
Analysis of Financial Condition and Results of Cytiems.” These forward-looking statements do naistitute guarantees of future
performance. Investors are cautioned that statenvemith are not strictly historical statementsjuding, without limitation, statements
regarding current or future financial paymentsymes, royalties, performance and position, managémstrategy, plans and objectives for
future operations, plans and objectives for prodieselopment, plans and objectives for presenffiatude clinical trials and results of such
trials, plans and objectives for regulatory apptoltigation, intellectual property, product dewpment, manufacturing plans and performance
and management’s initiatives and strategies, dostiorward-looking statements. Such forward-iogkstatements are subject to a number o
risks and uncertainties that could cause actualteeto differ materially from those anticipatechéBe risks and uncertainties include, but ar
limited to, those risks discussed in “Risk Factoas, well as, without limitation, risks associateith: our capital position; the rights and
preferences provided to the Series A ConvertibéddPred Stock and investors in the convertible satnotes we issued in July 2012
(including a secured interest in all of our assetsj ability to enter into and benefit from a penting arrangement for our product candidate,
Tcelna, on reasonably satisfactory terms (if 3t alid our dependence (if partnered) on the ressuand abilities of any partner for the further
development of Tcelna; our ability to compete wétger, better financed pharmaceutical and bioteldyy companies; new approaches to the
treatment of our targeted diseases; our expectafiorcurring continued losses; our uncertaintglefeloping a marketable product; our ability
to raise additional capital to continue our devaiept programs (including to undertake and comgateongoing or further clinical studies for
Tcelna), including in this regard our ability tdisfy various conditions required to access tharfiting potentially available under the purchas
agreements with Lincoln Park (such as the minimlosigg price for our common stock, the registratdhe underlying shares of common
stock under the Securities Act of 1933, as amenaiadithe requirement for an ongoing trading maifidedur stock); the success of our clinical
trials; the efficacy of Tcelna for any particuladication, such as for relapsing remitting MS arse&lary progressive MS; our ability to deve
and commercialize products; our ability to obtagguired regulatory approvals; our compliance witliFaod and Drug Administration
regulations; our ability to obtain, maintain andtect intellectual property rights (including focdlna); the risk of litigation regarding our
intellectual property rights or the rights of thipdrties; the success of third party developmedtcammercialization efforts with respect to
products covered by intellectual property rightsttive may license or transfer; our limited manufeng capabilities; our dependence on third
party manufacturers; our ability to hire and retskiiled personnel; our volatile stock price; arnhes risks detailed in our filings with the
Securities and Exchange Commission. These forwaokithg statements speak only as of the date ofdipisrt. We assume no obligation or
undertaking to update any forward-looking statermeontained herein to reflect any changes in egtieas with regard thereto or any change
in events, conditions or circumstances on whichsurgh statement is based. You should, howeverweadditional disclosures we make in
reports we file with the Securities and Exchangen@dssion.

Business Overview

Unless otherwise indicated, we use “Opexa,” “thenfany,” “we,” “our” and “us” in this quarterly repioto refer to the businesses of
Opexa Therapeutics, Inc.

Opexa is a biopharmaceutical company developingopalized cellular therapies with the potentiaréat major illnesses, including
multiple sclerosis (MS). These therapies are bageolr proprietary T-cell technology. The inforneatidiscussed related to our product
candidate is preliminary and investigative. Ourduat candidate has not been approved by the U@&l &od Drug Administration (FDA) for
marketing.

Our product candidate, Tcelna™ (formerly known asaxin®), is a personalized T-cell therapy licenfedn Baylor College of
Medicine, which is in clinical development for ttreatment of MS.
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T-Cell Therapy and Tcelnd"

Tcelna™ is a novel Eell immmunotherapy in Phase Ilb clinical developinfen the treatment of patients with secondary peegive M
(SPMS). It is also positioned to enter Phase [Hichl development for the treatment of patientthwelapsing remitting MS (RRMS), subj
to the availability of sufficient resources. Tcelsaa personalized therapy that is specificalljotad to each patiers’disease profile. Tcelne
manufactured using ImmPatM , our proprietary method for the production of déigrat-specific Teell immunotherapy which encompasses
collection of blood from the MS patient, isolatiohperipheral blood mononuclear cells, generatibaroautologous pool of myelin-reactive T-
cells (MRTCSs) raised against selected peptides frorelin basic protein (MBP), myelin oligodendrocygkycoprotein (MOG) and proteolig
protein (PLP), and the return of these expandeadimted T-cells back to the patient. These attiou@-cells are reintroduced into the pat
via subcutaneous injection to trigger a therapaatimune system response.

Initiation of Phase Ilb Clinical Study in Patientsvith SPMS

We recently initiated a Phase Ilb clinical trial Déelna in patients with SPMS. The trial is entltleA Phase 1l Doubl&lind, Placeb
Controlled MultiCenter Study to Evaluate the Efficacy and Safetya#lna in Subjects with Secondary Progressive iblaliSclerosis and h
been named the “Abili-T” trial. The newly-initiadeAbili-T trial is a double-blind, 1:1 randomizeplaceboeontrolled study in SPMS patie
who demonstrate evidence of disease progressidrowtitassociated relapses. The trial is expecteshtoll 180 patients at approximately
leading clinical sites in the U.S. and Canada anexpected to take approximately three years toptatsn According to the study protoc
patients will receive two annual courses of Tcaheatment consisting of five subcutaneous injectipar year at weeks 0, 4, 8, 12 and 24.
primary efficacy endpoint of the trial is the pertage of brain volume change (atrophy) at 24 mon8tsdy investigators will also meas
several important secondary outcomes commonly &edowith MS including disease progression as orealsby Expanded Disability Sta
Scale (EDSS), annualized relapse rate (ARR) andgdsain disability as measured by EDSS and theipelSclerosis Functional Compos
(MSFC). The Abili-T clinical trial is expected toell over a 12-month period and the resulting liop-data is expected by the end of 2015.

Tcelna is the first ever personalizectcdll therapy for MS patients and has received Feastk designation from the FDA in SPMS. -
FDA's Fast Track program is designed to facilitdie development and expedite the review of drutgnired to treat serious or lifereatenin
conditions and that demonstrate the potential thress unmet medical need.

The costs of the Phase llb clinical study of Tcam&PMS, as well as the ongoing expenses of oaradipns through the expec
completion date of such study are estimated atcagpately $35 million. Our existing resources a adequate to permit us to proc
materially beyond the initiation of the study.€., the dosing of the first patients) or to continueel @omplete such study or any signific
portion of it. We will need to secure significantditional resources to complete the trial and suppor operations during the pendency ol
trial. We believe we have sufficient liquidity tagport our clinical trial activities into Decemb2012. If we are unable to obtain additic
funding for operations in the immediate future, wi# be forced to suspend or terminate our cur@rgoing clinical trial for Tcelna and curl
various aspects of our operations, as well as imefg significant cost-reduction measures or paiéintcease operations.

Given our need for substantial amounts of capdatdntinue and complete the Phase IlIb clinical ystadNorth America of Tcelna
SPMS, we intend to continue to explore potentigharpunities and alternatives to obtain the add#loresources that will be necessar
continue and complete the Phase Ilb study and gpasti ongoing operations during the pendency ohstady. In addition to one or mu
additional financings, these opportunities andra#itves may include a partnering arrangement witharge biotech or pharmaceut
company. There can be no assurance that any swicings or partnering arrangement can be consusdnoat acceptable terms, if at all.

SPMS Overviev

SPMS is characterized by a steady accrual of irs#tvie disability, despite, in some cases, revégsitlapses, remissions or clinical
plateaus. Older age at onset of MS diagnosisistitongest predictor of conversion to SPMS. Mhige a shorter time to conversion to
SPMS compared with females. Available immunomodiudpand immunosuppressive therapies used for RR8® hot been effective in
SPMS. In clinical trials, these therapies have alestrated anti-inflammatory properties as meashyetthe reduction in number and volume of
contrast-enhancing or acutely inflammatory cemealous system (CNS) lesions most commonly seeatients with RRMS. The typical
SPMS patient, however, has little or no radiogramvidence of acute inflammation. It is commonlg®eived that contrast-enhancing CNS
lesions are uncommon among these patients, despiéarly deteriorating neurologic course. The latkffect of conventional MS
therapeutics in SPMS suggests that the cerebralidettion characterizing progressive disease neagriven by factors other than acute
inflammation. For instance, the immunopathologBMS is more consistent with a transition to a slrd cell dependent inflammatory tyg
which may encompass the innate immune responspeasibtent activation of microglia cells. Radiodriapfeatures that stand out among
patients with SPMS include significantly more atigmf gray matter compared with RRMS patients. @tenlong-term disability in MS in
general appears more closely correlated to grayematrophy than to white matter inflammation. Sattophy may be suggestive of
progressive clinical disability. Both clinically dmadiographically, SPMS represents a disease gsogith certain features distinct from those
of RRMS, and one with extremely limited treatmeptians.
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Current Treatment Options for SPMS

Only one product, mitoxantrone, is currently apavor the indication of SPMS. However, as of 2a8% drug carries a black box
warning, due to significant risks of decreaseddicstunction, heart failure, and leukemia. The Arnan Academy of Neurology has issued a
report indicating that these risks are even higha&n suggested in the original report leading #oltlack box warning. Hence, a safe and
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 haverbeeighted significantly toward
patients with RRMS), Tcelna has demonstrated orikeo$afest side effect profiles for any marketedewvelopment-stage MS therapy, as well
as encouraging efficacy signals. A total of 142 péients have received Tcelna in previously coretlittials for RRMS and SPMS. The
therapy has been well tolerated in all subjectstasdemonstrated an excellent overall safetylprofihe most common side effect is mild to
moderate irritation at the site of injection, whisftypically resolved in 24 hours. Tcelna has bagministered to a total of 36 subjects with
SPMS across three previous clinical studies. Basegreliminary data suggesting stabilized or impebdisability among SPMS subjects
receiving Tcelna, Opexa believes that further dgwelent of this product in SPMS is warranted.

Summary of TERMS Phase IIb Clinical Trial Data in RMS

Tovaxin for Early Relapsing Multiple Sclero§i-ERMS) was a Phase lIb clinical study of Tceln®RMS patients completed in
2008. Although the study did not show statistiighificance in its primary endpoint (the cumulativumber of gadolinium-enhanced brain
lesions using MRI scans summed at various pointisérstudy), the study showed compelling evideriadfiracy in various clinical and other
MRI endpoints.

The TERMS study was a multi-center, randomized ptioblind, placebo-controlled trial in 150 patientsh RRMS or high risk
Clinically Isolated Syndrome. Patients receivedtal of five subcutaneous injections at weeks,®,4.2 and 24. Key results from the TER
trial included:

« Inthe modified intent to treat patient populat{or142), the ARR for Tcelna-treated patients wa40.as compared to 0.339 for
placeb«treated patients, which represented a 37% deche@sRR for Tcelna as compared to placebo in theegapopulation

« Ina prospective group of patients with more actlismase (ARR>1, n=50), Tcelna demonstrated a Bsi4ction in ARR as
compared to placebo, and a 73% reduction in relegisevas observed in Tcelna patients in this pijmr compared to placebo
during the 2-week period following the administration of thelfaburse of treatment; ar

« In aretrospective analysis in patients naive &vipus disease modifying treatmente(, patients who had not previously used
any drugs other than steroids to treat their desgdlse results showed that patients, when treaitbdTcelna, had a 64% reducti
in ARR versus placebo (p=0.046, n=7

We remain committed to further advancing TcelnRRMS at a later date assuming the availabilityufficent resources. For Ope
however, progressive MS is an area which we beliepeesents a higher unmet medical need.

Other Opportunities

Our proprietary T-cell technology has enabled udeeelop intellectual property and a comprehensaraple database that may enable
discovery of novel biomarkers and other relevamtipes to be used to treat MS patients.

We have developed (and, in part, in licensed froenUWniversity of Chicago) a proprietary adult stegll technology to produce
monocyte-derived stem cells (MDSC) from blood. 'hBEDSC can be derived from a patient’s monocytegaadecdex vivo, and then
administered to the same patient. Our initial folmrghis technology is the further developmentho$ monocyte-derived stem cell technology
as a platform for than vitro generation of highly specialized cells for potelrdiaplication in autologous cell therapy for pateewith diabetes
mellitus. The diabetes program is in an early (@heical) development stage.
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Critical Accounting Policies

General. Our discussion and analysis of our financial caadiaind results of operations is based on our ii@statements, which ha
been prepared in accordance with accounting pilegigenerally accepted in the U.S. The preparatidhese financial statements requires us
to make estimates and judgments that affect thertegh amounts of assets, liabilities and expensesbase our estimates on historical
experience and on various other assumptions thaselieve to be reasonable under the circumstattoesesults of which form the basis for
making judgments about the carrying values of asmad liabilities that are not readily apparentrfrather sources. Actual results may differ
from these estimates under different assumptiomswditions. We believe the following critical aceding policies affect our most significant
judgments and estimates used in preparation ofimamcial statement:

Stock-Based Compensation.We adopted the provisions of FASB ASC 718 whiclglithes accounting for equity instruments
exchanged for employee service. We utilize the IBlacholes option pricing model to estimate the ¥ailue of employee stock based
compensation at the date of grant, which requiresriput of highly subjective assumptions, inclgdaxpected volatility and expected life.
Changes in these inputs and assumptions can nilgteffact the measure of estimated fair value of share-based compensation. These
assumptions are subjective and generally requirgfgiant analysis and judgment to develop. Wheimreging fair value, some of the
assumptions will be based on, or determined froteraal data and other assumptions may be derroea dur historical experience with
stock-based payment arrangements. The appropreghiro place on historical experience is a mattgudgment, based on relevant facts an
circumstances.

We estimated volatility by considering historicedek volatility. We have opted to use the simptifimethod for estimating expected
term of options as equal to the midpoint betweenviisting period and the contractual term.

Accounting for Derivative Instruments. FASB ASC 815, “Accounting for Derivatives and HeulgiActivities” (“FASB ASC 815"),
specifies that a contract that would otherwise nteetefinition of a derivative, but is both (ajiéxed to its own stock and (b) classified in
stockholders’ equity in the statement of finangiasition would not be considered a derivative friahinstrument. FASB ASC 815 provides a
two-step model to be applied in determining whethéinancial instrument or an embedded featuredsxed to an issuer’s own stock,
including evaluating the instrument’s contingentmise and settlement provisions, and thus abdgadify for the FASB ASC 815-10 scope
exception.

We determined that the Series | warrants associwitadhe July 25, 2012 convertible secured proorgsiote financing qualified for
treatment under FASB ASC 815. The initial fair vabf $2,314,635 of these warrants as of July 2522@as classified as a current derivative
liability. The impact of FASB ASC 815 for the pediended September 30, 2012 resulted in an inciedBe derivative liability of $136,889
with a corresponding loss on derivative instruments

Measuring Fair Value. As defined in FASB ASC 820, fair value is the pribat would be received to sell an asset or patcattsfer a
liability in an orderly transaction between marRatticipants at the measurement date (exit pridke) utilize market data or assumptions that
market participants would use in pricing the assdiability, including assumptions about risk atheé risks inherent in the inputs to the
valuation technique. These inputs can be readieniable, market corroborated, or generally unefadde. We classify fair value balances
based on the observability of those inputs. FASE8R0 establishes a fair value hierarchy that flizes the inputs used to measure fair ve
The hierarchy gives the highest priority to unatjdsjuoted prices in active markets for identicseds or liabilities (level 1 measurement) anc
the lowest priority to unobservable inputs (leveh8asurement).

The three levels of the fair value hierarchy dediby FASB ASC 820 are as follows:

Level 1 — Quoted prices are available in activeke@rfor identical assets or liabilities as of taporting date. Active markets are those in
which transactions for the asset or liability octusufficient frequency and volume to provide precinformation on an ongoing basis. Level 1
primarily consists of financial instruments sucteashange-traded derivatives, marketable secudtiedisted equities.

Level 2 — Pricing inputs are other than quotedgxiin active markets included in level 1, which @ither directly or indirectly observable
as of the reported date. Level 2 includes thosanfiral instruments that are valued using modetsioer valuation methodologies. These
models are primarily industry-standard models tuatsider various assumptions, including quoted &odaprices for commaodities, time value,
volatility factors, and current market and contuattprices for the underlying instruments, as \aslbther relevant economic measures.
Substantially all of these assumptions are obséniatihe marketplace throughout the full termbw tnstrument, can be derived from
observable data or are supported by observabléslavahich transactions are executed in the mpl&et. Instruments in this category
generally include non-exchange-traded derivativet s commodity swaps, interest rate swaps, apéad collars.
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Level 3 — Pricing inputs include significant inptitat are generally less observable from objectougrces. These inputs may be used witt
internally developed methodologies that result anagement’s best estimate of fair value.

As required by FASB ASC 820, financial assets aatillties are classified in their entirety basadtbe lowest level of input that is
significant to the fair value measurement. Our sssent of the significance of a particular inputhte fair value measurement requires
judgment, and may affect the valuation of fair eahssets and liabilities and their placement withinfair value hierarchy level

We determined that the fair value of the Seriesilrants associated with the July 25, 2012 conversibcured promissory note financin
classified as Level 3 on the fair value hierarchgl ahould be recognized as a warrant derivativ@lilia at issuance.

Research and DevelopmeniThe costs of materials and equipment or facilitieg are acquired or constructed for research and
development activities and that have alternativerfuuses are capitalized as tangible assets wdwgrirad or constructed. The cost of such
materials consumed in research and developmenrttetiand the depreciation of such equipment ditifies used in those activities are
research and development costs. However, the abataterials, equipment, or facilities acquirecconstructed for research and development
activities that have no alternative future usescaresidered 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 2 with the Three Months Ended September 30, 2011
Net Sales. We recorded no commercial revenues for the thregtmscended September 30, 2012 and 2011.

Research and Development Expensd’esearch and development expenses were $1,45908& fthree months ended September 30,
2012, compared with $654,772 for the three montised September 30, 2011. The increase in expengpeisrarily related to an increase of
staff to conduct increased development activilieseases in the procurement and use of supplidsotth our laboratory and our product
manufacturing operations, the engagement of caarsslfor the clinical study of Tcelna in SPMS, sases in legal costs related to our
intellectual property, stock compensation expemskfacilities costs.

General and Administrative ExpensesGeneral and administrative expenses for the thim@hms ended September 30, 2012 were
$532,474, compared with $584,794 for the three hahded September 30, 2011. The decrease in exjgathse to decreases in business
development expenses and was partially offset tie@ses in stock compensation expense and invastaach activities.

Depreciation and Amortization ExpensesDepreciation and amortization expenses for theetimenths ended September 30, 2012
were $81,514, compared with $56,888 for the threaths ended September 30, 2011. The increase ensgps due to increase in deprecie
for laboratory and manufacturing equipment acquéedng 2011 and 2012 to support increased devedopiactivities and an increase in
depreciation for information technology equipmerquired during 2011 and 2012 to replace and upgohdelete equipment.

Interest Expense. Interest expense was $151,029 for the three re@rtied September 30, 2012, compared to $638ddhthe montt
ended September 30, 2011. The increase in intexpsinse was primarily related to the amortized deaount and interest on the July 25,
2012 convertible secured promissory notes andriwtzation of the financing fees over the lifetbé notes. Interest expense for the three
months ended Septembe30, 2011 related solely to the financing of inseepremiums.

Interest Income. Interest income was $61 for the three months ésdptember 30, 2012, compared to $227 for the tmenths
ended September 30, 2011.
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Net loss.We had a net loss for the three months ended Septedd, 2012 of approximately $2.36 million, or BDper share (basic and
diluted), compared with a net loss of approxima®1y30 million or $0.06 per share (basic and didyfer the three months ended September
30, 2011. The increased net loss is primarily egldb increases in compensation costs, the proamieamnd use of supplies for both our
laboratory and our product manufacturing operationssulting expenses, facilities costs, depramiagixpense and interest expense, and was
partially offset by a decrease in business devetoyiraxpenses.

Comparison of the Nine Months Ended September 3012 with the Nine Months Ended September 30, 2011
Net Sales. We recorded no commercial revenues for the ninetihsoended September 30, 2012 and 2011.

Research and Development ExpenseskResearch and development expenses were $4,5042d®Mmine months ended September 30
2012, compared with $2,194,141 for the nine moetided September 30, 2011. The increase in expengemarily related to increases of
staff to conduct increased development activities,procurement and use of supplies used in batlkabaoratory and product manufacturing
operations, the engagement of consultants in pagiparfor our planned clinical study, facilitiesste and stock compensation expense.

General and Administrative ExpensesGeneral and administrative expenses for the ningtilnsceended September 30, 2012 were
$1,878,236, compared with $1,737,686 for the nioatims ended September 30, 2011. The increase ens&ps due to increases in
compensation expense to employees, legal expansestor outreach and capital financing activitesg was partially offset by a decrease in
business development expenses.

Depreciation and Amortization ExpensesDepreciation and amortization expenses for the mpaths ended September 30, 2012
$225,365, compared with $157,254 for the nine moetided September 30, 2011. The increase in expedse to an increase in deprecia
for facility build-out costs incurred during the first half of 2011, iacrease in depreciation for laboratory and macwifring equipme
acquired during 2011 and 2012 to support incread®meelopment activities and an increase in depieaiafor information technolog
equipment acquired during 2011 and 2012 to re@ackupgrade obsolete equipment.

Interest Expense. Interest expense was $152,002 for the nine moatitled September 30, 2012, compared to $2,64Zhénine
months ended September 30, 2011. The increasteiredh expense was primarily related to the anaatdebt discount and interest on the
25, 2012 convertible notes and the amortizatiothef financing fees over the life of the notes. lese expense for the nine months er
September 30, 2011 related solely to the financing costsnmuiance policies and the loan payable on an eaguiplime.

Interest Income. Interest income was $256 for the nine months @8&ptember 30, 2012, compared to $698 for themivreths ende
September 30, 2011.

Net loss.We had a net loss for the nine months ended SegteB) 2012 of approximately $6.90 million, or $D&r share (basic and
diluted), compared with a net loss of approxima®4y09 million, or $0.18 per share (basic and diiit for the nine months ended September
30, 2011. The increased net loss is primarily egldb increases in compensation expense, procutemdrnuse of supplies used in both our
laboratory and our product manufacturing operatitegal and consulting expenses, facilities calgpreciation and interest expense.

Liquidity and Capital Resources

Historically, we have financed our operations priigefrom the sale of debt and equity securities. & September 30, 2012, we had
cash and cash equivalents of $2,237,618. During2l 2, we closed a private offering consistingafivertible secured notes and Series |
warrants to purchase common stock which generat@8%,000 in gross proceeds (of which $1,000,00@id in a controlled account).

Our burn rate during the nine months ended SepteBthe2012, inclusive of the cost of preparatiamnsdmmence the Phase lIb clinical
study, was approximately $885,000 per month. Weéneiéd to raise additional capital to fund our entrbusiness plan and support our clinica
trial operations. Based on our current burn rateoimunction with our expanded clinical trial adtiies, we believe we have sufficient liquidity
to support operations into December 2012. If weusi@ble to obtain additional funding for operatiamghe immediate future, we will be forc
to suspend or terminate our current ongoing clirtitca for Tcelna, which may require us to moddyr current business plan and curtail
various aspects of our operations, as well as imef significant cost-reduction measures or paiéintcease operations.
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We currently intend to continue to use our avadatdsh to fund general corporate purposes (inadudnrking capital and operational
purposes) and conduct the ongoing Phase IIb clistody of Tcelna in SPMS. The Phase llb clinidaby in North America of Tcelna is
expected to involve 180 patients and take apprabdtyghree years to complete. The costs of sualiysais well as the ongoing expenses of ou
operations through the expected completion daseich a study are estimated at approximately $3tomiWhile we initiated the trial with ot
existing resources, including the proceeds fromltig 25, 2012 private offering of convertible seminotes and warrants, they are not
adequate to permit us to proceed materially beybednitiation of the studyi(e.,the dosing of the first patients) or to completetsstudy or
any significant portion of it. We will need to seeusignificant additional resources to completettfed and support our operations during the
pendency of the trial.

On November 2, 2012 and November 5, 2012, we exteto a $15,000,000 purchase agreement andrag@istrights agreement, and
on November 5, 2012, we entered into a $1,500,00Ehase agreement, each with Lincoln Park CapitatlFLLC (“Lincoln Park”) pursuant
to which we have the right to sell to Lincoln Parkaggregate of up to $16,500,000 in shares of@mmon stock, subject to certain conditi
and limitations. Under the terms and subject toctiveditions of the purchase agreements, Lincoli Bavbligated to purchase up to an
aggregate of $16,500,000 in shares of common ggudkect to certain limitations) from time to tiroger a 30-month period (which, as it
relates to the $15,000,000 purchase agreement, enoes on the date that a registration statemeletciared effective by the SEC and a final
prospectus in connection therewith is filed). Weyrdaiect Lincoln Park, at our sole discretion anbject to certain conditions, to purchase up
to 100,000 shares of common stock in regular pweiancreasing to amounts of up to 300,000 slimesnding upon the closing sale price o
our common stock. In addition, we may direct LiimcBark to purchase additional amounts as accelkmirchases if on the date of a regular
purchase the closing sale price of our common stockals or exceeds $0.75 per share. The purclhiaseop shares of common stock relate
the future funding will be based on the prevailmgrket prices of such shares at the time of salesver a period of up to 12 business days
leading up to such time), but in no event will ssabe sold to Lincoln Park on a day the commorksttmsing price is less than the floor price
of $0.45, subject to adjustment. As of Novembe2(®,2, we had sold 100,000 shares at $0.50 pee shdincoln Park under the $1,500,000
purchase agreement for gross proceeds of $50,080n¥hd to continue to sell shares of our comntocoksto Lincoln Park under the
$1,500,000 purchase agreement in the near-termgvewthere can be no assurance that we will etableceive any or all of the additional
funds from Lincoln Park because the purchase aggatntontain limitations, restrictions, requirenseetvents of default and other provisions
that could limit our ability to cause Lincoln Pakbuy common stock from us.

On September 6, 2012, we entered into a salesragraavith Brinson Patrick Securities Corporatiortémnection with the
implementation of an at-the-market program purstmmthich we may sell shares of our common stookadly into the open market from time
to time depending upon market demand, through @lessagent, in transactions deemed to be an “ahé#nket” offering as defined in Rule 415
of the Securities Act of 1933. While we have regjistl up to 4,000,000 shares of our common stocgdtantial sale under this program, as of
November 8, 2012, no shares had been

We do not maintain any external lines of credito@t we need any additional capital in the futuegdnd the purchase agreements witt
Lincoln Park and our at-the-market program, manageiwill be reliant upon “best efforts” debt or éginancings. As our prospects for
funding, if any, develop during the fiscal year, widl assess our business plan and make adjustraentsdingly. Although we have
successfully funded our operations to date by @ttrg additional investors in our equity and dedatigities, there is no assurance that our
capital raising efforts will be able to attract &thal necessary capital for our operations inftitere.

Given our need for substantial amounts of capitalrtdertake and complete a Phase IIb clinical studjorth America of Tcelna in
SPMS, we intend to continue to explore potentigdarfunities and alternatives to obtain the add#@laesources that will be necessary to
complete the ongoing Phase Ilb study and to sumpmwbing operations during the pendency of suctystin addition to one or more
additional financings, these opportunities andraitdves may include a partnering arrangement witirge biotech or pharmaceutical
company. There can be no assurance that any swaicings or partnering arrangement can be consusdnoatacceptable terms, if at all.

Assuming we are able to achieve financing whicsuiicient to continue the Phase IIb study in Noktherica and to support our

operations during the pendency of such study, wetso able to concurrently manage a pivotal Phbsknical study in RRMS in North
America in our present facility. Any such RRMS sasiwould also depend upon the availability of isight resources.
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Off-Balance Sheet Arrangements
None.
Recent Accounting Pronouncements

For the nine months ended September 30, 2012, Weneno accounting standards or interpretaticsigeid that are expected to have a
material impact on our financial position, operati@r cash flows.

Item 3 . Quantitative and Qualitative Disclosures Adout Market Risk.
Not Applicable.

Item 4 . Controls and Procedures.
Evaluation of Disclosure Controls and Procedures

We maintain disclosure controls and proceduresatetiesigned to ensure that information requiveaktdisclosed by us in the reports
that we file or submit to the Securities and Exgfem@ommission under the Securities Exchange AtP8#, as amended, is recorded,
processed, summarized, and reported within the pieniods specified by the Securities and Excharmar@ission’s rules and forms, and that
information is accumulated and communicated torsanagement, including our principal executive aridgipal financial officer (whom we
refer to in this periodic report as our Certifyi@dficers), as appropriate to allow timely decisioagarding required disclosure. Our
management evaluated, with the participation of@entifying Officers, the effectiveness of our distre controls and procedures as of
September 30, 2012, pursuant to Rule 13a-15(b)ruhdeSecurities Exchange Act. Based upon thauetiah, our Certifying Officers
concluded that, as of September 30, 2012, ouratiso controls and procedures were effective.
Changes in Internal Control Over Financial Reporting

There were no changes in our internal control éwancial reporting that occurred during our mastently completed fiscal quarter that
have materially affected, or are reasonably likelynaterially affect, our internal control overdimcial reporting.
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PART Il
OTHER INFORMATION
Item 1A . Risk Factors.

Reference is made to “Management’s Discussion andly&is of Financial Condition and Results of Ofieres — 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 additionalapital, or secure a development partner, in theanterm, and our ability to obtai
funding is uncertain. If sufficient capital is notvailable, we may not be able to continue our og@as as proposed (including any Phe
lIb clinical trial initiated or ongoing for Tcelna) which may require us to modify our business plaourtail various aspects of ol
operations, cease operations or seek relief undgplecable bankruptcy laws.

As of September 30, 2012, we had cash and cashadenis of $2,237,618. During July 2012, we cloagdivate offering consisting
of convertible secured notes and warrants to pgeliammon stock which generated approximately $dlion in gross proceeds (of which
$1.0 million is held in a controlled account). Quirrent burn rate, inclusive of the cost of pragians to commence the Phase IIb clinical
study, during the first nine months of 2012 wasragimnately $885,000 per month. We believe we hafficient liquidity to support our
current clinical trial activities into December Z01The Phase llb clinical study of Tcelna in patisewith SPMS is expected to involve 180
patients and take approximately three years to tetep The costs of the study, as well as the artgekpenses of our operations through the
expected completion date of such study, are estunatt approximately $35 million. Our existing resmes are not adequate to permit us to
proceed materially beyond the initiation of thedst(i.e., the dosing of the first patients) or tomplete such study or any significant portion of
it. We will need to secure significant additionasources to continue and complete the trial apgat our operations during the pendency of
the trial.

Given our need for substantial amounts of capitaiantinue and complete the Phase llb clinicalysfod Tcelna in SPMS, we intend
to continue to explore potential opportunities attdrnatives to obtain the significant additioredaurces that will be necessary to continue ar
complete the Phase Ilb study and to support ouratipes during the pendency of such study. Intamidto one or more additional financings,
these opportunities and alternatives may inclugartnering arrangement with a large biotech or pla@eutical company. There can be no
assurance that any such financings or partnerirggngement can be consummated on acceptable témhglli If we are unable to obtain
additional funding for operations in the immedifteire, we will be forced to suspend or terminaie aurrent ongoing clinical trial for Tcelna,
which may require us to modify our business plamtail various aspects of our operations, ceaseatipas or seek relief under applicable
bankruptcy laws.

Assuming we are able to achieve financing whicsuiicient to support the Phase Ilb study of Tcem&PMS and to support our
operations during the pendency of such study, weabso exploring a pivotal Phase Il clinical stuafyTcelna in RRMS. Any such study of
Tcelna in RRMS would also depend upon the avaitgtwF sufficient resources.

As we have no sources of debt or equity capitalrodtad for funding, we must rely upon best effdhisd-party debt or equity
funding and we can provide no assurance that webwisuccessful in any funding effort. The timargd degree of any future capital
requirements will depend on many factors, including

« our ability to establish, enforce and maintaintsigec arrangements for research, developmentgalinésting, manufacturing and
marketing;

» the accuracy of the assumptions underlying ounmedés for capital needs in 2012 and beyond asasdtr the clinical study of
Tcelna;

« scientific progress in our research and developmpmgrams;

« the magnitude and scope of our research and develaprograms;
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« our progress with preclinical development and chitrials;

« thetime and costs involved in obtaining regulatapprovals;

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

If we raise additional funds through any collabmnat partnering or licensing arrangements withdiparties, we may need to
relinquish some rights to our product candidatelffacencluding commercialization rights, which magrm our ability to generate revenues
achieve or sustain profitability.

If we raise additional funds by issuing equity s#&@s, stockholders may experience substantiatidih. Debt financing, if available,
may involve restrictive covenants that may impedeability to operate our business. Any debt firiag or additional equity that we raise n
contain terms that are not favorable to us or tagkholders. There is no assurance that our dapitang efforts will be able to attract the
capital needed to execute on our business plasustdin our operations.

If we are unable to obtain additional funding otwge a development partner, we may not be ableritiruie or complete the Phase
clinical study of Tcelna in SPMS or otherwise coa# our operations as proposed, which may reqgsite modify our business plan or curtail
various aspects of our operations. If these measane not sufficient to maintain an adequate lefzehpital, it may be necessary to cease
operations or seek relief under applicable banksufgws. In such event, our stockholders may fopertion or even all of their investment.

Funding from our purchase agreements with Lincolnafk may be limited or be insufficient to fund oump@rations or to implement our
strategy.

Under our purchase agreements with Lincoln Parkmnag direct Lincoln Park to purchase up to $1,500,6f shares of common
stock subject to certain limitations over a 30-nmopériod, and, upon effectiveness of a registragtatement for resale of the applicable share
and subject to other conditions, we also may diréatoln Park to purchase up to $15,000,000 ofghares of common stock over a 30-month
period. There can be no assurance that we wildbeto receive any or all of the additional fuifidsn Lincoln Park because the purchase
agreements contain limitations, restrictions, regments, events of default and other provisionsdbald limit our ability to cause Lincoln
Park to buy common stock from us including thatdhuesing price of our stock is at least $0.45. &mmple, under the applicable rules of the
NASDAQ Capital Market, if we seek to issue sharéscty may be aggregated with shares sold to LinPairk under the purchase agreemel
excess of 4,607,392 shares or 19.99% of the totahwon stock outstanding as of the date of the $1080 purchase agreement, we may be
required to seek shareholder approval in ordeetmitompliance with the NASDAQ Capital Market mule

The extent to which we rely on Lincoln Park as arse of funding will depend on a number of factimsjuding the amount of
working capital needed, the prevailing market po€eur common stock and the extent to which weadnle to secure working capital from
other sources. If obtaining sufficient fundingrfrd.incoln Park were to prove unavailable or protively dilutive, we would need to secure
another source of funding. Even if we sell all 0®,000 of common stock under the $1,500,000 mselagreement and the $15,000,000
purchase agreement with Lincoln Park, we will stdked additional capital to fully implement ourramt business, operating and development
plans, including to complete the Phase Ilb clingtady of Tcelna in patients with SPMS and to cadwr operations through the expected
completion date of such study.

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 entoythe biotechnology business and we have incuigrdficant operating
losses. We expect to incur additional operatirsgés for the foreseeable future. We have notwedeand we do not expect to receive for at
least the next several years, any revenues froraaimmercialization of any potential products. VWendt currently have any sources of
revenues and may not have any in the foreseeatoiefu

Our business is at an early stage of developmane are largely dependent on the success of our pmpadcandidate, Tcelna and we cant
be certain that Tcelna will receive regulatory agpal or be successfully commercialized.

Our business is at an early stage of developméfet.do not have any product candidates that haveleted late-stage clinical trials
nor do we have any products on the market. We balyeone product candidate, Tcelna, which hasq@ssged to the stage of being studied in
human clinical trials in the United States. Weergty initiated a Phase lIb study of Tcelna in gats with SPMS. We are still in the very early
stages of identifying and conducting research gnadiner potential products. Tcelna, and any ofteéential products, will require regulatory
approval prior to marketing in the United Stated ather countries. Obtaining such approval regusignificant research and development
preclinical and clinical testing. We may not béeaio develop any products, to obtain regulatoigrapals, to continue clinical development of
Tcelna, to enter clinical trials (or any developtnactivities) for any other product candidatesmcommercialize any products. Tcelna, and
any other potential products, may prove to havesgindble or unintended side effects or other chariatics adversely affecting their safety,
efficacy or cost-effectiveness that could preverimit their use. Any product using any of ouch@ology may fail to provide the intended
therapeutic benefits or to achieve therapeutic titsrequal to or better than the standard of treatnat the time of testing or production.
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We might be unable to service our current debt doea lack of cash flow or otherwise fail to complith terms of the convertible secur
promissory notes or related agreements and mighshbject to default. The convertible secured prosuig/ notes are secured by a pledg
all of our assets. The antidilution adjustments@jcable to the securities ultimately issuable upoanversion of these secured notes, as
as the antidilution adjustments of the warrants isd in tandem with the notes, could result in sifjoant dilution to existing shareholde!
based upon any sale of shares under our purchaseeagents with Lincoln Park.

On July 25, 2012, we closed a private offering éxiivgy of convertible secured notes and warranfautchase shares of common st
which generated approximately $4.1 million in grpssceeds ($1.0 million of which is held in a cofld account). The notes mature on July
25, 2014 and accrue interest at the rate of 12%umenm, compounded annually. Interest is payadid-annually in either cash or registered
shares of common stock at our election. The nmtesecured by substantially all of our assetsaaa@donvertible into a new class of non-
voting Series A convertible preferred stock. Tlées can be converted into Series A convertibléepred stock at the option of the investor
a price of $100.00 per share, subject to certaiitdtions and adjustments. Additionally, we cagceto convert the notes into Series A
convertible preferred stock if (i) our common st@bises at or above $2.50 per share for 20 corigeduading days or (i) we achieve certain
additional funding milestones to continue our dalitrial program. These milestones include (>§aring a strategic agreement with a partne
or potential partner by which we will receive a miom of $5 million to partially fund, or an optida partner with us for, our Phase Il clinical
trial for Tcelna in patients with SPMS and (y) reagg a minimum of $25 million in additional capit@ncluding the note offering proceeds)
from any partner, potential partner or any otherse. The Series A convertible preferred stockwes dividends at the rate of 8% per annum
which are cumulative and payable semi-annuallyitimee cash or registered shares of the common stbolir election. The Series A
convertible preferred stock is convertible intorglsaof our common stock at the option of the haaera price of $0.80 per share, subject to
certain limitations and adjustments. Additionalle can elect to convert the Series A convertibédegured stock into common stock if our
common stock closes at or above $4.00 per sha20foonsecutive trading days. The warrants hawexarcise price of $1.25 per share, a five
year term and are exercisable for 75% of the nurabshares of common stock into which the initishpipal amount of the notes is ultimatt
convertible, subject to certain limitations andustinents. The warrants are exercisable after sixting from the date of issuance. We can
redeem the warrants at $0.01 per share if our camstaxk closes at or above $2.50 per share fop88ecutive trading days. As part of the
security interest in all of our assets grantedortoteholders, $1.0 million of the proceeds is@aned in a controlled account. The
noteholders were granted certain registration sifiht the shares of underlying common stock.

If we do not make the required payments when dtlegreat maturity, or at applicable installment pegnt dates, or if we breach other
terms of the convertible secured notes or relafedeaments, the noteholders could elect to declhae@unts outstanding, together with
accrued and unpaid interest, to be immediatelyashaepayable. Even if we were able to prepay thafoount in cash, any such repayment
could leave us with little or no working capital four business. If we are unable to repay thoseuamts, the noteholders will have a first claim
on our assets pledged under the convertible secunted. If the noteholders should attempt to flosecon the collateral, it is unlikely that th
would be any assets remaining after repaymentlimfiguch secured indebtedness. Any default utfteconvertible secured notes and
resulting foreclosure would have a material adveffect on our financial condition and our abilitycontinue our operations.

Although up to 5,106,250 shares of common stoclewtially issuable if all 12% convertible secunga@missory notes outstanding
were converted to Series A convertible preferrediksind such stock was then converted into comrtoank sthis amount of shares will
increase by up to 126,725 shares, to a total ad 232,975 shares of common stock, if sharesaldeafter December 31, 2012 to Lincoln
Park pursuant to the $1,500,000 purchase agreemém $15,000,000 purchase agreement at a per phee of less than $0.80. In addition,
the warrants issued to the purchasers of the 12¥ettible secured promissory notes to acquire 829,689 shares of common stock in the
aggregate at an exercise price of $1.25 per shahede antidilution provisions whereby if shares sold to Lincoln Park pursuant to the
$1,500,000 purchase agreement or the $15,000,0@03se agreement at a per share price of (i) hess$1.25, then the exercise price will be
reset to such lower per share price, subject toas 6f $0.64, and (ii) less than $0.64, then tbheher of shares issuable pursuant to such
warrants will increase by a factor equal to $0.84déd by such lower price, subject to a cap onatmunt of any such increase of 50% (or an
additional 1,914,841 shares of common stock iratigregate). Opexa commenced sales to Lincoln Retérihe $1,500,000 purchase
agreement on November 8, 2012 at a per share @fri@.50 that triggers the foregoing antidilutiafjusstment.
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We will depend on strategic collaborations with tiparties to develop and commercialize product datates, such as Tcelna, and we n
not have control over a number of key elements tiglg to the development and commercialization ofyasuch product candidate.

A key aspect of our strategy, including with reggecTcelna, is to seek collaboration with a partsech as a large pharmaceutical
organization, that is willing to further developdacommercialize a selected product candidate. afe, dve have not entered into any such
collaborative arrangement with respect to TcelHawever, we will need to raise significant addigbnapital in order to continue and comp
the Phase llIb clinical study of Tcelna in SPMSrestbtal costs of conducting this study, as wethasongoing expenses of our operations
through the expected completion date of such stadyestimated at approximately $35 million.

By entering into any such strategic collaboratiwa,may rely on our partner for financial resouraed for development, regulatory
and commercialization expertise. Our partner nagiytd develop or effectively commercialize our guct candidate because they:

« do not have sufficient resources or decide noetmtk the necessary resources due to internalradrtstsuch as limited cash or
human resource

« decide to pursue a competitive potential produgeliged outside of the collaboration;

« cannot obtain the necessary regulatory approvals;

« determine that the market opportunity is not ativac or

« cannot manufacture or obtain the necessary maénialufficient quantities from multiple sourcesabia reasonable cost.

We may not be able to enter into collaborationluding with respect to Tcelna, on acceptable terfrad,all. We face competition in
our search for partners from other organizationddwide, many of whom are larger and are able ferahore attractive deals in terms of
financial commitments, contribution of human reses; or development, manufacturing, regulatoryoonmercial expertise and support.

If we are not successful in attracting a partner emtering into collaboration on acceptable tenresmay not be able to complete
development of or commercialize any product cartdidacluding Tcelna. In particular, we may be hieao continue or complete the Phase
lIb clinical study of Tcelna in SPMS. In such etjaur ability to generate revenues and achievaustain profitability would be significantly
hindered and we may not be able to continue omeratas proposed, requiring us to modify our busipden, curtail various aspects of our
operations or cease operations.

Third parties to whom we may license or transferettgpment and commercialization rights for prodwtigered by intellectual
property rights may not be successful in their géfoand as a result, we may not receive futuraltgyr other milestone payments relating to
those products or rights.

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 requirent&nand 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 diffico design and implement, in part because theysabject to rigorous FDA
requirements, and must otherwise comply with feldetate and local requirements and policies oftieelical institutions where they are
conducted. The clinical trial process is also teoesuming. We estimate that the Phase Ilb cliica in North America of our lead product
candidate, Tcelna, in SPMS will take approximatéhge years to complete. In addition, we antigghat a pivotal Phase lll clinical trial
would be necessary before we could submit an ajic for approval of Tcelna for SPMS. Failure ca&eur at any stage of the trials, and we
could encounter problems that cause us to be utalnéiate a trial, or to abandon or repeat aichl trial.
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The commencement and completion of clinical trimlsluding the continuation and completion of tHeBe I1b clinical trial of Tcelna
in SPMS, may be delayed or prevented by severtgadncluding:

« FDA or IRB objection to proposed protocols;

« discussions or disagreement with the FDA over tlexjaacy of trial design to potentially demonstegtectiveness, and
subsequent design modificatiol

« unforeseen safety issues;

« determination of dosing issues and related adjustsne
« lack of effectiveness during clinical trials;

« slower than expected rates of patient recruitment;

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

» challenges to patient monitoring and data collectlaring or after treatment (for example, patiefa#iure to return for follow-up
visits); and

« failure of medical investigators to follow our dlial protocols.

In addition, we or the FDA (based on its authoower clinical studies) may delay a proposed ingasitbn or suspend clinical trials in
progress at any time if it appears that the study pose significant risks to the study participamtsther serious deficiencies are
identified. Prior to approval of our product thBA must determine that the data demonstrate safedyeffectiveness. The large majority of
drug candidates that begin human clinical triaisttademonstrate the desired safety and efficd@racteristics.

Furthermore, changes in regulatory requirementsgamthnce may occur and we may need to amend alitrial protocols, or
otherwise modify our intended course of clinicatelepment, to reflect these changes. This, tog, im@act the costs, timing or successful
completion of a clinical trial. In light of widelgublicized events concerning the safety risk ofaie drug products, regulatory authorities,
members of Congress, the U.S. Government Accoditya®iffice, medical professionals and the generablic have raised concerns about
potential drug safety issues. These events haudted in the withdrawal of drug products, revisida drug labeling that further limit use of
drug products, and establishment of risk managepragtrams that may, for instance, restrict distidouof drug products. The increased
attention to drug safety issues may result in aencautious approach by the FDA to clinical trid3ata from clinical trials may receive greater
scrutiny with respect to safety, which may makeRB& or other regulatory authorities more likelytewminate clinical trials before complet
or require longer or additional clinical trials thmay result in substantial additional expenseadelay or failure in obtaining approval or
approval for a more limited indication than oridigaought.

Even if we obtain regulatory approvals for any preidcandidate, such as Tcelna, that approval maybgect to limitations on the
indicated uses for which it may be marketed. Quilitg to generate revenues from the commercialimaand sale of any potential products
be limited by any failure to obtain or limitatiom mecessary regulatory approvals.

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 awmmercialize any product candidate, including Toal

Although we have participated in the design andagament of our past clinical trials, we do not hteeability to conduct clinical
trials directly for any product candidate, incluglificelna. We will need to rely on contract reseanganizations, medical institutions, clinical
investigators and contract laboratories to conductclinical trials and to perform data collectiand analysis.

Our clinical trials may be delayed, suspended wniteated if:

« any third party upon whom we rely does not sucedlystarry out its contractual duties or regulatohfigations or meet expect
deadlines
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« any such third party needs to be replaced; or

« the quality or accuracy of the data obtained bythivel party is compromised due to its failure thare to clinical protocols or
regulatory requirements or for other reast

Failure to perform by any third party upon whom ety may increase our development costs, delaybility to obtain regulatory
approval and prevent the commercialization of amgpct candidate, including Tcelna. While we badi¢hat there are numerous alternative
sources to provide these services, we might nableto enter into replacement arrangements wittielatys or additional expenditures if we
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 baipdrsff our T-cell platform technology. As a ptath technology, there exists the
potential to address other autoimmune diseasestidttechnology. Minimal work has been done oetsitk lead MS indication. Our business
over the long term is substantially dependent arability to develop, license or acquire produatdidates and further develop them for
commercialization. The success of this strategyedds upon our ability to expand our existing platf or identify, select and acquire the right
product candidates. We have limited experiencetifyéng, negotiating and implementing economicaligble product candidate acquisitions
or licenses, which is a lengthy and complex pracédso, the market for licensing and acquiringgurot candidates is intensely competitive,
and many of our competitors have greater resothaswe do. We may not have the requisite captaurces to consummate product
candidate acquisitions or licenses that we identiffulfill our strategy.

Moreover, any product candidate acquisition thattweomplete will involve numerous risks, including

- difficulties in integrating the development progrémn the acquired product candidate into our exgstiperations;
« diversion of financial and management resources &aisting operations;

« risks of entering new potential markets or techg@s;

« inability to generate sufficient funding to offsetquisition costs; and

delays that may result from our having to perfomanticipated preclinical trials or other tests @ product candidate.

We are dependent upon our management team and allsmanber of employees.

Our business strategy is dependent upon the skilknowledge of our management team. If anycatigmployee leaves, we may
unable on a timely basis to hire suitable replacem® operate our business effectively. We apsrate with a very small number of
employees and thus have little or no backup caipabilr their activities. The loss of the serviagfsany member of our management team or
the loss of just a few other employees could haveterial adverse effect on our business and sesfiliperations.

If we fail to meet our obligations under our liceesagreements, we may lose our rights to key tecbgigls on which our business depen

Our business depends on licenses from third parfiégse third party license agreements imposgaitidins on us, such as payment
obligations and obligations diligently to pursuerelepment of commercial products under the licenssdnts. If a licensor believes that we
have failed to meet our obligations under a liceagreement, the licensor could seek to limit aniaate our license rights, which could leac
costly and time-consuming litigation and, potemyigh loss of the licensed rights. During the pdrof any such litigation, our ability to carry
out the development and commercialization of paéptoducts could be significantly and negativaffected. If our license rights were
restricted or ultimately lost, our ability to comtie our business based on the affected technolatfgnm could be adversely affected.
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Our current research and manufacturing facility isot large enough to manufacture product candidatasich as Tcelna, for certain clinic.
trials or, if such clinical trials are successfugommercial applications.

We conduct our research and development in a 1&GQ08@re foot facility in The Woodlands, Texas, whitcludes an approximately
1,200 square foot suite of three rooms for the rfeanture of T-cell therapies. We believe our cutifawility should have the capacity to
support full clinical development of Tcelna in NoAmerican trials for SPMS. It is not sufficiehwever, to support clinical trials outside
North America including Europe and Asia, if reqdirer the commercial launch of Tcelna. In thisecage would need to expand ¢
manufacturing staff and facility, obtain a new faigior contract with corporate collaborators ohet third parties to assist with future drug
production and commercialization.

In the event that we decide to establish a commlesciale manufacturing facility, we will requiretstiantial additional funds and will
be required to hire and train significant numbédrerployees and comply with applicable regulatiansich are extensive. We do not have
funds available for building a manufacturing fagiliand we may not be able to build a manufactufagity that both meets regulatory
requirements and is sufficient for our commercidts manufacturing.

We may arrange with third parties for the manufetf our future products, if any. However, ourdkparty sourcing strategy may
not result in a cost-effective means for manufactuour future products. If we employ third-panianufacturers, we will not control many
aspects of the manufacturing process, includingpdiamce by these third parties with cGMP and otlegulatory requirements. We further
may not be able to obtain adequate supplies frami-ffrarty manufacturers in a timely fashion for dlpment or commercialization purposes,
and commercial quantities of products may not k&lable from contract manufacturers at acceptabétsc

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

Our ability to successfully commercialize any prodwe may eventually have will depend in significpart on the extent to which
appropriate coverage of and reimbursement for puatiuct and any related treatments are obtained ffovernmental authorities, private
health insurers and other organizations, such alshhmaintenance organizations, or HMOs. Thuedtty payors are increasingly challenging
prices charged for medical products and servit®s.cannot provide any assurances that third-payprs will consider any product we may
eventually have cost-effective or provide coverafiand reimbursement for such product, in wholegrart.

Uncertainty exists as to the coverage and reimbuese status of newly approved medical productssemdices and newly approved
indications for existing products. Third-party pay may conclude that any product we may eventtiaiye is less safe, less clinically
effective, or less cost-effective than existingdurets, and third-party payors may not approve swobuct for coverage and reimbursement. |
we are unable to obtain adequate coverage of amtbuesement for any product we may eventually Heme third-party payors, physicians
may limit how much or under what circumstances thélyprescribe or administer them. Such reductotimitation in the use of any such
product would cause sales to suffer. Even if tiadty payors make reimbursement available, paymeeets may not be sufficient to make the
sale of any such product profitable.

In addition, the trend towards managed health icatiee United States and the concurrent growthrgéoizations such as HMOs,
which could control or significantly influence tperchase of medical services and products, maytiesnadequate coverage of and
reimbursement for any product we may eventuallyehavany third-party payors, including in partiauldMOs, are pursuing various ways to
reduce pharmaceutical costs, including, for insatiee use of formularies. The market for any pobdve may eventually have depends on
access to such formularies, which are lists of ge@tins for which third-party payors provide reiméement. These formularies are
increasingly restricted, and pharmaceutical congmface significant competition in their effortsplace their products on formularies of
HMOs and other third-party payors. This increaseahpetition has led to a downward pricing pressutle industry. The cost containment
measures that third-party payors are institutingadttave a material adverse effect on our abititpperate profitably.
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Any product candidate that we develop, such as maglif approved for sale, may not gain acceptanaaang physicians, patients and t
medical community, thereby limiting our potentiab generate revenues.

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

« demonstration of efficacy;

« relative convenience and ease of administration;

« the prevalence and severity of any adverse sidetsff

« availability and cost of alternative treatmentg]iiling cheaper generic drugs;

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

» effectiveness of our or any of our partners’ saled marketing strategies;

« the product labeling or product insert requiredtrsy FDA or regulatory authority in other countriasd
« the availability of adequate third-party insuracogerage or reimbursement.

If any product candidate that we develop does nmiige a treatment regimen that is as beneficisha<urrent standard of care or
otherwise does not provide patient benefit, thatipct candidate, if approved for commercial sal¢hleyFDA or other regulatory authorities,
likely will not achieve market acceptance and duility to generate revenues from that product cdatdi would be substantially 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 i Sarbanes-Oxley Act of 2002, or SOX, as wetliéss and regulations
implemented by the SEC and The NASDAQ Stock Mafké&tSDAQ). Changes in the laws and regulationsddiifeg public companies,
including the provisions of SOX and rules adoptgdHe SEC and by NASDAQ, have resulted in, and eglitinue to result in, increased costs
to us as we respond to their requirements. Gikenisks inherent in the design and operation tefrival controls over financial reporting, the
effectiveness of our internal controls over finahceporting is uncertain. If our internal congralre not designed or operating effectively, we
may not be able to conclude an evaluation of otarival control over financial reporting as requicgdve or our independent registered public
accounting firm may determine that our internaltomirover financial reporting was not effectiven dddition, our registered public accounting
firm may either disclaim an opinion as it relategrtanagemers’assessment of the effectiveness of our inteordtals or may issue an adve
opinion on the effectiveness of our internal colstaver financial reporting. Investors may losefatence in the reliability of our financial
statements, which could cause the market priceio€ommon stock to decline and which could affestability to run our business as we
otherwise would like to. New rules could also makmaore difficult or more costly for us to obtagertain types of insurance, including
directors’ and officers’ liability insurance, ancgtwnay be forced to accept reduced policy limits @mgerage or incur substantially higher costs
to obtain the coverage that is the same or sinolaur current coverage. The impact of these evemild also make it more difficult for us to
attract and retain qualified persons to serve arBomard of Directors, our Board committees andxasetive officers. We cannot predict or
estimate the total amount of the costs we may inctine timing of such costs to comply with theskes and regulations.

Under the corporate governance standards of NASA@ajority of our Board of Directors and each memdf our Audit Committe
must be an independent director. If any vacarmmesur Board or our Audit Committee occur that neede filled by independent directors,
we may encounter difficulty in attracting qualifipdrsons to serve on our Board and, in particolar Audit Committee. If we falil to attract
and retain the required number of independent irecwe may be subject to SEC enforcement prongedind delisting of our common stock
from the NASDAQ Capital Market.
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Risks Related to our Intellectual Property

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

If third party patents or patent applications cantdaims infringed by either our licensed techmpyl@r other technology required to
make or use our potential products, such as Tcalmhsuch claims are ultimately determined to biel vélhere can be no assurance that we
would be able to obtain licenses to these patérsts@asonable cost, if at all, or be able to dgver obtain alternative technology. If we are
unable to obtain such licenses at a reasonableweshay not be able to develop any affected prodaredidate, such as Tcelna,
commercially. There can be no assurance that Weatibe obliged to defend ourselves in court aghallegations of infringement of third
party patents. Patent litigation is very expensimd could consume substantial resources and aigatéicant uncertainties. An adverse
outcome in such a suit could subject us to sigaifidiabilities to third parties, require disputights to be licensed from third parties, or req
us to cease using such technology.

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

Our ability to compete effectively is dependent mjpbtaining patent protection relating to our teabgies. The patent positions of
pharmaceutical and biotechnology companies, inowdurs, are uncertain and involve complex andwnvgllegal and factual questions. The
coverage sought in a patent application can besdemi significantly reduced before or after theepats issued. Consequently, we do not k
whether pending patent applications for our tecbgwhwill result in the issuance of patents, omyassued patents will provide significant
protection or commercial advantage or will be anwented by others. Since patent applications esges until the applications are published
(usually 18 months after the earliest effectivimdjldate), and since publication of discoveriethmscientific or patent literature often lags
behind actual discoveries, we cannot be certainttigainventors of our owned or licensed intelletforoperty rights were the first to make the
inventions at issue or that any patent applicatairissue were the first to be filed for such ini@ms. There can be no assurance that patents
will issue from pending patent applications olisfued, that such patents will be of commerciakfieto us, afford us adequate protection fi
competing products, or not be challenged or dedlamealid.

For our licensed intellectual property, we haveitih control over the amount or timing of resourttest are devoted to the
prosecution of such intellectual property. Dughis lack of control and general uncertaintieshi@a patent prosecution process, we cannot be
sure that any licensed patents will result frorarised applications or, if they do, that they wdlrhaintained. Issued U.S. patents require the
payment of maintenance fees to continue to berocefoWe rely on licensors to do this and theilufai to do so could result in the forfeiture of
patents not timely maintained. Many foreign patgfites also require the payment of periodic atiesito keep patents and patent applical
in good standing. As we do not maintain contradrathe payment of annuities, we cannot assure hyatour licensors will timely pay such
annuities and that the granted patents and pempditagnt applications will not become abandonedaduition, our licensors may have select
limited amount of foreign patent protection, andréfore applications have not been filed in, andifm patents may not have been perfected
in, all commercially significant countries.

The patent protection of product candidates, sgchicaglna, involves complex legal and factual qoesti To the extent that it would
be necessary or advantageous for any of our licertsa@ooperate or lead in the enforcement of isenked intellectual property rights, we
cannot control the amount or timing of resourceshdicensors devote on our behalf or the priofigyt place on enforcing such rights. We 1
not be able to protect our intellectual properghts against third party infringement, which maydiféicult to detect. Additionally, challenges
may be made to the ownership of our intellectuapprty rights, our ability to enforce them, or eunderlying licenses.

We cannot be certain that any of the patents istuad or to our licensors will provide adequatet@ction from competing
products. Our success will depend, in part, ontidrewe or our licensors can:

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

« obtain and maintain any required or desirable Besrto use certain technologies of third partiédéchivmay be protected by
patents

«  protect our trade secrets and know-how;

« operate without infringing the intellectual propeand proprietary rights of others;
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« enforce the issued patents under which we holdgjgind
« develop additional proprietary technologies thatgatentable.
The degree of future protection for our proprietaghts (owned or licensed) is uncertain. For eplEm

« we or our licensor might not have been the firghtake the inventions covered by pending patentiegifns or issued patents
owned by, or licensed to, L

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

« others may independently develop similar or altéveaechnologies or duplicate any of the techni@egwned by, or licensed to,
us;

« itis possible that none of the pending patentiagpbns owned by, or licensed to, us will resaltssued patents;

« any patents under which we hold rights may not jol@wus with a basis for commercially viable produchay not provide us with
any competitive advantages or may be challengatity parties as invalid, or unenforceable unde3.@r foreign laws; ¢

« any of the issued patents under which we hold sigiy not be valid or enforceable or may be circemted successfully in light
of the continuing evolution of domestic and forefatent laws

Confidentiality agreements with employees and otheénay 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 otdegurotect our proprietary trade secrets and wmatl know-how. However, trade
secrets are difficult to protect, and we cannotérain that others will not develop the same wiilair technologies on their own. We have
taken steps, including entering into confidentjaéigreements with our employees, consultants,dritstientific collaborators and other
advisors, to protect our trade secrets and unpatdatow-how. These agreements generally requértetitle other party keep confidential and
not disclose to third parties all confidential infaation developed by the party or made known tgotmey by us during the course of the party’s
relationship with us. We also typically obtain egments from these parties which provide that itiees conceived by the party in the course
of rendering services to us will be our exclusivegerty. However, these agreements may not beredrand may not effectively assign
intellectual property rights to us. Further, werdndéimited control, if any, over the protectiontcdde secrets developed by our
licensors. Enforcing a claim that a party illegalbtained and is using our trade secrets or know-l difficult, expensive and time
consuming, and the outcome is unpredictable. ditiad, courts outside the United States may bg \&#ling to protect trade secrets or know-
how. The failure to obtain or maintain trade sepretection could adversely affect our competipsition.

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 otfenpanies, universities and research institutiem filed patent applications
have been issued patents relating to cell thefBymglls, and other technologies potentially relevaror required by our product candidate
Tcelna. We cannot predict which, if any, of supplacations will issue as patents or the claimg thaht be allowed. We are aware of a
number of patent applications and patents claimseyof modified cells to treat disease, disordenjary.

There is significant litigation in our industry @gling patent and other intellectual property ghiVhile we are not currently subject
to any pending intellectual property litigationdaare not aware of any such threatened litigati@may be exposed to future litigation by tl
parties based on claims that our product candidateh as Tcelna, or their methods of use, marnwdagtor other technologies or activities
infringe the intellectual property rights of suctirtl parties. If our product candidates, such eara, or their methods of manufacture are
found to infringe any such patents, we may havgatosignificant damages or seek licenses underzatemts. We have not conducted
comprehensive searches of patents issued to thitip relating to Tcelna. Consequently, no ass@aan be given that third-party patents
containing claims covering Tcelna, its method af as manufacture do not exist or have not beed &ied will not be issued in the
future. Because some patent applications in theeiStates may be maintained in secrecy untipttents are issued, and because patent
applications in the United States and many forgigisdictions are typically not published until &&nths after filing, we cannot be certain tha
others have not filed patent applications that miditure into issued patents that relate to oureotior future product candidates that could t
a material effect in developing and commercializimg or more of our product candidates. A patetddr could prevent us from importing,
making, using or selling the patented compound® nvdy need to resort to litigation to enforce ateliectual property rights or to determine
the scope and validity of third-party proprietaights. Similarly, we may be subject to claims tathave inappropriately used or disclosed
trade secrets or other proprietary informationhirfck parties. If we become involved in litigatidghgould consume a substantial portion of our
managerial and financial resources, regardlesshetiver we win or lose. Some of our competitors mawble to sustain the costs of complex
intellectual property litigation more effectiveljan we can because they have substantially gressiearces. We may not be able to afford the
costs of litigation. Any legal action against usoar collaborators could lead to:
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« payment of actual damages, royalties, lost prafitgentially treble damages and attorneys’ feesgifare found to have willfully
infringed a third part's patent rights

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

« we or our collaborators having to enter into liasrangements that may not be available on coniatigracceptable terms if at
all; or

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

We, our thirdparty contractors, suppliers and partners, angmduct candidates, such as Tcelna, are subjsttibgent regulation &
the FDA and other regulatory agencies in the Unites and by comparable authorities in othertrimsn None of our product candidates
can be marketed in the United States until it hsenbtapproved by the FDA. No product candidateuo$ bas been approved, and we may r
receive FDA approval for any product candidate.tadting FDA approval typically takes many years agguires substantial resources. Even
if regulatory approval is obtained, the FDA may omp significant restrictions on the indicated usesditions for use and labeling of such
products. Additionally, the FDA may require poppeoval studies, including additional research dedelopment and clinical trials. These
regulatory requirements may limit the size of tharket for the product or result in the incurrentadditional costs. Any delay or failure in
obtaining required approvals could substantialjuee our ability to generate revenues.

In addition, both before and after regulatory appfpwe, our partners and our product candidates) as Tcelna, are subject to
numerous FDA requirements covering, among othegtitesting, manufacturing, quality control, labgl advertising, promotion, distributic
and export. The FDA's requirements may changeaaititional government regulations may be promuljthat could affect us, our partners
and our product candidates, such as Tcelna. Ghenumber of recent high profile adverse safegné/with certain drug products, the FDA
may require, as a condition of approval, costlik management programs, which may include safetyesllance, restricted distribution and L
patient education, enhanced labeling, special gargaor labeling, expedited reporting of certaivexde events, preapproval of promotional
materials and restrictions on direct-to-consumeesdiking. Furthermore, heightened Congressiotraitisy on the adequacy of the FDA’s
drug approval process and the agency’s effortssara the safety of marketed drugs resulted irtiaetment of legislation addressing drug
safety issues, the FDA Amendments Act of 2007.s Téwislation provides the FDA with expanded authia@ver drug products after approval
and the FDA's exercise of this authority could tesudelays or increased costs during the perifiggroduct development, clinical trials and
regulatory review and approval, and increased d¢osassure compliance with new post-approval régojfaequirements. We cannot predict
the likelihood, nature or extent of government fatjon that may arise from this or future legigbatior administrative action, either in the
United States or abroad.

In order to market any of our products outsidehef nited States, we and our strategic partnerdiegmsees must establish and
comply with numerous and varying regulatory requieats of other countries regarding safety and affic Approval procedures vary among
countries and can involve additional product testind additional administrative review periods #reltime required to obtain approval in
other countries might differ from that requiredotatain FDA approval. The regulatory approval pescia other countries may include all of
the risks detailed above regarding FDA approvahéUnited States. Approval by the FDA does nobmatically lead to the approval of
authorities outside of the United States and, sirlyi] approval by other regulatory authorities agshe United States will not automatically
lead to FDA approval. In addition, regulatory apgl in one country does not ensure regulatory@gdrin another, but a failure or delay in
obtaining regulatory approval in one country magati&ely impact the regulatory process in othédsir product candidates, such as Tcelna,
may not be approved for all indications that weues}, which would limit uses and adversely impactpptential royalties and product
sales. Such approval may be subject to limitatam¢he indicated uses for which any potential pobanay be marketed or require costly, pos
marketing follow-up studies.
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If we fail to comply with applicable regulatory idigements in the United States and other countaie&ng other things, we may be
subject to fines and other civil penalties, delisyapproving or failure to approve a product, saspen or withdrawal of regulatory approvals,
product recalls, seizure of products, operatingricg®ns, interruption of manufacturing or clinldaals, injunctions and criminal prosecution,
any of which would harm our business.

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

If we are successful in achieving approval to madke2 or more of our product candidates, our operawill be directly, or indirectl
through our customers, subject to various statefeaheral fraud and abuse laws, including, with@uithtion, the federal Antkickback Statutt
and False Claims Act. These laws may impact, anodingr things, our proposed sales, marketing, dodation programs.

The federal Anti-Kickback Statute prohibits persfmasn knowingly and willfully soliciting, offeringreceiving or providing
remuneration, directly or indirectly, in exchange ér to induce either the referral of an indivijua the furnishing or arranging for a good or
service, for which payment may be made under aé&thealthcare program such as the Medicare anddslieidprograms. Several courts have
interpreted the statute’s intent requirement tomtbat if any one purpose of an arrangement inmglvemuneration is to induce referrals of
federal healthcare covered business, the statsteden violated. The Anti-Kickback Statute is lor@ad prohibits many arrangements and
practices that are lawful in businesses outsidaehealthcare industry. Recognizing that the Kitkback Statute is broad and may
technically prohibit many innocuous or beneficiabagements, Congress authorized the Departmeiéaith and Human Services, Office of
Inspector General, or OIG, to issue a series aflegigns, known as the “safe harbors.” These safbdrs set forth provisions that, if all their
applicable requirements are met, will assure healthproviders and other parties that they willlmoprosecuted under the Anti-Kickback
Statute. The failure of a transaction or arrangsrnefit precisely within one or more safe harbdogs not necessarily mean that it is illegal ol
that prosecution will be pursued. However, conduntt business arrangements that do not fully gagesth applicable safe harbor may rest
increased scrutiny by government enforcement aitéb®such as the OIG. Penalties for violationtheffederal Anti-Kickback Statute include
criminal penalties and civil sanctions such asdjnmprisonment and possible exclusion from MedicMedicaid and other federal healthcare
programs. Many states have also adopted lawsasitoilthe federal Anti-Kickback Statute, some ofchhapply to the referral of patients for
healthcare items or services reimbursed by anycepuot only the Medicare and Medicaid programs.

The federal False Claims Act prohibits persons fkarowingly filing or causing to be filed a falseatrh to, or the knowing use of fal
statements to obtain payment from, the federal gowent. Suits filed under the False Claims Acbwn as “qui tam” actions, can be brought
by any individual on behalf of the government andhsindividuals, sometimes known as “relators”roore commonly, as “whistleblowers,”
may share in any amounts paid by the entity taytheernment in fines or settlement. The frequerfdiling of qui tam actions has increased
significantly in recent years, causing greater nerslof healthcare companies to have to defendse [aims Act action. When an entity is
determined to have violated the federal False Glaiat, it may be required to pay up to three tinesactual damages sustained by the
government, plus civil penalties. Various stataegehalso enacted laws modeled after the federaéRakims Act.

In addition to the laws described above, the Hdallirance Portability and Accountability Act ofdBcreated two new federal
crimes: healthcare fraud and false statementsnglai healthcare matters. The healthcare fraamitgt prohibits knowingly and willfully
executing a scheme to defraud any healthcare bgmefiram, including private payors. A violatiohtbis statute is a felony and may result in
fines, imprisonment or exclusion from governmerdrgored programs. The false statements statultébitroknowingly and willfully
falsifying, concealing or covering up a materiadtfar making any materially false, fictitious oa@idulent statement in connection with the
delivery of or payment for healthcare benefitaniseor services. A violation of this statute ibfiy and may result in fines or imprisonment.

If our operations are found to be in violation afyaf the laws described above and other applicstalie and federal fraud and abuse

laws, we may be subject to penalties, including aeird criminal penalties, damages, fines, exclusiom government healthcare programs,
and the curtailment or restructuring of our operai
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If our competitors develop and market products thate more effective than our product candidateseyhmay reduce or eliminate o
commercial opportunities.

Competition in the pharmaceutical industry, pattdy the market for MS products, is intense, aredlexpect such competition to
continue to increase. We face competition fronrptaeutical and biotechnology companies, as waluaserous academic and research
institutions and governmental agencies, in the ééhBtates and abroad. Our competitors have prethat have been approved or are in
advanced development and may succeed in develdpinys that are more effective, safer and more défole or more easily administered thar
ours, or that achieve patent protection or comraézeition sooner than our products. Our most §itarit competitors are fully integrated
pharmaceutical companies and more establishedcbioddogy companies. These companies have significgreater capital resources and
expertise in research and development, manufagtuisting, obtaining regulatory approvals, andkating than we currently do. However,
smaller companies also may prove to be significanipetitors, particularly through proprietary rasbadiscoveries and collaboration
arrangements with large pharmaceutical and eskedalibiotechnology companies. In addition to thmpetitors with existing products that
have been approved, many of our competitors athdualong in the process of product developmedtadso operate large, company-funded
research and development programs. As a resultarapetitors may develop more competitive or afédrle products, or achieve earlier
patent protection or further product commercial@athan we are able to achieve. Competitive pctglmay render any products or product
candidates that we develop obsolete. Our competitay also develop alternative therapies that clouttier limit the market for any products
that we may develop.

Rapid technological change could make our produotssolete

Biopharmaceutical technologies have undergone ramidsignificant change, and we expect that thdycamtinue to do so. As a
result, there is significant risk that our prodoahdidates, such as Tcelna, may be rendered obsolanheconomical by new discoveries before
we recover any expenses incurred in connection théhr development. If our product candidateshsag Tcelna, are rendered obsolete by
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 1
reputation.

Developing and commercializing drug products estsigjnificant product liability risks. Liabilityle@ims may arise from our and our
collaborators’ use of products in clinical trialsdathe commercial sale of those products.

In the event that any of our product candidatesbmss an approved product and is commercializedwuoars may make product
liability claims directly against us and/or our ledlorators, and our collaborators or others selfirgge products may seek contribution from us
if they incur any loss or expenses related to slaims. We have insurance that covers clinical &ctivities. We believe our current insure
coverage is reasonably adequate at this time. Mesyvere will need to increase and expand this apyeas we commence additional clinical
trials, as well as larger scale trials, and if anyduct candidate is approved for commercial s@leis insurance may be prohibitively expensive
or may not fully cover our potential liabilitieur inability to obtain sufficient insurance covgeaat an acceptable cost or otherwise to protec
against potential product liability claims couldepent or inhibit the regulatory approval or comnmization of products that we or one of our
collaborators develop. Product liability claimauttbhave a material adverse effect on our busiapdgesults of operations. Liability from
such claims could exceed our total assets if weadgrevail in any lawsuit brought by a third paatieging that an injury was caused by one ©
more of our products.

Health care reform measures could adversely affeat business

The business and financial condition of pharmacaltind biotechnology companies are affected byttogts of governmental and
third-party payors to contain or reduce the cobtsealth care. In the United States and in forgigisdictions, there have been, and we expec
that there will continue to be, a number of ledisaand regulatory proposals aimed at changindh#adth care system. For example, in some
countries other than the United States, pricingrefcription drugs is subject to government conttotl we expect proposals to implement
similar controls in the United States to contindaother example of reform that could affect ousibess is drug reimportation into the United
States {.e.,the reimportation of approved drugs originally miautured in the United States back into the Un&éates from other countries
where the drugs were sold at lower prices). ltiitégs in this regard could decrease the price wangrpotential collaborators receive for our
product candidates if they are ever approved fla, salversely affecting our future revenue growtt potential profitability. Moreover, the
pendency or approval of such proposals could résaltdecrease in our stock price or adverselycatfar ability to raise capital or to obtain
strategic partnerships or licenses.
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Risks Related to our Securities

There is currently a limited market for our secuids, 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 and Series E warrantsraded on the NASDAQ Capital Market, there is ently a limited market for
our securities and there can be no assuranceritaadtize market will ever develop. Investors aaationed not to rely on the possibility that an
active trading market may develop.

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

We are required to meet certain qualitative andrfaial tests (including a minimum stockholders’iggtequirement of $2.5 million
and bid price for our common stock of $1.00 pershto maintain the listing of our common stocktbe NASDAQ Capital Market. During
portions of 2008 and 2009, our stockholders’ equi@ below the continued listing standard requirgnoé $2.5 million and the bid price for
our common stock was below $1.00 per share fopderof time, and our common stock was in jeopafdyetng delisted. During 2010, the
trading price of our common stock was minimally @b&1.00 per share for brief periods of time, andrdy 2011, the trading price of our
common stock was minimally above and below $1.00spare for periods of time. Since the end of DPrwer 2011, our stock has continuer
trade below the minimum bid price continued listreguirement, and our common stock is in jeopafdyeing delisted. In February 2012, we
received a staff deficiency letter from NASDAQ iodiing that our common stock failed to comply vilie minimum bid price requirement
because it traded below the $1.00 minimum closidghice for 30 consecutive trading days. Theg®efurther stated that we would be
provided a period of 180 calendar days to regampti@nce. In August 2012, we requested an addititB0-day grace period to regain
compliance with NASDAQ's minimum bid price requirent because our stock has continued to trade blewl.00 minimum closing bid
price subsequent to receiving the NASDAQ staffdeficy letter. NASDAQ granted our extension ret¢ja@sl we now have until February 4,
2013 to achieve compliance with this listing stadda.e., by our common stock maintaining a closing bid pp€&1.00 per share or more fc
minimum of 10 consecutive business days duringtititional grace period, or such longer periodragtas the NASDAQ staff may
require). Although we are exercising diligent ef$ao maintain the listing of our common stock avatrants on NASDAQ, there is no
assurance we will be able to do so, and if not,sback could be delisted. Our stockholders’ eqagyf September 30, 2012 was $2,339,285,
which is below the NASDAQ minimum continued listirequirement of $2.5 million. It is also possithat we could fail to satisfy another
NASDAQ requirement for continued listing of our skpsuch as the market value or number of publielg shares or number of sharehold
or a corporate governance requirement. We mayveeelditional future notices from NASDAQ that wavie failed to meet its requirements,
and proceedings to delist our stock could be conween If we are unable to regain compliance imely manner or if we do not meet the
other listing standards and our common stock istel, it could be more difficult to buy or sellracommon stock and obtain accurate
guotations, and the price of our stock could sudfenaterial decline. Delisting may also impair ability to raise capital.

As our share price is volatile, and you may notdige to resell our shares at a profit or at a
The market prices for securities of biopharmacealiind biotechnology companies, and early-stagg discovery and development
companies like us in particular, have historicéigen highly volatile and may continue to be higldiatile in the future. The following factol

in addition to other risk factors described in théxtion, may have a significant impact on the rtapkice of our common stock:

« the development status of any drug candidates, asidftelna, including clinical study results antedminations by regulatory
authorities with respect there!

« the initiation, termination, or reduction in theope of any collaboration arrangements or any déegpat developments regarding
such collaboration:s

« announcements of technological innovations, newrmeraial products or other material events by omnpetitors or us;
« disputes or other developments concerning our ptamy rights;
« changes in, or failure to meet, securities andlpstgvestors’ expectations of our financial perfance;

« additions or departures of key personnel;
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« discussions of our business, products, financidbpmance, prospects or stock price by the findrarid scientific press and onli
investor communities

« public concern as to, and legislative action withpect to, the pricing and availability of prestadp drugs or the safety of drugs
and drug delivery technique

« regulatory developments in the United States aridrigign countries; or

« dilutive effects of sales of shares of common stwgkis or our shareholders, including Lincoln Parkg sales of common stock
acquired upon exercise or conversion by the holoewsarrants, options or convertible not

Broad market and industry factors, as well as easvo@nd political factors, also may materially acbedy affect the market price of
our 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 volatilitythe price of a company’s securities or the répg of unfavorable news, security
holders have often instituted class action litigati If the market value of our securities expareeadverse fluctuations and we become
involved in this type of litigation, regardlesstbe outcome, we could incur substantial legal castbour management’s attention could be
diverted from the operation of our business, causimr business to suffer.

Our “blank check” preferred stock could be issued to prevent a bussneombination not desired by management or ourremt majority
stockholders

Our articles of incorporation authorize the issaat“blank check” preferred stock with such desitipns, rights and preferences as
may be determined by our Board of Directors withgtotkholder approval. Our preferred stock codditilized as a method of discouraging,
delaying, or preventing a change in our control asé method of preventing stockholders from réegia premium for their shares in
connection with a change of control.

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

During 2011, we sold (i) an aggregate of 384,758 et of common stock in January pursuant to ath&ammarket’continuous offerin
program and (ii) an aggregate of 4,146,500 sh&resarocommon stock, and warrants to acquire andtt@&38,600 shares, in a public offering
February. Sales of a substantial number of additishares of our common stock in the public mackeld cause the market price of our
common stock to decline. An aggregate of 23,04Bgtares of common stock were outstanding as oéhber 2, 2012. As of such date,
excluding the impact of the antidilution adjustnsedéscribed below, another (i) 3,275,222 shares 8suable upon exercise of outstanding
options, (ii) 12,401,639 shares of common stockewssuable upon the exercise of outstanding war@novided, however, that the warrants
issued to the purchasers of the outstanding 12%ecthle promissory notes to acquire up to 3,829,88ares of common stock in the
aggregate at an exercise price of $1.25 per shahede antidilution provisions whereby if shares sold to Lincoln Park pursuant to our
$1,500,000 purchase agreement at a per sharegbrigdess than $1.25, then the exercise pricé lvélreset to such lower per share price,
subject to a floor of $0.64, and (ii) less than680 then the number of shares issuable pursuanicto warrants will increase by a factor equi
$0.64 divided by such lower price, subject to a@aphe amount of any such increase of 50% (odaitianal 1,914,841 shares of common
stock in the aggregate)), and (iii) 5,106,250 sharere issuable if all outstanding 12% convert#@eured promissory notes were converted tc
Series A convertible preferred stock which was thiémately converted into common stock (providadwever, that as a result of the
antidilution provisions of the Series A convertilpleferred stock, this amount of shares will inseshy up to 126,725 shares, to a total of up t
5,232,975 shares of common stock, if shares aceadtd@r December 31, 2012 to Lincoln Park purstaour $1,500,000 purchase agreeme
a per share price of less than $0.80). Opexa commadesales to Lincoln Park under the $1,500,000hase agreement on November 8, 201
a per share price of $0.50 that triggers the faregantidilution adjustment.

A substantial majority of the outstanding shareswfcommon stock are freely tradable without festm or further registration und
the Securities Act of 1933. We may sell additiostares of common stock, as well as securitiesartible into or exercisable for common
stock, in subsequent public or private offerinyge may also issue additional shares of common stclvell as securities convertible into or
exercisable for common stock, to finance futureugsitions. Among other requirements, we will néedaise significant additional capital, or
secure a partnering arrangement, in order to coatamd complete the Phase llb clinical study offfacén SPMS, and this may require us to
issue a substantial amount of securities (includimgpmon stock as well as securities convertible amtexercisable for common stock). We
cannot predict the size of future issuances ofcounmon stock, as well as securities convertible artexercisable for common stock, or the
effect, if any, that future issuances and salesuoecurities will have on the market price of oommon stock. Sales of substantial amounts
of our common stock, as well as securities conlvierinto or exercisable for common stock, includigres issued in connection with an
acquisition or securing funds to complete our chhtrial plans, or the perception that such sategd occur, may adversely affect prevailing
market 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 our purchase agreements with Lincoln Parkmas direct Lincoln Park to purchase up to $1,500,6f shares of common
stock subject to certain limitations over a 30-nhopériod, and, upon effectiveness of a registragtatement for resale of the underlying share
and subject to other conditions, we may also diréutoln Park to purchase up to $15,000,000 ofshares of common stock over a 30-month
period. Additionally, we issued Lincoln Park 225{Cshares of common stock as initial commitmenteshand may in the future issue up t
additional 452,055 shares of common stock as aaditicommitment shares, as a fee for its commitrieeptirchase the shares under the
purchase agreements. The number of shares ultjnwdtered for sale by Lincoln Park is dependenbmiphe number of shares purchased by
Lincoln Park. Depending on market liquidity at tirae, sales of shares we issue to Lincoln Park caage the trading price of our common
stock to decline.

Subject to certain conditions, we generally haweribht to control the timing and amount of anyesadf our shares to Lincoln Park,
except that, pursuant to the terms of our agreesneith Lincoln Park, we would be unable to sellrgisao Lincoln Park if and when the mai
price of our common stock is below $0.45 per shsubject to adjustment. The purchase price fostages that we may sell to Lincoln Park
will fluctuate based on the price of our commorcktand other factors determined by us. As suahcdlh Park may ultimately purchase all,
some or none of the shares of our common stockedtet,it has acquired shares, Lincoln Park malyadielsome or none of those
shares. Therefore, sales to Lincoln Park by usyanmt to either or both of the purchase agreenventsl result in substantial dilution to the
interests of other holders of our common stockdifidnally, the sale of a substantial number ofreBaf our common stock to Lincoln Park
the anticipation of such sales, could cause thiirigaprice of our common stock to decline and canbike it more difficult for us to sell equity
or equity-related securities in the future.

We presently do not intend to pay cash dividendsoon common stock.

We currently anticipate that no cash dividends ballpaid on the common stock in the foreseeabledut\While our dividend policy
will be based on the operating results and capéabls of the business, it is anticipated thataathiags, if any, will be retained to finance the
future expansion of our business.

Our stockholders 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@Beshof our common stock and to issue and desiginatéghts of, without
stockholder approval, up to 10,000,000 sharesefepred stock. In connection with the July 25, 2@anvertible note financing, 80,000 she
of preferred stock were designated as non-votinggeSé convertible preferred stock. In order tisezadditional capital, we may in the future
offer additional shares of our common stock or ofeurities convertible into or exchangeable far@mmon stock at prices that may not be
the same as the price per share in prior offeramgbkdilution to our stockholders could result. kvay sell shares or other securities in other
offerings at a price per share that is less tharptite per share paid by investors in prior offgs, and investors purchasing shares or other
securities in the future could have rights supeogxisting stockholders. The price per shamghath we sell additional shares of our commor
stock, or securities convertible or exchangealie édommon stock, in future transactions may bedrigin lower than the price per share paid
by investors in prior offerings.

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 ehpéisources by entering into debt or debt-likaficing that is unsecured or secured
by up to all of our assets, or by issuing additiatebt or equity securities, which could includsuiances of secured or unsecured commercial
paper, medium-term notes, senior notes, suborainaites, guarantees, preferred stock, hybrid gesjror securities convertible into or
exchangeable for equity securities. In the evéouo liquidation, our lenders and holders of oabtland preferred securities would receive
distributions of our available assets before distibns to the holders of our common stock. Beeaws decision to incur debt and issue
securities in future offerings may be influencednbgrket conditions and other factors beyond outrobrwe cannot predict or estimate the
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.
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For example, on July 25, 2012, we closed a prieéfiering consisting of convertible secured noted aarrants to purchase comn
stock which generated approximately $4.1 milliorgioss proceeds. The notes mature on July 25, 80d4ccrue interest at the rate of :
per annum, compounded annually, payable in eithgh or registered shares of common stock. Thesmotesecured by substantially all of
tangible and intangible assets, and $1.0 milliothefproceeds from the note offering is being leld controlled account as part of the sec
interest granted to the noteholders. The notes@reertible into a new class of nenting Series A convertible preferred stock at avasior
price of $100.00, subject to certain limitationsgl adjustments. The Series A convertible prefestedk accrues cumulative dividends at
rate of 8% per annum, payable in either cash astegd shares of common stock, and carries a 8QG&r share liquidation preference.
Series A convertible preferred stock is convertibito common stock at a conversion price of $0.8@hject to certain limitations a
adjustments. Although up to 5,106,250 shares ofngom stock were initially issuable if all 12% contdele secured promissory no
outstanding were converted to Series A converfibdferred stock and such stock was then convemtedcommon stock, this amount of shi
will increase by up to 126,725 shares, to a tataipoto 5,232,975 shares of common stock if sharesold after December 31, 2012 to Lin
Park pursuant to our purchase agreements at éhper price of less than $0.80. In addition, the-figar warrants issued to the purchase
the 12% convertible secured promissory notes toieeqp to 3,829,689 shares of common stock iratigregate at an exercise price of $
per share include antidilution provisions wherebghiares are sold to Lincoln Park pursuant to auclpase agreements at a per share pr
(i) less than $1.25, then the exercise price vélréset to such lower per share price, subjectlmaof $0.64, and (i) less than $0.64, ther
number of shares issuable pursuant to such warvdlitincrease by a factor equal to $0.64 divitgdsuch lower price, subject to a cap or
amount of any such increase of 50% (or an additiby$44,841 shares of common stock in the aggriga@exa commenced sales to Linc
Park under the $1,500,000 purchase agreement oemNmar 8, 2012 at a per share price of $0.50 tiggers the foregoing antidiluti
adjustment.

Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdiuorking capital and operational purposes) , weeruly intend to use our availal
cash to continue the Phase llIb clinical study dclitia in SPMS. The Phase lIb clinical study in Néktherica of Tcelna is expected to involve
180 patients and take approximately three yeacsnaplete. The costs of the study as well as th@ioggexpenses of our operations through
the expected completion date of the study are astidnat approximately $35 million. Our existingaarces are not adequate to permit us to
proceed materially beyond the initiation of thedstui.e., the dosing of the first patients) or tomplete such study or any significant portion of
it. We will need to secure significant additionasources to complete the trial and support ouratjpers during the pendency of the trial.

Depending on future developments and circumstaneesnyay use some of our available cash for othgrgqaes. Notwithstanding o
current intention to use our available cash fottfer clinical studies of Tcelna, our managemenithdl/e significant flexibility in using our
current available cash. The actual amounts anddgimf expenditures will vary significantly dependion a number of factors, including the
amount and timing of cash used in our operatioascam research and development efforts. Managéméailure to use these funds effectiv
would have an adverse effect on the value of oormaon stock and could make it more difficult andtlyo® raise funds in the future.
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Certification of Acting Chief Financial Officer psmant to Section 906 of the SarbeOxley Act of 2002

-37-




101*+ Financial statements from the Quarterly Repo Form 10-Q of the Company for the period enegtember 30, 2012, 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

+ In accordance with Rule 406T under Regulatioh, 8te XBRL-related information in Exhibit 101 shbé deemed to be “furnished” and
not*“filed.”
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SIGNATURES

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

OPEXA THERAPEUTICS, INC.

Date: November 14, 2012 By: /s/ Neil K. Warma

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

Date: November 14, 2012 By: /s/ David E. Jorden

David E. Jorden
Acting Chief Financial Officer
(Principal Financial and Accounting Office
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EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Neil K. Warma, certify that:

1. | have reviewed this Quarterly Report on Forr-Q of Opexa Therapeutics, In
2. Based on my knowledge, this report does notatomny untrue statement of a material fact ortamstate a material fact necessary to
make the statements made, in light of the circuntsts under which such statements were made, nistauisg with respect to the
period covered by this repo
3. Based on my knowledge, the financial statememts other financial information included in théport, fairly present in all material
respects the financial condition, results of ogerstand cash flows of the registrant as of, amgtfe@ periods presented in this rep
4. The registrant’s other certifying officer(s)daihare responsible for establishing and maintagjmisclosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15@))%nd internal control over financial reportirag @efined in Exchange Act Rules
13¢-15(f) and 15-15(f)) for the registrant and hav
a. Designed such disclosure controls and proesdor caused such disclosure controls and puoesdo be designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhgibsidiaries, is made known to
us by others within those entities, particularlyidg the period in which this report is being pregzh
b. Designed such internal control over financial réipgr, or caused such internal control over finahi@gorting to be designed uni
our supervision, to provide reasonable assurargadang the reliability of financial reporting atite preparation of financial
statements for external purposes in accordancegeitlerally accepted accounting princip
c. Evaluated the effectiveness of the regissalisclosure controls and procedures and predentthis report our conclusions about
the effectiveness of the disclosure controls andguiures, as of the end of the period coveredibyédport based on such
evaluation; ant
d. Disclosed in this report any change in #ggtrant’s internal control over financial repogdithat occurred during the registrant’s
fourth fiscal quarter that has materially affectedis reasonably likely to materially affect, ttegjistrant’s internal control over
financial reporting; an
5. The registrant’s other certifying officer(s)danhave disclosed, based on our most recent et@tuaf internal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrant’s board of directf@spersons performing the equivalent
functions):
a. All significant deficiencies and materialakkeesses in the design or operation of internairobaver financial reporting which are
reasonably likely to adversely affect the regid’s ability to record, process, summarize and refpmahcial information; an
b. Any fraud, whether or not material, thatalwes management or other employees who have disa role in the registrant’s
internal control over financial reportin
Date: November 14, 2012 By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Offic



EXHIBIT 31.2

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, David E. Jorden, 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 14, 2012 By: /s/ David E. Jorden

David E. Jorden
Acting 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 10-Q for period ended September 30,
2012 (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 14, 2012 By: /s/ Neil K. Warma
Neil K. Warma

President and Chief Executive Officer
(Principal Executive Officer



EXHIBIT 32.2

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO SECTION 906
OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Opexai#peutics, Inc. (the “Company”) on Form 10-Q for period ended September 30,
2012 (the “Report”), as filed with the SecuritiexlédExchange Commission on the date hereof, |, DBRvitbrden, Acting 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 14, 2012 By: /s/ David E. Jorden

David E. Jorden
Acting Chief Financial Officer
(Principal Financial and Accounting Office



