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OPEXA THERAPEUTICS, INC.
(a development stage company)
For the Quarter Ended March 31, 2013
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PART | - FINANCIAL INFORMATION

Iltem 1. Financial Statements.

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

Assets

Current asset:
Cash and cash equivale
Other current assets

Total current asse

Property & equipment, net of accumulated depremri
of $1,572,821 and $1,494,510, respecti'
Restricted cas
Deferred financing costs, net of amortizat
of $111,578 and $58,639, respectiv
Other lon¢-term asset

Total assets

Liabilities and Stockholders' Equity

Current liabilities:;
Accounts payabl
Accrued expense
Deferred revenue

Total current liabilitie:

Long term liabilities;
Convertible promissory notes, net of discc
of $2,253,590 and $3,136,342, respecti
Convertible promissory not-R/P, net of discour
of $554,783 and $571,8
Deferred revenue

Total liabilities

Commitments and contingenci

Stockholders' equity

Preferred stock, no par value, 10,000,000 shartwrized
none issued and outstand

Common stock, $0.01 par value, 100,000,000 sterthorized
7,991,559 and 6,249,369 shares issued anthndisg

Additional paid in capite

Deficit accumulated during the development stage
Total stockholders' equity
Total liabilities and stockholders' equity

See accompanying notes to unaudited consolidataeddial statements

March 31, December 31
2013 2012
$ 783433 $ 592,00«
1,166,43 1,077,541
9,000,76! 1,669,55I
1,189,32! 1,265,04.
500,00( 1,000,00i!
158,54( 211,47¢
104,02° -
$ 1095266 $ 4,146,07
$ 830,65¢ $ 412,09¢
931,11¢ 473,87¢
1,395,34: -
3,157,12! 885,97!
301,41( 318,65¢
75,217 58,10¢
3,384,55; -
6,918,30- 1,262,73:
79,91¢ 62,49:
117,743,54 112,432,45
(113,789,10) (109,611,62)
4,034,35 2,883,33.

$ 1095266 $ 4,146,07




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

(unaudited)
Three Three
Months Months Inception
Ended Ended through
March 31, March 31, March 31,
2013 2012 2013
Revenue
Option Revenu $ 220,10 $ - $ 220,10(
Research and developmt 1,621,36! 1,490,09 78,118,71
General and administratiy 1,102,43! 816,19¢ 31,220,05
Depreciation and amortizatic 78,31: 67,35t 1,728,46!
Loss on disposal of assets - - 513,34!
Operating los! (2,582,01) (2,373,64) (111,360,48)
Interest incomt 1,874 13€ 1,360,57.
Other income and expense, 37,91( - 699,05¢
Gain on extinguishment of de - - 1,612,441
Gain on derivative instrumen - - 1,941,82
Gain on sale of technolog - - 3,000,00!
Interest expense (1,635,25) (487) (11,042,51)
Net loss $ (4,177,48) $ (2,373,99) $(113,789,10)
Basic and diluted loss per shi $ (0.5¢) $ (0.41) N/A
Weighted avg shares outstand- Basic and dilute: 7,239,10: 5,762,02 N/A

See accompanying notes to unaudited consolidataddial statements




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

(unaudited)
Common Stock Additional
Paid in Accumulated
Shares Par Capital Deficit Total
Balances at December 31, 2( 6,249,36! $ 62,49: $ 112,432,45 $(109,611,62) $ 2,883,33
Conversion of convertible not: 365,26 3,652 996,34 — 1,000,001
Discount related to beneficial conversion fea — — 141,82¢ — 141,82¢
Discount on warrants attached to d — — 195,96¢ — 195,96¢
Shares issued fa
cash, net of offering cos 1,376,92 13,77( 3,565,75. — 3,579,52.

Warrant expens — — 219,55¢ — 219,55¢
Option expens — — 191,63: — 191,63:
Net loss — — — (4,177,48) (4,177,48)
Balances at March 31, 20. 7,991,55" $ 79,91¢ $ 117,743,54 $(113,789,10) $ 4,034,35

See accompanying notes to unaudited consolidateddial statements




OPEXA THERAPEUTICS, INC.
(a development stage company)

CONSOLIDATED STATEMENTS OF CASH FLOWS

Cash flows from operating activitit
Net loss

Adjustments to reconcile net loss to net ¢

used in operating activitie
Stock payable for acquired research anéldpment
Stock issued for acquired research aneldpment
Stock issued for servic
Stock issued for debt in excess of priak
Amortization of discount on notes payable

to warrants and beneficial conversiestdire

Loss/(Gain) on extinguishment of d
Depreciatiol
Amortization of debt financing co:
Option expens
Loss/(Gain) on derivative instrume
Loss on disposition of fixed ass

Changes ir
Deferred revent
Other current asse
Accounts payab- third parties and related part
Accrued expens
Other assets

Net cash provided by (used in) operating activi

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

Net cash provided by (used in) investing activi

Cash flows from financing activitie

Common stock and warrants sold for cash, neffefing costs

Common stock repurchased and canc
Proceeds from exercise of warrants and op
Proceeds from third party de

Proceeds from related party d

Deferred financing and offering co:
Repayment on related party notes pay
Repayments on notes payable

Net cash provided by financing activiti

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

Cash and cash equivalents at end of period

(unaudited)

Three Months Ended
March 31,

2013

2012

Inception
through
March 31,
2013

$ (4,177,48) $ (2,373,99) $(113,789,10)

- - 112,44(
- - 26,286,58

- - 2,061,74:

- - 109,07
1,237,66: - 8,094,39;
- - (1,612,441
78,31 67,35¢ 1,728,46
52,93¢ - 635,95
411,18 205,42( 16,677,12
- - (1,941,82)

- - 513,34
4,779,90 - 4,779,90
(115,58 (880,98)  (1,268,64)
418,56: 1,022,53; 257,91
457,240 (225,74 1,062,47
(104,02) - (104,02)
3,038,70. (2,18541) _ (56,396,62)
(2,599) (245,84)  (2,224,79)
500,00 - (500,00()
497 ,40. (245,84) _ (2,724,79)
3,623,73: - 53,077,53
- - (325)

- - 1,248,58
550,00 - 13,288,18
100,00 - 730,00
(17,519 - (527,00)
(100,00() - (100,00()
(450,00() - (761,22))
3,706,22 - 66,955,75
7,242,33; (2,431,25) 7,834,33
592,00 7,109,21! -
$ 7,83433 $ 467795 $ 7,834,33




Cash paid for
Income ta $ -
Interest 18,647

NON-CASH TRANSACTIONS
Issuance of common stock to Sportan shareho -
Issuance of common stock for accrued inte -
Issuance of warrants to placement ag -
Conversion of notes payable to common si 1,000,00!
Conversion of accrued liabilities to common st -
Conversion of accounts payable to note pay -
Discount on convertible notes relating -
Warrants 195,96¢
Beneficial conversion featu 141,82¢
Stock attached to not -
Fair value of derivative instrume -
Derivative reclassified to equi -
Unpaid additions to property and equipm -
Amortization of deferred offering costs to g-in capital 45,45(
Shares issued as deferred offering ¢ 1,23¢

See accompanying notes to unaudited consolidataddial statements

173,75t

147,73¢
789,28
37,45:
8,709,98!
197,17t
93,36¢

6,170,34.
3,444,98.
1,287,441
4,680,22!
2,349,26!

92,78¢
150,36!




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

Note 1. Basis of Presentation

The accompanying interim unaudited consolidatearfamal statements of Opexa Therapeutics, Inc. (¥@per the “Company”), a
development stage company, have been preparedandance with accounting principles generally ategin the United States of America and
the rules of the Securities and Exchange Commig88HEC”) and should be read in conjunction with thelited financial statements and notes
thereto contained in Opexa’s latest Annual Replad fwith the SEC on Form 10-K. In the opinionnednagement, all adjustments, consisting of
normal recurring adjustments, necessary for gof@isentation of financial position and the resoftsperations for the interim periods presented
have been reflected herein. The results of operafior interim periods are not necessarily indi@bf the results to be expected for the full
year. Notes to the financial statements that weulistantially duplicate the disclosure contaimethé audited financial statements for the most
recent fiscal year as reported in Form 10-K hawenkmmitted.

The accompanying consolidated financial statemientade the accounts of Opexa and its wholly owsiosidiary, Opexa Hong Kong
Limited (“Opexa Hong Kong”). All intercompany balees and transactions have been eliminated in theotdation.

Note 2. Significant Accounting Polices

Revenue Recognition. Opexa recognizes revenue in accordance with FASB 605, Revenue Recognition. ASC 605 requiresfthat
basic criteria must be met before revenue candmgrézed: (1) persuasive evidence of an arrangeexsis; (2) delivery has occurred or services
rendered; (3) consideration is fixed or determiaahhd (4) collectability is reasonably assured.

On February 4, 2013, Opexa entered into an OptidnLécense Agreement (the “Merck Agreement”) witteé Trading SA (“Merck”), a
wholly owned subsidiary of Merck Serono S.A. ParsLio the terms, Merck has an option to acquirexatusive, worldwide (excluding Japan)
license of the Company’s Tcelna™ program for teatiment of multiple sclerosis (“MS”). Tcelna igm@antly in a Phase Ilb clinical trial in
patients with Secondary Progressive MS (“SPMS™e ©ption may be exercised by Merck prior to or ug@nCompany’s completion of the
Phase Ilb Trial.

Opexa received an upfront payment of $5 milliongmanting the option. If the option is exercisederivk would pay the Company an upfront
license fee of $25 million unless Merck is unal@tlvance directly into a Phase lll clinical te&lTcelna for SPMS without a further Phase I
clinical trial (as determined by Merck), in whicheat the upfront license fee would be $15 milliéfter exercising the option, Merck would be
solely responsible for funding development, regulaind commercialization activities for TcelnaMis, although the Company would retain an
option to co-fund certain development in excharggerfcreased royalty rates. The Company would @dtin rights to Tcelna in Japan, certain
rights with respect to the manufacture of Tcelmal aghts outside of MS.

Opexa evaluated the Merck Agreement and deterntirdhe $5 million upfront payment from Merck Hatand-alone value”. Opexa’s
continuing performance obligations, in connectiathwhe $5 million payment, include the executiord @ompletion of the Phase IIb clinical trial
in SPMS using commercially reasonable efforts atGbmpany’s own costs. As a “stand-alone valueh i@ the Merck Agreement, the $5
million upfront payment is determined to be a singhit of accounting, and is recognized as revemug straight-line basis over the exclusive
option period based on the expected completion tériine Phase 1lb clinical trial in SPMS. Opexalitles the unrecognized portion of the $5
million as deferred revenue on the consolidatedrzs sheets.

Cash and Cash Equivalents Opexa considers all highly liquid investmentshwén original maturity of three months or lessewh
purchased, to be cash equivalents. Investmentsmathrities in excess of three months but less timenyear are classified as short-term
investments and are stated at fair market value.

Opexa primarily maintains cash balances on depositcounts at a U.S.-based financial institutidhe aggregate cash balance on deposit in
these accounts is insured by the Federal Depasitdnce Corporation up to $250,000. Opsxa'sh balances on deposit in these accounts tr
times, exceed the federally insured limits. Oplexa not experienced any losses in such accounts.

At March 31, 2013, Opexa invested approximately $iilion in a savings account. For the three rhergnded March 31, 2013, the savings
account recognized an average market yield of 0.2Bf&rest income of $1,874 was recognized fottlthee months ended March 31, 2013 in the
consolidated statements of expenses.




Note 3. Other Current Assets
Other current assets consisted of the followinglaitch 31, 2013 and December 31, 2012:

March 31, December 31

Description 2013 2012

Supplies inventor $ 491,37 $ 604,17¢
Deferred offering cost 309,96¢ 341,16t
Prepaid expenses 365,08:¢ 132,20:

$ 1,166,443 $ 1,077,554

Supplies inventory at March 31, 2013 and DecembePB12 includes reagents and supplies that willdesl to manufacture Tcelna and
placebo product in Opexa’s Phase lIb clinical stddgexa expects to amortize these prepaid reagadtsupplies to research and development
costs in the consolidated statements of expensasioe course of the clinical study.

Deferred offering costs at March 31, 2013 and Ddear31, 2012 include costs incurred from thirdiparin connection with the
implementation of an at-the-market program (“ATMrAgment”)in September 2012 pursuant to which Opexa mayskales of its common stc
from time to time depending upon market demandutinca sales agent in transactions deemed to bat-dhe-market” offering as defined in Rule
415 of the Securities Act of 1933. As of March 3Q13, the remaining costs of $88,446 in conneactiith the implementation of the ATM
Agreement remained capitalized and are includedhier current assets in the consolidated balareetshUpon the sales of shares of common
stock under the ATM Agreement, the remaining céipéd costs are offset against the proceeds of salgs of shares of common stock.

Deferred offering costs at March 31, 2013 alsoudelcosts incurred from third parties in connectigth the implementation of a $1.5
million Purchase Agreement and a $15 million Pusehagreement (collectively, the “Purchase Agreesigim November 2012 pursuant to
which Opexa has the right to sell to Lincoln Padpfal Fund, LLC (“Lincoln Park”) an aggregate @f 0 $16.5 million in shares of its common
stock, subject to certain conditions and limitaio\s of March 31, 2013, the remaining costs &1$223 in connection with the implementation
of the Purchase Agreements remained capitalizedenihcluded in other current assets in the casesteld balance sheets. Upon the sales of
shares of common stock under the Purchase Agresptkatremaining capitalized costs are offset agaive proceeds of such sales of shares of
common stock.

Prepaid expenses at March 31, 2013 include advaamgaents totaling $220,374 made to vendors anduttanss for the conduct of the Phs
[Ib clinical trial in SPMS.

Note 4. Restricted Cash

Pursuant to the July 2012 Note financing, $1.0iarilbf the gross proceeds were initially requiredé¢ maintained in a segregated account
and subject to a deposit control agreement whéeJthy 2012 Notes are outstanding. Pursuant taieewexecuted by the holders of in excess of
two-thirds (66-2/3%) of the principal amount of thetstanding July 2012 Notes and accepted by Opesamount of the cash subject to the
deposit control agreement was reduced to $500,0Q@&wuary 29, 2013. In exchange for such wailierCompany issued warrants to the holders
of the July 2012 Notes to purchase an aggregat845b00 shares of the Company’s common stock (sée NL). As of March 31, 2013, the
$500,000 balance in the controlled account is tegaas restricted cash in the consolidated balsineets.

Note 5. Deferred Financing Costs

Deferred financing costs at March 31, 2013 cordisbsts incurred from third parties in conjunctisith the July 2012 Notes. The costs in
connection with the debt financing were capitaliaed are amortized to interest expense over thedéthe related debt. As of March 31, 2013,
the unamortized deferred financing costs totalih§85540 are reported as deferred financing codtsiconsolidated balance sheets. During the
quarter ended March 31, 2013, Opexa amortized $92)9deferred financing costs as interest expense.




Note 6. Other Assets

Other long-term assets at March 31, 2013 consilstgafl costs incurred from third parties in conjiime with the Merck Agreement. These
costs were capitalized and are amortized to geaachhdministrative expenses on the consolidasgdments of operations in conjunction with
the recognition of revenue on a straight-line baser the exclusive option period based on the t#rthe Phase Ilb clinical trial in SPMS. During
the quarter ended March 31, 2013, Opexa amortigetb$ of legal costs to general and administraieenses on the consolidated statements of
operations. Opexa included the current portiotheflegal costs of $42,887 in other current assethie consolidated balance sheets and the long
term portion of the legal costs of $104,027 in otbag-term assets on the consolidated balanceéshee

Note 7. Convertible Promissory Notes

On January 23, 2013, Opexa closed a private offerimsisting of convertible notes (the “January2Bbtes”) and warrants to purchase
shares of common stock for gross proceeds of $68G0which $100,000 was from a related party (et 8). The January 2013 Notes are
scheduled to mature on January 23, 2014 and actgrest at the rate of 12% per annum, compoundedaly. The January 2013 Notes are
convertible into common stock at the option of itheestors at a price of $1.30 per share, subjecettain limitations. The principal balance plus
accrued interest is payable within five businessdd the receipt by Opexa of an aggregate ofaatt|87.5 million in proceeds from the sale of its
equity securities and/or as payments from one aerpartners or potential partners in return fontgreg a license, other rights, or an option to
license or otherwise acquire rights with respedidelna.

The January 2013 Notes were analyzed at issuaneghfeneficial conversion feature and Opexa comdutat a beneficial conversion feat
exists. The beneficial conversion feature was nregisusing the commitment-date stock price and vessrohined to be $141,829 of which
$21,820 was attributable to the related party. X@@dso analyzed the Notes for derivative accogrtonsideration and determined that derivative
accounting does not apply.

In connection with the issuance of the January 20dtes, Opexa also issued Series J warrants th@secan aggregate of 243,750 shares of
Opexa’s common stock (see Note 11), subject taicelimitations and adjustments. The relative failue of the warrant liabilities of $195,969,
together with the beneficial conversion featur&b41,829 were recognized as a debt discount anahaoetized to interest expense in the
consolidated statements of expenses over the tetime dJanuary 2013 Notes using the effective istemeethod.

On February 26, 2013, following the receipt of $illion in gross proceeds during February 20b8rfithe sale of common stock and
warrants to purchase shares of common stock, dlodviog the receipt of the upfront payment of $5lion from Merck on February 20, 2013,
Opexa paid principal and interest totaling $567,86Bolders of the January 2013 Notes, of which0$1@0 was to a related party, and issued
77,034 shares of common stock to one holder ofdneiary 2013 Notes who elected to convert the ipahof $100,000.

During the quarter ended March 31, 2013, the dislbbdnt of $337,798 in connection with the Jan@dy3 Notes was fully amortized to
interest expense.

In February 2013, three of the third party hold&frthe July 2012 Notes elected to convert theingipal amounts of $900,000 into shares of
the Company’s Series A convertible preferred stoitk further immediate conversion into 288,229 slsasf the Company’s common stock. As
of March 31, 2013, an aggregate of $3,185,000iimcral amount of the July 2012 Notes to third jgsrand related parties is reported as long
term liabilities in the consolidated balance shegftsvhich $630,000 was issued to related partee (Note 8).




The following table provides a summary of the chemim convertible debt — third parties,
ended March 31, 2013:

net of uoetimed discount, during the quarter

Balance at December 31, 2C $ 318,65¢
January 2013 Notes, face va 550,00(
Discount on beneficial conversion feature of Jap2&x1.3 Notes at issuan (120,009
Discount on fair value of Series J warrant liabit issuanc (165,82()
Repayment of January 23, 2013 Nc (450,000
Conversion of January 23, 2013 Notes into commaocks (100,000
Conversion of July 25, 2012 Notes into common s (900,000
Amortization of debt discount to interest experseugh March 31, 2013 1,168,58.
Balance at March 31, 2013 $ 301,41(

Note 8. Related Party Transactions

Investors in the January 2013 Notes offering inetbdne member of Opexa’s Board of Directors who issiged a note with a principal

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

The following table provides a summary of the clemnig convertible debt — related parties, net @fortized discount, during the quarter

ended March 31, 2013:

Balance at December 31, 2C $ 58,10t
January 2013 Notes, face va 100,00t
Discount on beneficial conversion feature of Jap2&x13 Notes at issuan (21,820
Discount on fair value of Series J warrant liabit issuanc (30,149
Repayment of January 23, 2013 Nc (100,000
Amortization of debt discount to interest experseugh March 31, 2013 69,08
Balance at March 31, 2013 $ 75,217

For the quarter ended March 31, 2013, cash compendataling $25,000 earned by Director David &d&n for his service as Opexa’s
Acting Chief Financial Officer is reported in geakand administrative expense in the consolidai@ements of expenses. Concurrent with the
appointment of Karthik Radhakrishnan as Chief FamrOfficer on March 29, 2013, Mr. Jorden resigmasdhe Company’s Acting Chief
Financial Officer but will continue in his role dsector on Opexa’s Board. As of March 31, 2013hceompensation totaling $8,333 was due to
Mr. Jorden and is included in accounts payabléénconsolidated balance sheets.

Note 9. Equity
For the quarter ended March 31, 2013, equity rélansactions were as follows:

e In January 2013, 125,000 shares of common steck sold and 975 additional commitment shares i8sted to Lincoln Park under
the $1.5 million purchase agreement for net proseé¢&142,400

e 365,263 shares of common stock were issued in otionevith the conversion of the January 2013 arg 2012 Notes (see Note *

e In February 2013, Opexa sold an aggregate ob618%hares of common stock under the ATM Agreerfogrgross proceeds of
$536,417

e On February 11, 2013, Opexa sold an aggregatéd88,334 units in a registered offering, with eanlt consisting of one share of
common stock and a warrant to purchase half (Oshieae of common stock, at a price of $3.00 pet, torigross proceeds of
$3,250,002. The shares of common stock and warveets immediately separable and were issued sepagaich that no units were
issued. The warrants are exercisable immediatedy igsuance, have a four-year term and an exgraise of $3.00 per share. A fee of
6.0% of the gross proceeds was paid to the pladeagemt.




For the quarter ended March 31, 2013, $350,530netsd against additional paid in capital as stfédring costs.
Note 10. Stock-Based Compensation
Stock Options

The 2010 Stock Incentive Plan (the “2010 Plan”Mmes for the grant of equity incentive awardsitpéoyees, directors and consultants of
Opexa in the form of incentive stock options or quealified stock options, as well as restricted lst@tock appreciation rights, restricted stock
units and performance awards that may be settledsh, stock or other property. The 2010 Plahdssticcessor to and continuation of Opexa’s
June 2004 Compensatory Stock Option Plan (the “Z84”). A total of 625,000 shares of common stakauthorized to be issued for awards
made under the 2010 Plan through September 2029 (iplthe number of shares subject to stock optmristanding under the 2004 Plan that are
forfeited or terminate prior to exercise and woollderwise be returned to the share reserves und@004 Plan and (ii) any reserved shares unde
the 2004 Plan that were not issued or subject tetamding grants. In addition, shares subjectmards granted under the 2010 Plan that terminate
or expire before being exercised or settled witldree available for grant under the 2010 Plan. Aglafch 31, 2013, options to purchase an
aggregate of 903,289 shares were issued and atitgjan

Opexa accounts for share-based compensation, inglogtions and nonvested shares, according tprthgsions of Financial Accounting
Standards Board (“FASB”) Accounting Standards dodifon (“ASC”) 718, "Share Based Payment.” Durithg three months ended March 31,
2013, Opexa recognized option expense of $191,68dvincludes the related expense for the optibasdre expected to vest based on
achievement of their related performance condit{ses below). Unamortized stock compensation expas®f March 31, 2013 amounted to
$1,126,780.

Stock Option Activity

A summary of stock option activity for ttleee months ended March 31, 2018 presented below:

Witd. Avg.
Remaining
Contract
Number of witd. Avg. Term Intrinsic
Shares Exercise Price (# years) Value
Outstanding at January 1, 2C 824,62( $ 5.5¢
Grantec 125,00 2.3¢
Exercisec - -
Forfeited and canceled (46,337) 4.7:
Outstanding at March 31, 20. 903,28¢ $ 5.14 77 3% 104,76¢
Exercisable at March 31, 20. 485,12: $ 6.6: 6. $ 100,73(

Option awards are granted with an exercise priceleg the market price of Opexa’s stock at the défissuance, generally have a ten-year
life, and have various vesting dates that rang® fino vesting or partial vesting upon date of gtaritill vesting on a specified date. Opexa
estimates the fair value of stock options usingBlaek-Scholes option-pricing model and recordsdhi@pensation expense ratably over the
service period.

During the three months ended March 31, 2013, @omfo purchase an aggregate of 125,000 sharegnaated to an employee at an
exercise price of $2.34. This option has a terrenfyears and has a vesting schedule of thres.yieair value of $285,226 was calculated using
the Black-Scholes option-pricing model. Variallegd in the Black-Scholes option-pricing modeltfar option issued to an employee during the
three months ended March 31, 2013 include (1) discrate of 1.87%, (2) expected term of 5.25 yg@)sexpected volatility of 194% and (4)
zero expected dividends.

During the three months ended March 31, 2013, ogtio purchase 46,331 shares were forfeited ancbttad.
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Warrant Activity

A summary of warrant activity for the three monémgled March 31, 2013s presented below:

Wtd. Avg.
Remaining
Contract
Number of Wtd. Avg. Term Intrinsic
Shares Exercise Price (# years) Value
Outstanding at January 1, 2C 3,679,08 $ 5.6
Grantec 972,91¢ 2.21
Exercisec - -
Forfeited and canceled (1,129,359 7.65
Outstanding at March 31, 20. 3,422,641 $ 4.01 3E % 480,00(
Exercisable at March 31, 20. 3,422,641 $ 4.01 3E % 480,00(

In connection with the January 2013 Notes (see N9Qtenvestors were issued fiyear warrants to purchase up to an aggrege
243,750 shares of common stock, at an exercise pfi$1.24 per share. The estimated relative faluer of the investor warrants was $195
and was calculated using the Blask&holes valuation model. The following assumptimese used: (1) no expected dividends, (2) risk iinéeres
rate of 0.76%, (3) expected volatility of 191% af#) expected life of five years. Opexa can redebm warrants at $0.01 per share if
Company’s common stock closes at or above $10.06hae for 20 consecutive trading days.

Pursuant to a waiver executed by the holders ekaess of two-thirds (66-2/3%) of the principal amiof the outstanding July 2012 Notes
and accepted by Opexa, the amount of the cashcsubjthe deposit control agreement was reduc&&®,000 on January 29, 2013. In exch:
for such waiver, the Company issued warrants tdtdteers of the July 2012 Notes to purchase aneggde of 187,500 shares of the Company’s
common stock. The warrants have an exercise pfi$&.21 per share and a fiyear term. The estimated fair value of the wasaveas $219,55
and was calculated using the Black-Scholes valoatiodel. The following assumptions were usedn{lgxpected dividends, (2) risk free
interest rate of 0.90%, (3) expected volatilityl8fl% and (4) expected life of five years. Opexareaeem the warrants at $0.01 per underlying
share of common stock if the common stock closes above $10.00 per share for 20 consecutivertgadiays.

In connection with the February 2013 registeredridfy (See Note 10), Opexa issued warrants tantrestors on February 11, 2013 to
purchase an aggregate of 541,668 shares of commginat an exercise price of $3.00 per share. Thseants have a term of four years and
were immediately exercisable.

Note 11. Subsequent Events

Subsequent to March 31, 2013, Opexa granted istdirs, officers and employees options to purchassygregate of 263,572 shares of
common stock with a fair value of $451,915 at aereise price of $1.75.

Subsequent to March 31, 2013, Opexa issued tdfiteis an aggregate of 78,571 shares of restricbedmon stock with a fair value of $1.75
per share.
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Item 2. Management’s Discussion and Analysis of Rancial Condition and Results of Operations.

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

Forward-Looking Statements

This Quarterly Report on Form 10-Q contains forwimaking statements which are made pursuant to #fie Isarbor provisions
Section 27A of the Securities Act of 1933, as aneendind Section 21E of the Securities ExchangeoAd934, as amended. Statem
contained in this report, other than statementsisforical fact, constitute “forward-looking statenis.” The words “expects,” “believes,”
“anticipates,” “estimates,” “may,” “could,” “inters]” and similar expressions are intended to idgrftfward-looking statements. The forward-
looking statements in this report do not constiguarantees of future performance. Investors asareed that statements in this report whict
not strictly historical statements, including, vath limitation, statements regarding the developneérthe Companys product candidate, Tce
™ (imilecleucel-T), constitute forward-looking statemts. Such forwarétboking statements are subject to a number of @skkuncertainties tt
could cause actual results to differ materiallyrirthose anticipated. These risks and uncertaiitidade, but are not limited to, risks associ
with: market conditions; our capital position; ttights and preferences provided to the Series Avedible preferred stock and investors in
convertible secured notes we issued in July 201@u@ding a secured interest in all of our assets);ability to compete with larger, better finan
pharmaceutical and biotechnology companies; newoagpes to the treatment of our targeted dise@sgsexpectation of incurring continc
losses; our uncertainty of developing a marketabdeluct; our ability to raise additional capitaldontinue our development programs (inclu
to undertake and complete any ongoing or furthigrical studies for Tcelna), including in this redavur ability to satisfy various conditic
required to access the financing potentially atdélainder the purchase agreements with Lincoln Bagital Fund, LLC (“Lincoln Park”)quct
as the minimum closing price for our common stooll ¢he requirement for an ongoing trading marketoiar stock); our ability to regain a
maintain compliance with NASDAQ listing standardise success of our clinical trials (including thieaBe llb trial for Tcelna in second
progressive MS which, depending upon results, n&grchine whether Merck elects to exercise its @ptiwwhether Merck exercises its Opt
and, if so, whether we receive any developmentoonmercialization milestone payments or royaltiesnfrMerck pursuant to the Option;
dependence (if Merck exercises its Option) on #s®urces and abilities of Merck for the furtherelepment of Tcelna; the efficacy of Tcelna
any particular indication, such as for relapsingiténg MS or secondary progressive MS; our abildydevelop and commercialize products;
ability to obtain required regulatory approvalsy compliance with all Food and Drug Administratiggulations; our ability to obtain, maint
and protect intellectual property rights (includifoy Tcelna); the risk of litigation regarding oimtellectual property rights or the rights of tf
parties; the success of third party developmentcamnamercialization efforts with respect to prodwtsered by intellectual property rights that
may license or transfer; our limited manufactur@agpabilities; our dependence on thirakty manufacturers; our ability to hire and retsliiled
personnel; our volatile stock price; and othergidktailed in our filings with the SEC. These farddooking statements speak only as of the
made. We assume no obligation or undertaking tlatgpany forwardeoking statements to reflect any changes in exgpiects with regard there
or any change in events, conditions or circumstaicewhich any such statement is based. You shbaldever, review additional disclosures
make in our Annual Report on Form 10-K, QuartergpBrts on Form 10-Q, and Current Reports on Fokfigd with the SEC.

” o

Business Overview

Unless otherwise indicated, we use “Opexa,” “thenPany,” “we,
Opexa Therapeutics, Inc.

our” and “us”in this quarterly report to refer to the businesst

Opexa is a biopharmaceutical company developingragpalized immunotherapy with tip@tential to treat major illnesses, incluc
multiple sclerosis (MS). These therapies are baseour proprietary Tell technology platform. The information discusselhted to our produ
candidate is preliminary and investigative. Ourduct candidate has not been approved by the U.& Bad Drug Administration (FDA) f
marketing.

Our product candidate, Tcelna (formerly known agakin®), is a personalized dell therapy licensed from Baylor College of Medi
which is in clinical development for the treatmehiMsS.

T-Cell Therapy and Tcelna ™

Tcelna ™ is a novel Tell immunotherapy in Phase llb clinical developinim 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), subjec
the availability of sufficient resources. Tcelnaaigersonalized therapy that is specifically tatbto each patierst’ disease profile. Tcelna
manufactured using ImmPaitN , our proprietary method for the production of digr#-specific Teell immunotherapy which encompasses
collection of blood from the MS patient, isolatioh peripheral blood mononuclear cells, generatibaroautologous pool of myelin-reactive T-
cells (MRTCs) raised against selected peptides fnayelin basic protein (MBP), myelin oligodendrocykycoprotein (MOG) and proteolif
protein (PLP), and the return of these expandeallisted T-cells back to the patient. These attielificells are reintroduced into the patient
subcutaneous injection to trigger a therapeutic umensystem response.
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Status of Abil-T trial: Phase IIb Clinical Study in Patients wittSPMS

In September 2012, we announced the initiationPfase IIb clinical trial of Tcelna in patients wBPMS. The trial is entitled: A Phas
Double-Blind, Placebo Controlled Mul@enter Study to Evaluate the Efficacy and SafetyToélna in Subjects with Secondary Progres
Multiple Sclerosis and has been named the “Abilitiidl. The Abili-T trial is a double-blind, 1:1 mdomized, placeboentrolled study in SPV
patients who demonstrate evidence of disease msigre with or without associated relapses. Tha t6 expected to enroll 180 patient:
approximately 30 leading clinical sites in the UaBd Canada. According to the study protocolepasi will receive two annual courses of Tc
treatment consisting of five subcutaneous injectiper year at weeks 0, 4, 8, 12 and 24. The pyirefficacy endpoint of the trial is t
percentage of brain volume change (whole brainpagp at 24 months. Study investigators will alsoaswe several important seconc
outcomes commonly associated with MS including aliseprogression as measured by Expanded DisaSitityis Scale (EDSS), annuali
relapse rate (ARR) and changes in disability assoreal by EDSS and the Multiple Sclerosis Functi@@hposite (MSFC).

As of April 30, 2013 the Abili-T clinical trial hasandomized 48 patients. The Abllielinical study in North America of Tcelna is expec
to complete enrollment of 180 patients by late 20d8arly 2014, with the resulting top-line dat@ested to be available in the first half of 2016.

Tcelna is the first ever personalizectdlt therapy for MS patients and has received Feastk designation from the FDA in SPMS. *
FDA'’s Fast Track program is designed to facilitdte development and expedite the review of druggniated to treat serious or lifereatenin
conditions and that demonstrate the potential tves$ unmet medical need.

During the first quarter of 2013, the pace of omruloking clinical sites for the Abili- clinical study was tempered pending the comphetit
our negotiations with Merck for the Option as wagl financial considerations. However, receipt ef tpfront payment of $5 million for granti
the Option allowed us to refocus on execution efAlili-T clinical trial, including enrollment. The estinedtfuture costs of the study, which h
been impacted by a slowed rate of enroliment goaeceipt of the upfront payment of $5 million fpranting the Option, as well as the ongs
expenses of our operations through the expectegletion date of the study and release of top-lineadare estimated to be between $32-
million as of March 31, 2013. Our existing resag@re not adequate to permit us to complete sudly sr the majority of it. We will need
secure significant additional resources to contiang complete the trial and support our operatauring the pendency of the trial. We beli
we have sufficient liquidity to support our clinidaal activities into the fourth quarter of 201Given our need for substantial amounts of ce
to continue the AbiliT clinical study in North America of Tcelna in SPIM&e intend to continue to explore potential oppoittes and alternativ
to obtain the significant additional resources|uding one or more additional financings, that el necessary to complete the ARBilstudy an
to support our operations during the pendency ohsiudy. There can be no assurance that any setcings or potential opportunities
alternatives can be consummated on acceptable,tératsll.

Option and License Agreement with Merck Serono

On February 4, 2013, we entered into an Option lacense Agreement with Ares Trading SA (“Merckd,wholly owned subsidiary
Merck Serono S.A. Pursuant to the agreement, Measkan option (the “Optiontd acquire an exclusive, worldwide (excluding Jggeense ¢
our Tcelna program for the treatment of MS. Thai@pmay be exercised by Merck prior to or upon ptation of our ongoing AbiliF trial of
Tcelna in patients with SPMS.

Under the terms of the agreement, we receivedpémont payment of $5 million for granting the Optidf the Option is exercised, Mel
would pay us an upfront license fee of $25 milliarless Merck is unable to advance directly intchade Il clinical trial of Tcelna for SPN
without a further Phase Il clinical trial (as detémed by Merck), in which event the upfront licerise would be $15 million. After exercising
Option, Merck would be solely responsible for furglidevelopment, regulatory and commercializatiativities for Tcelna in MS, although \
would retain an option to cfond certain development in exchange for increasgdlty rates. We would also retain rights to Tieeln Japal
certain rights with respect to the manufacture a#lia, and rights to use for other indications idetsf MS.

Based upon the achievement of development milestbpeMerck for Tcelna in SPMS, we would be eligitdereceive ongime mileston
payments totaling up to $70 million as follows: ifijlestone payments aggregating $35 million if Tieels submitted for regulatory approval
commercialized in the United States; (ii) milest@ayments aggregating $30 million if Tcelna is siited for regulatory approval in Europe
commercialized in at least three major countrie€imope; and (iii) a milestone payment of $5 millid Tcelna is commercialized in cert
markets outside of the United States and Européelick elects to develop and commercialize TcemRRMS, we would be eligible to rece
milestone payments aggregating up to $40 milliosebaupon the achievement by Merck of various dgveémt, regulatory and first commert
sale milestones.
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If Tcelna receives regulatory approval and is comumaézed by Merck, we would be eligible to receik@yalties pursuant to a tiel
structure at rates ranging from 8% to 15% of anmealsales, with stepps over such range occurring when annual net sateed $500 milliol
$1 billion and $2 billion. Any royalties would belgect to offset or reduction in various situatiomeluding if third party rights are required @
patent protection is not available in an applicabtesdiction. We would also be responsible foralby obligations to certain third parties, sucl
Baylor College of Medicine from which we originalligensed related technology. If we were to exeres option to co-fund certain of Mersk’
development, the royalty rates payable by Mercklditne increased to rates ranging from 10% to 18P&ddition to royalty payments, we wo
be eligible to receive ongme commercial milestones totaling up to $85 miiliwith $55 million of such milestones achievasil@nnual net sal
targets in excess of $1 billion.

SPMS Overviev

SPMS is characterized by a steady accrual of irsivle disability, despite, in some cases, revé@siklapses, remissions or clini
plateaus. Older age at onset of MS diagnosiseisttongest predictor of conversion to SPMS. Mhbge a shorter time to conversion to SF
compared with females. Available immunomodulatamgl immunosuppressive therapies used for RRMS havdeen effective in SPMS.
clinical trials, these therapies have demonstrargdinflammatory properties as measured by theigtgan in number and volume of contrast-
enhancing or acutely inflammatory central nervorgtesn (CNS) lesions most commonly seen in patieitts RRMS. The typical SPMS patie
however, has little or no radiographic evidenceaofite inflammation. It is commonly observed thahtcastenhancing CNS lesions
uncommon among these patients, despite a cleardyid@ting neurologic course. The lack of effettonventional MS therapeutics in SP
suggests that the cerebral deterioration charaitgrprogressive disease may be driven by factibresrdhan acute inflammation. For instance
immunopathology of SPMS is more consistent withaagition to a chronic Tell dependent inflammatory type, which may encossphe inna
immune response and persistent activation of miereglls. Radiographic features that stand outragnmatients with SPMS include significar
more atrophy of gray matter compared with RRMSepdsi. Of note, longerm disability in MS in general appears more dipserrelated to gre
matter atrophy than to white matter inflammationucl$ atrophy may be suggestive of progressive dindisability. Both clinically an
radiographically, SPMS represents a disease pragdssertain features distinct from those of RRM&d one with extremely limited treatm
options.

Current Treatment Options for SPMS

Only one product, mitoxantrone, is currently apge\vfor the indication of SPMS. However, as of 2006s drug carries a black b
warning, due to significant risks of decreaseddicsfunction, heart failure, and leukemia. The Aimman Academy of Neurology has issue
report indicating that these risks are even highan suggested in the original report leading eolitack box warning. Hence, a safe and effe
treatment for SPMS remains a significant unmet cadieed.

Tcelna Clinical Overview in SPMS

In multiple previously conducted clinical trialsrfihe treatment of patients with MS (which haverbeeighted significantly toward patie
with RRMS), Tcelna has demonstrated one of thestafiele effect profiles for any marketed or develeptstage MS therapy, as well
encouraging efficacy signals. A total of 142 MSigratis have received Tcelna in previously condutiiats for RRMS and SPMS. The therapy
been well tolerated in all subjects and has dematest an excellent overall safety profile. The tmmmmmon side effect is mild to moder
irritation at the site of injection, which is typilty resolved in 24 hours. Tcelna has been adneirgdtto a total of 36 subjects with SPMS ac
three previous clinical studies.

In a pooled assessment of data from 36 SPMS pstierdted in Phase | open label studies at theoB&dllege of Medicine and in Ope
sponsored studies, approximately 80% of all SPM&ipa showed no further disease progression fatigwwo years of treatment with Tceln:
substantial reduction in annualized relapse raRRAat two years and no worsening of physical gchelogical condition (key Quality of Li
indicators) after two years of treatment with TeelAdditionally, there were no reported Serious é&mde Events (SAEs) in any of the patie
Based on preliminary data suggesting stabilizedmgoroved disability among SPMS subjects receivingglila, Opexa believes that furt
development of this product candidate in SPMS igavded.

Summary of Phase | Dose Escalation Study in |

A Phase 1 dose escalation study was conductedtientmwith both RRMS and SPMS who were intolerantunresponsive to curre
approved therapies for MS. The opabel, dose escalation study evaluated safety Anidat benefit by administering a primary serigsfaur
treatments at one of three dose levels administaerdriseline and weeks four, eight, and twelveuResf the efficacy analyses provide s¢
evidence of the effectiveness of Tcelna in thetineat of MS. The follow on TERMS Phase b clidistudy provided further encouraging si
of efficacy in Annualized Relapse Rate (ARR) andltyle Sclerosis Impact Scale (MSE®). Data from the Phase | study evaluating
Expanded Disability Status Scale (EDSS) showed argments in comparison to baseline for weeks 122ndrhe 3-4.5 x 10 cell dose leve
appears to be the most desirable because of tH# p@dcent reduction in ARR for both week 28 and kvg2 and the consistent reductior
autoreactive T-cell counts at each time point.
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Subjects showed statistically significant improvamia overall reduction of Myelin Reactive dell (MRTC) counts over baseline at
visits through week 28, as assessed by total MRd@itcpercentage changes. These data indicate tedhal treatment causes a depletio
immunomodulation of these cells, most obviousraetpoints more proximal to the injections.

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

Summary of Phase I/lIA Clinical Trial Data in MS

The second clinical study performed by Opexa waepn-label extension study to treat patients whoevpreviously treated with Tell
immunotherapy but whose MS disease had clinicatiysened while off Tcelna. The purpose of this esitamstudy was to continue evaluating
efficacy, safety and tolerability of Tcelna in matis with RRMS and SPMS with repeated administnadioTcelna. Results of the analyses pro
evidence of the effectiveness of Tcelna in thettneat of multiple sclerosis with repeated dosimgpiovements from baseline at both wee
and week 52 were observed for the frequency of M&erbations, annualized relapse rate (ARR). Evialuaf MSIS29 component scor
suggests a trend for Tcelna therapy in the imprarenof physical and psychological parameters asdelsg the MSIS29. The EDSS scao
analysis revealed an upward trend for the percentdgubjects that reported improvement and swefaimprovement over baseline as a rest
Tcelna treatment.

Subjects showed statistically significant improvetmever baseline in the MRTC counts for each timétpthrough month nine of t
study. These results indicate that Tcelna treatmesntits in a statistically significant impact trese cells.

Overall, results of the safety analyses indicatd tepeated treatment with Tcelna is welerated. Reported AEs were mostly milc
moderate in intensity. Mild injection site reactowere observed but all resolved rapidly withoaatment. Furthermore, results from this s
suggest that repeated dosing of Tcelna has a isigmifeffect in reduction of annualized relapsesan subjects with MS and was well tolerated.

Summary of TERMS Phase IIb Clinical Trial Data in RMS

Tovaxin for Early Relapsing Multiple Sclerosis (TERMS) was a Phase llIb clinical study of TcelnaRRMS patients completed
2008. Although the study did not show statistis@nificance in its primary endpoint (the cumulatimumber of gadoliniurenhanced bra
lesions using MRI scans summed at various pointsénstudy), the study showed compelling eviderfcefficacy in various clinical and ot
MRI endpoints.

The TERMS study was a multi-center, randomizedptioblind, placebaontrolled trial in 150 patients with RRMS or higkk Clinically
Isolated Syndrome. Patients received a total @ Subcutaneous injections at weeks 0, 4, 8, 122dndKey results from the TERMS ti
included:

- In the modified intent to treat patient populatigrF142), the ARR for Tcelnaeated patients was 0.214 as compart
0.339 for placebdreated patients, which represented a 37% deciea8&R for Tcelna as compared to placebo in
general populatior

« In a prospective group of patients with more actlisase (ARR>1, n=50), Tcelna demonstrated a ®8fiction in ARR &
compared to placebo, a statistically significanpiovement in EDSS compared to placebo (p<0.045)gar#ls reduction
relapse rate was observed in Tcelna patients snpibppulation compared to placebo during thev2ék period following th
administration of the full course of treatment; i

« In a retrospective analysis in patients naive &vipus disease modifying treatment, the resultsvekdathat patients, wh
treated with Tcelna, had a 64% reduction in ARRsusiplacebo (p=0.046, n=7

We remain committed to further advancing Tceln&RMS at a later date assuming the availabilityufficient resources. For Opexa, howe
SPMS is an area which we believe represents atigimet medical need.
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Other Opportunities

Our proprietary Teell technology has enabled us to develop intelecproperty and a comprehensive sample databasemidly enab
discovery of novel biomarkers and other relevamptiges to be used to treat MS patients.

We have developed (and, in part, in licensed froenUWniversity of Chicago) a proprietary adult stesl technology to produce monocyte-
derived stem cells (MDSC) from blood. These MDS@ be derived from a patient’s monocytes, exparetedvo , and then administered to
same patient. Our initial focus for this technolagiyhe further development of this monocyte-deatigeem cell technology as a platform for the
vitro generation of highly specialized cells for potelnéipplication in autologous cell therapy for patemwith diabetes mellitus. The diabe
program is in an early (pre-clinical) developmetags.

Critical Accounting Policies

General. Our discussion and analysis of our financial caaditand results of operations is based on our @istatements, which he
been prepared in accordance with accounting pileigenerally accepted in the U.S. The preparatidhese financial statements requires t
make estimates and judgments that affect the repp@mnounts of assets, liabilities and expensesb&ge our estimates on historical experi
and on various other assumptions that we believbetgeasonable under the circumstances, the regfulighich form the basis for maki
judgments about the carrying values of assets iabdities that are not readily apparent from otkeurces. Actual results may differ from tt
estimates under different assumptions or conditidves believe the following critical accounting pmdis affect our most significant judgments
estimates used in preparation of our financiakbstants.

Revenue Recognition. We adopted the provisions of FASB ASC 605, ReedRacognition. ASC 605 requires that four basiena mus
be met before revenue can be recognized: (1) pgveuavidence of an arrangement exists; (2) dslivexs occurred or services rendered
consideration is fixed or determinable; and (4)emlbility is reasonably assured.

We evaluated the Merck Agreement and determinedttiea$5 million upfront payment from Merck hasdistl-alone value”. Opexa’
continuing performance obligations, in connectiathwhe $5 million payment, include the executiond @ompletion of the AbiliF clinical trial in
SPMS using commercially reasonable efforts at aun gosts. As a “stand-alone valutm in the Merck Agreement, the $5 million upfi
payment is determined to be a single unit of acttognand is recognized as revenue on a strdightasis over the exclusive option period b,
on the expected completion term of the Abili-T al trial in SPMS.

Stock-Based CompensationWe adopted the provisions of FASB ASC 718 whiclaldi&hes accounting for equity instruments exchd
for employee service. We utilize the BlaSkholes option pricing model to estimate the faillue of employee stock based compensation :
date of grant, which requires the input of highlpjective assumptions, including expected volgtaihd expected life. Changes in these input:
assumptions can materially affect the measure tifnated fair value of our shatesed compensation. These assumptions are subjecti
generally require significant analysis and judgmentdevelop. When estimating fair value, some @& #ssumptions will be based on
determined from, external data and other assungptizety be derived from our historical experiencénsibckbased payment arrangements.
appropriate weight to place on historical experngeisca matter of judgment, based on relevant &audiscircumstances.

We estimated volatility by considering historictdek volatility. We have opted to use the simpdfimethod for estimating expected terr
options as equal to the midpoint between the vggtariod and the contractual term.

Research and DevelopmentThe costs of materials and equipment or facilitibat are acquired or constructed for research
development activities and that have alternatiieir&u uses are capitalized as tangible assets wbguirad or constructed. The cost of <
materials consumed in research and developmenitasiand the depreciation of such equipment oitifies used in those activities are rese
and development costs. However, the costs of nadédegquipment, or facilities acquired or conseddor research and development activities
have no alternative future uses are consideredm&sand development costs and are expensed tanthéhe costs are incurred.

Results of Operations and Financial Condition
Comparison of the Three Months Ended March 31, 20&&h the Three Months Ended March 31, 2012

Revenue. Revenue of $220,100 related to the $5 million uptfrpayment from Merck in conjunction with the Opti@and Licens
Agreement was recognized for the three months eMbedh 31, 2013. No revenues were recognized duhe three months ended March
2012.

Research and Development ExpenseResearch and development expenses were $1,62hB86@tefthree months ended March 31, 2
compared with $1,490,097 for the three months efdaath 31, 2012. The increase in expenses is pityrdire to an increase of staff to conc
increased development activities, an increasedrpthcurement and use of supplies for our prodaetufacturing and development operations
the engagement of clinical sites for the clinidady of Tcelna in SPMS, and was partially offsetdegreases in the use of consultants and co
development costs.
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General and Administrative ExpensesGeneral and administrative expenses for the thretms ended March 31, 2013 were $1,102
compared with $816,196 for the three months endaccM31, 2012. The increase in expense is due tocagase in capital financing exper
and a one-time severance charge, and was pandfédigt by a decrease in legal expense.

Depreciation and Amortization Expenses.Depreciation and amortization expenses for theetimonths ended March 31, 2013 v
$78,311, compared with $67,355 for the three moetided March 31, 2012. The increase in expensedsta increase in depreciation
laboratory and manufacturing equipment acquirethdu2012 to support increased development actsvitie

Interest Expense. Interest expense was $1,635,254 for the threetmaended March 31, 2013, compared to $487 fottitee month
ended March 31, 2012. The increase in interestresgwas primarily related to the amortized deltalist and interest on both the July 25, 2
convertible secured promissory notes and the Jar38ar2013 convertible promissory notes and therimation of the financing fees over the
of the notes. Interest expense for the three mattled March 31, 2012 related solely to the financing of insg&premiums.

Interest Income. Interest income was $1,874 for the three montited March 31, 2013, compared to $136 for the thterths ende
March 31, 2012.

Other Income. Other income of $37,910 for the three months dridarch 31, 2013 was related to the extinguishnoémhembershi
interests in the mutual insurance company thatavéqipated in for our product liability insurantteough January 1, 2013. We recorded no «
income for the three months ended March 31, 2012.

Net loss.We had a net loss for the three months ended Mat¢h2013 of approximately $4.18 million, or $0.58r share (basic a
diluted), compared with a net loss of approxima&#y37 million or $0.41 per share (basic and ddyfer the three months ended March 31, 2
The increased net loss is primarily related togases in compensation and severance costs, damtating expenses, the procurement and u
supplies for both our laboratory and our produchuafacturing operations, the engagement of clingitds for the clinical study of Tcelna
SPMS, depreciation expense and interest expendewas partially offset by an increases in revenog ather income and decreases in |
expenses, consulting costs and contract developrosts.

Liquidity and Capital Resources

Historically, we have financed our operations prilgafrom the sale of debt and equity securities. @ March 31, 2013, we had cash
cash equivalents of $7,834,336, of which $500,80@stricted and subject to a deposit control ages in favor of the holders of our July 21
convertible notes.

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

Also during January 2013, we sold 125,000 sharesinEommon stock to Lincoln Park for gross proseeid$142,400 under a $1.5 milli
purchase agreement entered into in November 2042 also entered into a $15 million purchase agreemsued registration rights agreement \
Lincoln Park in November 2012. Pursuant to thegeements, we have the right to sell to LincolnkPar aggregate of up to $16.5 millior
shares of our common stock, subject to certain iiond and limitations. Under the terms and subjecthe conditions of the purchi
agreements, Lincoln Park is obligated to purchgséouan aggregate of $16.5 million in shares of mam stock (subject to certain limitatio
from time to time over a 3fonth period. We may direct Lincoln Park, at ouesdiscretion and subject to certain conditionspiiochase up
100,000 shares of common stock in regular purchasg®asing to amounts of up to 300,000 sharesrdipg upon the closing sale price of
common stock. In addition, we may direct LincokrlPto purchase additional amounts as acceleratedh@ses. The purchase price of shar
common stock related to the future funding willd@sed on the prevailing market prices of such shairéhe time of sales (or over a period ¢
to 12 business days leading up to such time), babi event will shares be sold to Lincoln Park aiag the common stock closing price is
than the adjusted minimum floor price of $1.00. cAé/ay 10, 2013, we have sold 390,000 sharesriodlh Park under the $1.5 million purch
agreement for gross proceeds of $523,709, and we daemaining commitment amount of $15,976,291lade to us through Lincoln Pe
purchase agreements. However, there can be ncamssuthat we will be able to receive any or alktle# additional funds from Lincoln P:
because the purchase agreements contain limitatiestsictions, requirements, events of default @tier provisions that could limit our ability
cause Lincoln Park to buy common stock from us.
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Pursuant to a waiver executed in February 2013heyHholders of in excess of two-thirds (B&%) of the principal amount of t
outstanding July 2012 convertible promissory nated accepted by Opexa, the amount of the cashcsubjehe deposit control agreement
reduced from $1 million to $500,000.

In February 2013, we entered into an Option an@éhse Agreement with Ares Trading SA (“Merckd)wholly owned subsidiary of Mer
Serono S.A. Pursuant to the agreement, Merck hagton (the “Option”}to acquire an exclusive, worldwide (excluding Jgda®ense of oL
Tcelna program for the treatment of MS. The Optiway be exercised by Merck prior to or upon our glation of the Phase IIb trial. Under
terms of the agreement, we received an upfront paymof $5 million for granting the Option. If thep@on is exercised, Merck would pay us
upfront license fee of $25 million unless Merckuisable to advance directly into a Phase IlI clihtcal of Tcelna for SPMS without a furtt
Phase Il clinical trial (as determined by Merck) which event the upfront license fee would be Biition. After exercising the Option, Mer
would be solely responsible for funding developmesgulatory and commercialization activities farelha in MS, although we would retain
option to cofund certain development in exchange for increasgdlty rates. We would also retain rights to heein Japan, certain rights w
respect to the manufacture of Tcelna, and rightsidel of MS.

Also during February 2013, we sold an aggregate6@f618 shares of our common stock, for gross pdsef $536,417, pursuantto a s
agreement entered into with Brinson Patrick Seilegri€orporation in September 2012 in connectioh ttie implementation of an “at-the-market”
offering program. Pursuant to the sales agreenvemtmay sell shares of our common stock directtp e open market from time to ti
depending upon market demand, through our sale#,agetransactions deemed to be an “at-the-mard¢ring as defined in Rule 415 of -
Securities Act of 1933. We have registered up,®d,000 shares of our common stock for potendil® ander this program. As of May 10, 2(
167,618 shares had been sold and 832,382 sharasravailable for future sale under the sales agess.

We closed an offering in February 2013 of 1,083,884dres of common stock and warrants to purchab®&3 shares of common stock
gross proceeds of $3,250,002. As part of thatioffe we agreed not to sell shares pursuant tgorghase agreements with Lincoln Park or u
our “at-the-market’program for a period of 120 days following such fieely 2013 offering (or June 11, 2013). Followihgne 11, 2013, v
intend to continue to sell shares of our commonksto Lincoln Park under the purchase agreements.

Our cash burn rate during the three months endecthiMal, 2013, inclusive of the cost of our ongoilli- T clinical study, wa
approximately $775,000 per month. During this ¢hneonth period, the pace of on-boarding clinicééssifor the AbiliT clinical study wa
tempered pending the completion of our negotiatieitis Merck for the Option as well as financial saerations. However, receipt of the upfi
payment of $5 million for granting the Option alledvus to refocus on execution of the ABilelinical trial, including enrollment. Signific¢
activities in the conduct of the Abili-clinical trial are expected to result in substnincreases in our monthly cash burn during takatce c
2013. Based on our projected burn rate increasiag average of $1.2 million per month for the agrder of 2013, we believe we have suffic
liquidity to support our clinical trial activitieigto the fourth quarter of 2013.

We currently intend to continue to use our avddadash to fund general corporate purposes (inotudiorking capital and operatiol
purposes) and continue the ongoing Abili-T clinisaldy of Tcelna in SPMS. The Abiliclinical study in North America of Tcelna is exped tc
complete enroliment of 180 patients by late 2018anty 2014, with resulting toline data expected to be available in the first bdP016. Th
estimated future costs of the study, which havenliepacted by a slowed rate of enroliment prioreceipt of the upfront payment of $5 mill
for granting the Option, as well as the ongoingesges of our operations through the expected cdimpldate of the study and release of liog-
data, are estimated to be between $82nillion as of March 31, 2013. Our existing res®s are not adequate to permit us to complete studl
or the majority of it. We will need to secure sfgrant additional resources to continue and cotepthe trial and support our operations du
the pendency of the trial. If we are unable toaobtadditional funding for operations, we will berded to suspend or terminate our cui
ongoing clinical trial for Tcelna, which may reqeiius to modify our current business plan and duréaious aspects of our operations, as we
implement significant cost-reduction measures ¢emtially cease operations.

Given our need for substantial amounts of capitaldntinue the AbiliF clinical study in North America of Tcelna in SPM8e intend t
continue to explore potential opportunities anctralhtives to obtain the additional resources, tioly one or more financings, that will
necessary to complete the ongoing Phase IIb studlycasupport ongoing operations during the pengleiisuch study. There can be no assur
that any such financing arrangements can be consitednon acceptable terms, if at all.

If Merck does not exercise its option and acquieéxclusive, worldwide (excluding Japan) licensew Tcelna program for MS, or if \
are not successful in attracting another partndreantering into a collaboration on acceptable temm@smay not be able to complete developi
of or commercialize any product candidate, inclgdircelna. In particular, we may be unable to utader, or complete, the planned Phas
clinical study of Tcelna in SPMS. In such eveniy ability to generate revenues and achieve oraBugrofitability would be significant
hindered and we may not be able to continue opemtas proposed, requiring us to modify our busin@an, curtail various aspects of
operations or cease operations.
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We do not maintain any external lines of credito@td we need any additional capital in the futueydnd the purchase agreements
Lincoln Park and our at-the-market program, managemvill be reliant upon “best effortiebt or equity financings. As our prospects
funding, if any, develop during the fiscal year, will assess our business plan and make adjustraentsdingly. Although we have successf
funded our operations to date by attracting adudfitionvestors in our equity and debt securitiesreghis no assurance that our capital raising &
will be able to attract additional necessary capiaour operations in the future.

Assuming we are able to achieve financing whicsuificient to continue the AbilFF study in North America and to support our opers
during the pendency of such study, we are also abt®ncurrently manage a pivotal Phase Il clihagtady in RRMS in North America in ¢
present facility. Any such RRMS studies would alepend upon the availability of sufficient resostce
Off-Balance Sheet Arrangements

None.

Recent Accounting Pronouncements

For the three months ended March 31, 2013, there m@ accounting standards or interpretations ¢t are expected to have a mat
impact on our financial position, operations oricews.

Item 3. Quantitative and Qualitative Disclosures Alout Market Risk.

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

We maintain disclosure controls and proceduresatetiesigned to ensure that information requivdaktdisclosed by us in the reports
we file or submit to the Securities and Exchangen@éssion under the Securities Exchange Act of 1@34amended, is recorded, proces
summarized, and reported within the time periods#ied by the Securities and Exchange Commissiones and forms, and that informatio
accumulated and communicated to our managemenitiding our principal executive and principal finaadcofficer (whom we refer to in tr
periodic report as our Certifying Officers), as agpiate to allow timely decisions regarding reqdidisclosure. Our management evaluated,
the participation of our Certifying Officers, théextiveness of our disclosure controls and proceslas of March 31, 2013, pursuant to Rule 13a
15(b) under the Securities Exchange Act. Based tipatnevaluation, our Certifying Officers concludiet, as of March 31, 2013, our disclos
controls and procedures were effective.
Changes in Internal Control Over Financial Reporting

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

Reference is made to “Management’s Discussion andly&is of Financial Condition and Results of Opierss — Forward-ooking
Statements” in Part I, Item 2 of this report. Altigh we believe that the expectations reflectedniyn farwardiooking statements we make
reasonable, we caution you that these expectatiopsedictions may not prove to be correct or wegy mat achieve the financial or operati
results or other benefits anticipated in the fodsaoking statements. Forwatdeking statements are subject to a number of riske
uncertainties, which could cause our actual resolt@ry materially from those suggested by thevésd{ooking statements. The following fact
affect our business, our intellectual property, itidustry in which we operate and our securiti€be risks and uncertainties described belov
not the only ones we face. Additional risks andarstainties not presently known or which we cuigeobnsider immaterial may also have
adverse effect on our business. If any of theematliscussed in the following risk factors wer@d¢our, our business, financial condition, re:
of operations, cash flows or prospects could beeriadly adversely affected, the market price of oammon stock could decline and you c«
lose all or part of your investment.

Risks Related to Our Business

We will be required to raise significant additionahpital in the nearterm, and our ability to obtain funding is uncertai If sufficient capital i<
not available, we may not be able to continue ogeeations as proposed (including any Phase llb étial trial initiated or ongoing for Tceln:
™)), which may require us to modify our business placurtail various aspects of our operations, ceasperations or seek relief und
applicable bankruptcy laws.

As of March 31, 2013, we had cash and cash equisat# $7,834,336. During 2012, we closed a peivdtering in July 2012 consisting
convertible secured notes and warrants to purchesemon stock which generated approximately $4.liamilin gross proceeds (of whi
$500,000 is held in a controlled account, and ¥8l@was released to us in January 2013). Thesesdie secured notes are due July 25, 2
and to date, notes in the aggregate principal atnofu$900,000 have been converted into shares éSA convertible preferred stock, whict
turn, have been converted into an aggregate of2288shares of common stock. From November 20f@ugih January 2013, we sold
aggregate of 390,000 shares of our common stotktmln Park for gross proceeds of $523,709 purst@pur $1.5 million purchase agreen
with Lincoln Park. We closed a private offering wisecured convertible promissory notes and wasrempurchase common stock in Jan
2013 which generated $650,000 in gross procee@®n Weceipt of the upfront payment from Merck irbRary 2013, we repaid $550,(
principal amount plus accrued interest of the Jagn2813 notes and converted the remaining $100fB@ipal amount into shares of comn
stock pursuant to the investsrélection to convert into equity. In February 20We sold an aggregate of 167,618 shares of aomum stoc
pursuant to a sales agreement executed on Sept&np@t2 with Brinson Patrick Securities Corponataxting as sales agent under an “at-the:
market”program, for gross proceeds of $536,417. On FepAia2013, we entered into an Option and LicengeeAment with Merck pursuant
which we granted the Option to Merck to acquireegalusive, worldwide (excluding Japan) license wo Bcelna program for the treatment of
in consideration for an upfront payment of $5 roilli On February 11, 2013, we closed on an offening, 083,334 shares of common stock
warrants to purchase 541,668 shares of common fodtoss proceeds of $3,250,002. As part of difiering, which offering Lincoln Park d
not participate in, we agreed not to sell sharegsyant to our purchase agreements with Lincoln Baiknder our “at-the-markeprogram for
period of 120 days following that offering (or Julie 2013).

Our cash burn rate during the three months enderthiMal, 2013, inclusive of the cost of our ongoilili- T clinical study, wa
approximately $775,000 per month. During this ¢hneonth period, the pace of on-boarding clinicééssifor the AbiliT clinical study wa
tempered pending the completion of our negotiatieitis Merck for the Option as well as financial saterations. However, receipt of the upfi
payment of $5 million for granting the Option alledvus to refocus on execution of the ABilelinical trial, including enrollment. Signific¢
activities in the conduct of the Abili-clinical trial are expected to result in subsi@nncreases in our monthly cash burn during takice c
2013. Based on our projected burn rate increasirag average of $1.2 million per month for the agmder of 2013, we believe we have suffic
liquidity to support our clinical trial activitiesto the fourth quarter of 2013. However, the Afiliclinical study in North America of Tcelna
expected to complete enrollment of 180 patienttaby/ 2013 or early 2014, with resulting tlipe data expected to be available in the first bt
2016.

The estimated future costs of the study, whicheHaaen impacted by a slowed rate of enroliment poioeceipt of the upfront payment
$5 million for granting the Option, as well as thragoing expenses of our operations through theategeeompletion date of the study and rel
of top-line data, are estimated to be between®Baiillion as of March 31, 2013. Our existing resms are not adequate to permit us to com
such study or the majority of it. We will need gecure significant additional resources to contiand complete the trial and support
operations during the pendency of the trial.
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Given our need for substantial amounts of cap@taidntinue and complete the Phase llb clinicalysfiod Tcelna in SPMS, we intend
continue to explore potential opportunities aneralatives to obtain the significant additional reses that will be necessary to continue
complete the Phase IIb study and to support ouratipes during the pendency of such study. Thegmuunities and alternatives may incl
one or more additional financing transactions. €h&n be no assurance that any such financingbeeaonsummated on acceptable terms,
all. If we are unable to obtain additional fundifoy operations in the immediate future, we will feeced to suspend or terminate our ong
clinical trial for Tcelna, which may require usrtwdify our business plan, curtail various aspe€suo operations, cease operations or seek
under applicable bankruptcy laws.

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

Other than the $1.5 million purchase agreementtlam&15 million purchase agreement we enteredviitto Lincoln Park on November
2012 and November 2, 2012, respectively, each dftwis subject to certain limitations and condipave have no sources of debt or ec
capital committed for funding and we must rely upast efforts thirgsarty debt or equity funding. We can provide nsuaance that we will |
successful in any funding effort. The timing argjcee of any future capital requirements will depen many factors, including:

e our ability to establish, enforce and maintamtstgic arrangements for research, developmentgalitesting, manufacturing and
marketing;

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

e scientific progress in our research and developmpegrams;

e the magnitude and scope of our research anda@#weht programs;

e our progress with preclinical development andicél trials;

e the time and costs involved in obtaining regulapprovals;

e the costs involved in preparing, filing, proseéegt maintaining, defending and enforcing pateatrok; and
e the number and type of product candidates thatwsue.

If we raise additional funds by issuing equity sé@s (including pursuant to the $1.5 million phase agreement and the $15 mil
purchase agreement with Lincoln Park), stockholdeay experience substantial dilution. Debt finagciif available, may involve restricti
covenants that may impede our ability to operateboginess. Any debt financing or additional egtlitat we raise may contain terms that are
favorable to us or our stockholders. There is sgueance that our capital raising efforts will Indeato attract the capital needed to execute o
business plan and sustain our operations.

If we are unable to obtain additional funding, waynmot be able to continue or complete the Phaselilhical study of Tcelna in SPMS
otherwise continue our operations as proposed,iwhiy require us to modify our business plan otagurarious aspects of our operations. |
are unable to maintain an adequate level of cajiitalay be necessary to cease operatiorseek relief under applicable bankruptcy laws suct
event, our stockholders may lose a portion or eleof their investment.

Funding from our purchase agreements with LincolnaFk may be limited or be insufficient to fund ourperations or to implement ot
strategy. As part of our February 2013 common d$t@nd warrant offering, we agreed not to sell sharto Lincoln Park for a period of 1z
days following that offering.

Under our $1.5 million purchase agreement and dd&r iillion purchase agreement with Lincoln Park, mvay direct Lincoln Park
purchase up to $16.5 million of shares of commarkst subject to certain limitations and conditionser a 30month period. However,
connection with our February 2013 common stockaadant offering, we agreed not to sell shares utite purchase agreements with Line
Park for a period of 120 days after that offering June 11, 2013). From November 2012 through Jsr2G13, we sold an aggregate of 390
shares to Lincoln Park pursuant to the $1.5 milpanchase agreement, and we issued an aggrega®es0f7 initial commitment shares and 3,
additional commitment shares in connection therewithere can be no assurance that we will betalieceive any or all of the additional ful
from Lincoln Park because the $1.5 million purchasgeement and the $15 million purchase agreemenmtain limitations, restriction
requirements, events of default and other provssitiat could limit our ability to cause Lincoln R&@o buy common stock from us, including 1
the closing price of our stock is at least $1.00 #mat Lincoln Park own no more than 4.99% of aummon stock under the $1.5 million purct
agreement or no more than 9.99% of our common siader the $15 million purchase agreement. Intenfdiunder the applicable rules of
NASDAQ Capital Market, if we seek to issue sharésctv may be aggregated with shares sold to Lin&ark under the $1.5 million purch:
agreement and the $15 million purchase agreementdess of 1,151,829 shares or 19.99% of the ¢cotamon stock outstanding as of the da
the $15 million purchase agreement, we may be redub seek shareholder approval in order to beompliance with the NASDAQ Capi
Market rules.
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The extent to which we rely on Lincoln Park as aree of funding will depend on a number of factansjuding the amount of workit
capital needed, the prevailing market price of common stock and the extent to which we are ablsetture working capital from ott
sources. If obtaining sufficient funding from Loln Park were to prove unavailable or prohibitiveijutive, we would need to secure ano
source of funding. Even if we sell all $16.5 noifli of common stock under the purchase agreemeitits hiricoln Park, we will still nee
additional capital to fully implement our businespgerating plans and development plans as of tteehdaeof, including to complete the Phas:
clinical study of Tcelna in patients with SPMS d@ad:onduct our operations through the expected tetiop date of such study.

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

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

There is substantial doubt as to our ability to dorue as a going concern, which may make it moréidult for us to raise capital.

Our consolidated financial statements as of Marth2813 and for the threeenth period then ended were prepared assumingvthatill
continue as a going concern, meaning that we wiitiaue in operation for the foreseeable future wildbe able to realize assets and disch
liabilities in the ordinary course of operationd/e recognized $220,100 in revenue during the threnth period ended March 31, 2013 relate
the $5 million upfront payment from Merck receivied February 2013 in connection with the Option dnicense Agreement. We expec
continue recording revenue related to the $5 milligpfront payment from Merck over the exclusiveia@ptperiod based on the expec
completion term of the AbilF clinical trial. However, we do not currently ggate any additional revenues resulting in caskipéx; nor do w
expect to generate revenues during the remaind2018 resulting in cash receipts. Our cash buie daring the three months ended Marct
2013, inclusive of the cost of our ongoing Abilielinical study, was approximately $775,000 pemtho Significant activities in the conduct
the clinical trial are expected to result in substd increases in our monthly cash burn duringhibance of 2013. Based on our projected
rate increasing to an average of $1.2 million penth for the remainder of 2013, we believe we hswfficient liquidity to support our clinic
trial activities into the fourth quarter of 2018.the absence of significant additional fundingréhis substantial doubt about our ability to aoum
as a going concern. This may make it more diftiéal us to raise funds. Our ability to continieaagoing concern is dependent upon our a
to obtain additional equity or debt financing, attturther operating efficiencies, reduce experrdituor to generate revenue. If we are unat
obtain additional financing for our operations, may not be able to continue operations as propasedjring us to modify our business p
curtail various aspects of our operations, ceaszabipns or seek relief under applicable bankrupdeys. In such event, investors may lo:
portion or all of their investment. Our consoligdfinancial statements contain no adjustmentferctutcome of this uncertainty.

Our business is at an early stage of developmeie are largely dependent on the success of our pmpdandidate, Tcelna, and we cannot
certain that Tcelna will receive regulatory approMar be successfully commercialized.

Our business is at an early stage of developméfet.do not have any product candidates that haveleded latestage clinical trials nor ¢
we have any products on the market. We have amypsoduct candidate, Tcelna, which has progres#te stage of being studied in hur
clinical trials in the United States. In SeptemB@t2, we announced the initiation of a Phasetlidysof Tcelna in patients with SPMS. We
still in the very early stages of identifying anohducting research on any other potential produtt&lna, and any other potential products,
require regulatory approval prior to marketing le tUnited States and other countries. Obtainird sypproval requires significant research
development and preclinical and clinical testivge may not be able to develop any products, toilbegulatory approvals, to continue clini
development of Tcelna, to enter clinical trials @my development activities) for any other produandidates or to commercialize
products. Tcelna, and any other potential produotsy prove to have undesirable or unintended sfticts or other characteristics adver
affecting their safety, efficacy or cosftfectiveness that could prevent or limit their .ugeny product using any of our technology may ta
provide the intended therapeutic benefits or taeaehtherapeutic benefits equal to or better thanstandard of treatment at the time of testi
production.
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We might be unable to service our debt due to &la€ cash flow or otherwise fail to comply with t&s of the convertible secured promiss
notes or related agreements and might be subjectiéfault. The convertible secured promissory notes secured by a pledge of all of ¢
assets. The issuance of securities upon the corigarsf such notes and/or the exercise of warrangsued in tandem with such notes will res
in significant dilution for our shareholders.

On July 25, 2012, we closed a private offering &imgy of convertible secured notes and warrantguehase shares of common s
which generated approximately $4.1 million in grpssceeds ($500,000 of which is held in a contcbecount). The notes mature on July
2014 and accrue interest at the rate of 12% perapnnompounded annually. Interest is payable semisally in either cash or registered sh
of common stock at our election. The notes arargselcby substantially all of our assets and areedible into a new class of nomting Series ,
convertible preferred stock. The notes can be exad into Series A convertible preferred stocthatoption of the investors at a price of $10
per share, subject to certain limitations and ddjests. Additionally, we can elect to convert tiotes into Series A convertible preferred sto
(i) our common stock closes at or above $10.0Gspare for 20 consecutive trading days or (ii) wei@g certain additional funding milestone
continue our clinical trial program. These miless include (x) executing a strategic agreemerit sipartner or potential partner by which
will receive a minimum of $5 million to partialljuhd, or an option to partner with us for, our Phlsdinical trial for Tcelna in patients wi
SPMS and (y) receiving a minimum of $25 millionaidditional capital (including the note offering peeds) from any partner, potential partne
any other source. The Series A convertible prefestock accrues dividends at the rate of 8% pauranwhich are cumulative and payable semi-
annually in either cash or registered shares ottimemon stock at our election. The Series A cdiblerpreferred stock is convertible into shi
of our common stock at the option of the holdera grice of $3.1225 per share, subject to certaiitdtions and adjustments. Additionally,
can elect to convert the Series A convertible pretestock into common stock if our common stoaksek at or above $16.00 per share fc
consecutive trading days. To date, secured promyissotes in the aggregate principal amount of $3@0 have been converted into share
Series A convertible preferred stock which, in furave been converted into an aggregate of 28&Ra&s of common stock. No shares of S
A convertible preferred stock are outstanding abhefdate hereof.

As a result of antdilution adjustments since the closing of the J2012 secured promissory note financing, up to 1@X0 shares
common stock are issuable if all convertible sedyseomissory notes outstanding as of the date hemeoconverted to Series A convert
preferred stock and such stock is then convertedshares of our common stock. The noteholders weneted certain registration rights for
shares of common stock underlying the notes and/éneants issued in July 2012.

The warrants have a five-year term and, as a re$ahti-dilution adjustments since the closing of the M2 secured promissory n
financing, (i) have an adjusted exercise priceb56 per share and (ii) are exercisable for aneagge of 1,436,121 shares of common stock.
can redeem the warrants at $0.01 per share if@unmn stock closes at or above $10.00 per sha0foonsecutive trading days.

As part of the security interest in all of our dsggranted to the noteholders, $500,000 of thegwds is maintained as of the date hereo
controlled account. This amount was previouslyn@lion; however, in January 2013 we issued thesholders fiveyear warrants to acquire
aggregate of 187,500 shares of our common stogk akercise price of $1.21 per share in exchang@ééoreduction of such amount.

If we do not make the required payments when dtfegreat maturity, or at applicable installment pent dates, or if we breach other te
of the convertible secured notes or related agratsnéhe noteholders could elect to declare allutsoutstanding, together with accrued
unpaid interest, to be immediately due and payabien if we were able to prepay the full amountash, any such repayment could leav
with little or no working capital for our businesK.we are unable to repay those amounts, thehotders will have a first claim on our as:
pledged under the convertible secured notes.elititeholders should attempt to foreclose on thateeal, it is unlikely that there would be ¢
assets remaining after repayment in full of suatused indebtedness. Any default under the corblerSecured notes and resulting foreclo
would have a material adverse effect on our fir@remndition and our ability to continue our opanas.

We have provided Merck with the Option, which prdes Merck with the opportunity, if exercised, to ntml the development ar
commercialization of Tcelna in MS.

In February 2013, we granted the Option to Mertke Option permits Merck to acquire an exclusiverldwide (excluding Japan) licer
of our Tcelna program for the treatment of MS. TDOion may be exercised by Merck prior to or ugompletion of our ongoing Phase IIb t
of Tcelna in patients with SPMS. If Merck exersighe Option, Merck would be solely responsible fiording development, regulatory ¢
commercialization activities for Tcelna in MS, atlgh we would retain an option to &md certain development in exchange for incre
royalty rates. We would also retain rights to Tieeln Japan, certain rights with respect to theufature of Tcelna, and rights outside of MS
consideration for the Option, we received an ugfrosyment of $5 million and may be eligible to reeean option exercise fee as wel
milestone and royalty payments based on achieveofatgvelopment and commercialization milestond® fights we have relinquished to
product candidate Tcelna, including development @rdmercialization rights, may harm our abilitygenerate revenues and achieve or st
profitability.
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If Merck exercises the Option, we would becomearglion Mercks resources and efforts with respect to Tcelna $ N such an eve
Merck may fail to develop or effectively commerdial Tcelna for a variety of reasons, including tkiatrck:

e does not have sufficient resources or decidesondé¢vote the necessary resources due to internatramts such as limited cas
human resources;

e decides to pursue a competitive potential prgduct

e cannot obtain the necessary regulatory approvals;

e determines that the market opportunity is notative; or

e cannot manufacture or obtain the necessary mateniglufficient quantities from multiple sourcesabia reasonable co

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

If Merck does not exercise the Option, and we aresaccessful in attracting another partner andriang into collaboration on accepta
terms, we may not be able to complete development commercialize any product candidate, includiraglna. In such event, our ability
generate revenues and achieve or sustain profiyalibuld be significantly hindered and we may betable to continue operations as propc
requiring us to modify our business plan, curtallious aspects of our operations or cease opesation
We will need regulatory approvals for any producardidate, including Tcelna, prior to introductionat the market, which will requir
successful testing in clinical trials. Clinical tals are subject to extensive regulatory requirenterand are very expensive, ti-consuming ani
difficult to design and implement. Any product cdidate, such as Tcelna, may fail to achieve necegsafety and efficacy endpoints duri
clinical trials in which case we will be unable generate revenue from the commercialization andesaf our products.

Human clinical trials are very expensive and difficto design and implement, in part because they subject to rigorous FC
requirements, and must otherwise comply with fddestate and local requirements and policies of rtelical institutions where they .
conducted. The clinical trial process is also ttnesuming. We estimate that the Phase llb clirtigal in North America of our lead prod
candidate, Tcelna, in SPMS will complete enrolimantate 2013 or early 2014, with the resulting-lioe data expected to be available in the
half of 2016. In addition, we anticipate that aqgtal Phase Il clinical trial would be necessasfdse an application could be submitted
approval of Tcelna for SPMS. Failure can occuarat stage of the trials, and problems could be @emeoed that would cause us or Merck (ir
event the Option is exercised) to be unable téaieita trial, or to abandon or repeat a clinidal.tr

The commencement and completion of clinical triaisjuding the continuation and completion of tHea&e IIb clinical trial of Tcelna
SPMS, may be delayed or prevented by several ®dtaluding:

e FDA or IRB objection to proposed protocols;

e discussions or disagreement with the FDA over themjaacy of trial design to potentially demonsteffectiveness, and subsec
design modifications;

e unforeseen safety issues;

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

e slower than expected rates of patient recruitment

e product quality problems (e.g., sterility or p)i
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e challenges to patient monitoring and data catbecdluring or after treatment (for example, paséfdailure to return for follow-up
visits); and

e failure of medical investigators to follow our dkial protocols

In addition, we, Merck (if the Option is exercisedl) the FDA (based on its authority over clinicalddes) may delay a propos
investigation or suspend clinical trials in progres any time if it appears that the study may ogeificant risks to the study participants oren
serious deficiencies are identified. Prior to @t of any product candidate, the FDA must deteerthat the data demonstrate safety
effectiveness. The large majority of drug candidathat begin human clinical trials fail to demoatst the desired safety and effic
characteristics.

Furthermore, changes in regulatory requirementsgaidiance may occur and we may need to amend alitrial protocols, or otherwi:
modify our intended course of clinical developméatreflect these changes. This, too, may imgeetcosts, timing or successful completion
clinical trial. In light of widely publicized evés concerning the safety risk of certain drug purtsiuregulatory authorities, members of Cong
the U.S. Government Accountability Office, medigabfessionals and the general public have raisegtaras about potential drug sal
issues. These events have resulted in the wittadrafvdrug products, revisions to drug labelingt thather limit use of the drug products, i
establishment of risk management programs that feayinstance, restrict distribution of drug protkicThe increased attention to drug st
issues may result in a more cautious approach @yEA to clinical trials. Data from clinical tralmay receive greater scrutiny with respe
safety, which may make the FDA or other regulatanghorities more likely to terminate clinical tgabefore completion or require longel
additional clinical trials that may result in sudrsial additional expense and a delay or failurelitaining approval or approval for a more lim
indication than originally sought.

Even if regulatory approval is obtained for anydarat candidate, such as Tcelna, any such approagll@ subject to limitations on 1
indicated uses for which it may be marketed. Chilitp to generate revenues from the commercialiragind sale of any potential produ
whether directly or through any development arramgyg (such as where Merck exercises the Option)beilimited by any failure to obtain
limitation on necessary regulatory approvals.

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

We will rely on third parties to conduct our cliné trials and perform data collection and analysighich may result in costs and delays t
may hamper our ability to successfully develop awnmercialize any product candidate, including Tieel

Although we have participated in the design andagament of our past clinical trials, we do not hthes ability to conduct clinical trie
directly for any product candidate, including TaeliWe will need to rely on contract research oiggions, medical institutions, clinic
investigators and contract laboratories to conduwetclinical trials and to perform data collectiand analysis, including the Phase llb trie
Tcelna in patients with SPMS.

Our clinical trials may be delayed, suspended wniteated if:

e any third party upon whom we rely does not susitdly carry out its contractual duties or regutgtobligations or meet expected
deadlines;

e any such third party needs to be replaced; or

e the quality or accuracy of the data obtainedngythird party is compromised due to its failuratthere to clinical protocols or
regulatory requirements or for other reast

Failure to perform by any third party upon whomnely may increase our development costs, delaybility to obtain regulatory approy
and prevent the commercialization of any productdadate, including Tcelna. While we believe thatre are numerous alternative sourct
provide these services, we might not be able teraénto replacement arrangements without delayadditional expenditures if we were to s
such alternative sources.

If we fail to identify and license or acquire othgroduct candidates, we will not be able to expana business over the long terr

We have targeted MS as the first disease to beupdrsff our Teell platform technology. As a platform technologlgere exists tt
potential to address other autoimmune diseasesthatiechnology. Minimal work has been done oetslte lead MS indication. Our busin
over the long term is substantially dependent on ahility to develop, license or acquire produchdidates and further develop them
commercialization. The success of this strategyedds upon our ability to expand our existing pliatf or identify, select and acquire the r
product candidates. We have limited experiencatifyéng, negotiating and implementing economicaligble product candidate acquisition:
licenses, which is a lengthy and complex procédso, the market for licensing and acquiring pradcandidates is intensely competitive,
many of our competitors have greater resources Weao. We may not have the requisite capitaluess to consummate product candi
acquisitions or licenses that we identify to fulléiur strategy.
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Moreover, any product candidate acquisition thatweomplete will involve numerous risks, including
e (ifficulties in integrating the development pragr for the acquired product candidate into ourtixgsoperations;

e diversion of financial and management resounc@s £xisting operations;

risks of entering new potential markets or tedbgies;

inability to generate sufficient funding to offsequisition costs; and

delays that may result from our having to performanticipated preclinical trials or other tests lba product candidat
We are dependent upon our management team and allsmanber of employees.

Our business strategy is dependent upon the skiisknowledge of our management team. If anycalitmployee leaves, we may
unable on a timely basis to hire suitable replacgm® operate our business effectively. We afserate with a very small number of employ
and thus have little or no backup capability fagitlactivities. The loss of the services of anymher of our management team or the loss of |
few other employees could have a material advdfeet®n our business and results of operations.

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

Our business depends on licenses from third parfibese third party license agreements imposejatibdns on us, such as payn
obligations and obligations diligently to pursuezelepment of commercial products under the licenssénts. If a licensor believes that we |
failed to meet our obligations under a license agrent, the licensor could seek to limit or terménatir license rights, which could lead to cc
and timeeonsuming litigation and, potentially, a loss o ficensed rights. During the period of any sutibdtion, our ability to carry out tl
development and commercialization of potential piatsl could be significantly and negatively affectdéfdour license rights were restricted
ultimately lost, our ability to continue our busisebased on the affected technology platform cbelddversely affected.

Our research and manufacturing facility is not lagyenough to manufacture product candidates, suchTaglna, for certain clinical trials or, i
such clinical trials are successful, commercial digations.

We conduct our research and development in a 1&@08re foot facility in The Woodlands, Texas, whitcludes an approximately 1,z
square foot suite of three rooms for the manufactirT-cell therapies. We believe our facility should éake capacity to support full clinit
development of Tcelna in North American trials 82MS. It is not sufficient, however, to supponticial trials outside North America includi
Europe and Asia, if required, or the commerciahtzuof Tcelna. In this case, we would need to edpaur manufacturing staff and facili
obtain a new facility, contract with corporate eblbrators or other third parties to assist withufeitdrug production and commercialization
defer to Merck (in the event the Option is exemjde address manufacturing requirements.

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

We may arrange with third parties for the manufectof our future products, if any. However, ourrdiparty sourcing strategy may |
result in a cost-effective means for manufactudngfuture products. If we employ thighrty manufacturers, we will not control many aspex
the manufacturing process, including compliancehiege third parties with cGMP and other regulateguirements. We further may not be :
to obtain adequate supplies from thparty manufacturers in a timely fashion for develept or commercialization purposes, and comme
guantities of products may not be available fromt@ct manufacturers at acceptable costs.
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If any product we may eventually have is not acapby the market or if users of any such productarnable to obtain adequate coverage
and reimbursement for such product from governmertd other third-party payors, our revenues and ptability will suffer.

In the instance of Tcelna, if Merck exercises thei@h then our ability to achieve revenue will lepdndent upon the efforts and succe
Merck in developing and commercializing Tcelna.r@bility to successfully commercialize any produe may eventually have, to the ex
applicable, and/or our ability to receive any rauxemssociated with Tcelna in the event Merck egescthe Option, will depend in significant |
on the extent to which appropriate coverage of mmhbursement for such product and any relatednrerats are obtained from governme
authorities, private health insurers and other miggdions, such as health maintenance organizationsHMOs. Thirdparty payors al
increasingly challenging the prices charged for ic@dproducts and services. We cannot provide asgurances that thighrty payors wi
consider any product cost-effective or provide cage of and reimbursement for such product, in e/loolin part.

Uncertainty exists as to the coverage and reimbugse status of newly approved medical products serdices and newly approv
indications for existing products. Third-party pay may conclude that any product is less safs,disically effective, or less cosffective tha
existing products, and thindarty payors may not approve such product for @yerand reimbursement. If adequate coverage ©
reimbursement for any product from thipdsty payors cannot be obtained, physicians may iow much or under what circumstances they
prescribe or administer them. Such reductionroitédition in the use of any such product would casedes to suffer. Even if thindarty payor
make reimbursement available, payment levels mapasufficient to make the sale of any such proguafitable.

In addition, the trend towards managed health tatee United States and the concurrent growthrgawoizations such as HMOs, wh
could control or significantly influence the puresleaof medical services and products, may resutadequate coverage of and reimbursemel
any product we may eventually have. Many thpedty payors, including in particular HMOs, are suing various ways to reduce pharmacet
costs, including, for instance, the use of formekar The market for any product depends on actessich formularies, which are lists
medications for which thirgharty payors provide reimbursement. These forrmesdare increasingly restricted, and pharmaceutimaipanies fac
significant competition in their efforts to pladeetr products on formularies of HMOs and otherdfiarty payors. This increased competition
led to a downward pricing pressure in the indusiiie cost containment measures that thmdy payors are instituting could have a mat
adverse effect on our ability to operate profitably

Any product candidate, such as Tcelna, if approvied sale, may not gain acceptance among physicigoatients and the medical communi
thereby limiting our potential to generate revenues

Even if a product candidate, such as Tcelna, iscaep for commercial sale by the FDA or other ragpdy authorities, the degree of ma
acceptance of any approved product candidate bgighys, healthcare professionals and thidy payors, and our profitability and growth, I
depend on a number of factors, including:

e demonstration of efficacy;

e relative convenience and ease of administration;

e the prevalence and severity of any adverse $fdets;

e availability and cost of alternative treatmeitsjuding cheaper generic drugs;
e pricing and cost effectiveness, which may beextlip regulatory control;

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

e the product labeling or product insert requirgdh®e FDA or regulatory authority in other counstieand

the availability of adequate th-party insurance coverage or reimbursem
If any product candidate does not provide a treatmegimen that is as beneficial as the curremdsted of care or otherwise does

provide patient benefit, that product candidatepiproved for commercial sale by the FDA or otlegyutatory authorities, likely will not achie
market acceptance and our ability to generate r@g&from that product candidate would be substgnteduced.
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We have incurred, and expect to continue to incimgreased costs and risks as a result of being &lmucompany.

As a public company, we are required to comply \lith Sarbane®xley Act of 2002, or SOX, as well as rules andutations implemente
by the SEC and The NASDAQ Stock Market (NASDAQhaBges in the laws and regulations affecting pubtimpanies, including tl
provisions of SOX and rules adopted by the SECanASDAQ, have resulted in, and will continue &sult in, increased costs to us as
respond to their requirements. Given the riskgtliaht in the design and operation of internal adatover financial reporting, the effectivenes
our internal controls over financial reporting iscertain. If our internal controls are not destjioe operating effectively, we may not be abl
conclude an evaluation of our internal control ofieancial reporting as required or we or our inelegent registered public accounting firm 1
determine that our internal control over financggorting was not effective. In addition, our stgred public accounting firm may either discl
an opinion as it relates to managemerdssessment of the effectiveness of our interoatrals or may issue an adverse opinion or
effectiveness of our internal controls over finaheeporting. Investors may lose confidence inrl@bility of our financial statements, wh
could cause the market price of our common stoclteiine and which could affect our ability to raar business as we otherwise would
to. New rules could also make it more difficultroore costly for us to obtain certain types of lasige, including directors’ and officed&bility
insurance, and we may be forced to accept reduakedy pimits and coverage or incur substantiallghnér costs to obtain the coverage that i
same or similar to our coverage as of the dateofiefEhe impact of these events could also makeate difficult for us to attract and ret
qualified persons to serve on our Board of Direstaur Board committees and as executive officéys. cannot predict or estimate the t
amount of the costs we may incur or the timinguafhscosts to comply with these rules and regulation

Under the corporate governance standards of NASDiA@ajority of our Board of Directors and each memdf our Audit Committe
must be an independent director. If any vacarmmiesur Board or our Audit Committee occur that neede filled by independent directors,
may encounter difficulty in attracting qualifiedrpens to serve on our Board and, in particular, Awdit Committee. If we fail to attract a
retain the required number of independent directwesmay be subject to SEC enforcement proceedinggelisting of our common stock fr
the NASDAQ Capital Market.

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 to us
the disputed technologies and prevent us from punguresearch and development or commercializatidrpotential products, such as Tcelna.

If third party patents or patent applications contdaims infringed by either our licensed techmyl®r other technology required to m
or use our potential products, such as Tcelna,saictl claims are ultimately determined to be vdhiére can be no assurance that we wou
able to obtain licenses to these patents at a mabbocost, if at all, or be able to develop oraobtalternative technology. If we are unabl
obtain such licenses at a reasonable cost, wén(thre event the Option is exercised, Merck witspert to Tcelna) may not be able to develog
affected product candidate commercially. Therelmamo assurance that we will not be obliged temigfourselves (or, in the event the Optic
exercised, Merck with respect to Tcelna) in cogaiast allegations of infringement of third parigtgnts. Patent litigation is very expensive
could consume substantial resources and creatdicigi uncertainties. An adverse outcome in saisloit could subject us to significant liabilit
to third parties, require disputed rights to betised from third parties, or require us to ceasgsich technology.

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

Our ability to compete effectively is dependent mpubtaining patent protection relating to our tembgies. The patent positions
pharmaceutical and biotechnology companies, inndiurs, are uncertain and involve complex andwivgllegal and factual questions. ~
coverage sought in a patent application can beedemi significantly reduced before or after theepais issued. Consequently, we do not k
whether pending patent applications for our tecbglwill result in the issuance of patents, oriifydassued patents will provide signific.
protection or commercial advantage or will be aineented by others. Since patent applications ecees until the applications are publis
(usually 18 months after the earliest effectivmndjldate), and since publication of discoveriethim scientific or patent literature often lags Inel
actual discoveries, we cannot be certain thatrthentors of our owned or licensed intellectual groprights were the first to make the inventi
at issue or that any patent applications at issere the first to be filed for such inventions. fienean be no assurance that patents will issue
pending patent applications or, if issued, thathspatents will be of commercial benefit to us, effais adequate protection from compe
products, or not be challenged or declared invalid.
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For our licensed intellectual property, we haveitiah control over the amount or timing of resourtiest are devoted to the prosecutio
such intellectual property. Due to this lack ohtrol and general uncertainties in the patent pmatsen process, we cannot be sure that
licensed patents will result from licensed applmad or, if they do, that they will be maintainddsued U.S. patents require the payme
maintenance fees to continue to be in force. Vileaw licensors to do this and their failure to gt could result in the forfeiture of patents
timely maintained. Many foreign patent officescalequire the payment of periodic annuities to kpafents and patent applications in ¢
standing. As we do not maintain control over tagment of annuities, we cannot assure you thaticemsors will timely pay such annuities
that the granted patents and pending patent apiphsawill not become abandoned. In addition, lazensors may have selected a limited am
of foreign patent protection, and therefore apfilices have not been filed in, and foreign pateray mot have been perfected in, all commerc
significant countries.

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

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

e obtain and maintain patents to protect our prbdandidates such as Tcelna;
e obtain and maintain any required or desirable Besrto use certain technologies of third partiésclivmay be protected by pate
e protect our trade secrets and know-how;
e operate without infringing the intellectual profyeand proprietary rights of others;
e enforce the issued patents under which we hghttsj and
e develop additional proprietary technologies that@atentable
The degree of future protection for our proprietaghts (owned or licensed) is uncertain. For epl@m

e we or our licensor might not have been the firgnike the inventions covered by pending patentiegifmins or issued patents o
by, or licensed to, us;

e we or our licensor might not have been the fodtle patent applications for these inventions;
e others may independently develop similar or alteéveaechnologies or duplicate any of the techni@e@wned by, or licensed tc
e it is possible that none of the pending pateptiegtions owned by, or licensed to, us will resalissued patents;

e any patents under which we hold rights may not igi®us with a basis for commercially viable produchay not provide us witt
competitive advantages or may be challenged bg ffarties as invalid, or unenforceable under UrSomeign laws; or

e any of the issued patents under which we hold sigtly not be valid or enforceable or may be circemad successfully in light
the continuing evolution of domestic and foreigtepa laws.

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

We rely in part on trade secret protection in otdeprotect our proprietary trade secrets and wmtetl knowhow. However, trade secr
are difficult to protect, and we cannot be certhit others will not develop the same or similahtelogies on their own. We have taken s
including entering into confidentiality agreemewith our employees, consultants, outside scientiditaborators and other advisors, to protec
trade secrets and unpatented krwmw. These agreements generally require thatttier party keep confidential and not disclose taltpartie:
all confidential information developed by the pastymade known to the party by us during the coofgbe partys relationship with us. We a
typically obtain agreements from these parties Wipiovide that inventions conceived by the partthig course of rendering services to us wi
our exclusive property. However, these agreemmiatg not be honored and may not effectively assiggllectual property rights to us. Furtt
we have limited control, if any, over the protentiof trade secrets developed by our licensorsotginfg a claim that a party illegally obtained
is using our trade secrets or knbaw is difficult, expensive and time consuming, émel outcome is unpredictable. In addition, coatttside th
United States may be less willing to protect traderets or knovirow. The failure to obtain or maintain trade sepretection could adverse
affect our competitive position.
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A dispute concerning the infringement or misappraation of our proprietary rights or the proprietaryights of others could be time consumi
and costly, and an unfavorable outcome could harmr dusiness.

A number of pharmaceutical, biotechnology and otteenpanies, universities and research institutiene filed patent applications or h.
been issued patents relating to cell therapgells, and other technologies potentially relestartr required by our product candidate Tcelna.
cannot predict which, if any, of such applicatiandi issue as patents or the claims that might bered. We are aware of a number of pe
applications and patents claiming use of modifielisdo treat disease, disorder or injury.

There is significant litigation in our industry gling patent and other intellectual property sghiVhile we are not subject to any pen
intellectual property litigation as of the date éwgf; and are not aware of any such threatenedtiitig, we may be exposed to future litigatior
third parties based on claims that our product icktes, such as Tcelna, or their methods of usaufaaturing or other technologies or activi
infringe the intellectual property rights of suttird parties. If our product candidates, such @aliia, or their methods of manufacture are fou
infringe any such patents, we may have to pay fiogmt damages or seek licenses under such patéfegshave not conducted comprehen
searches of patents issued to third parties relatinTcelna. Consequently, no assurance can len ghat thirdparty patents containing clai
covering Tcelna, its method of use or manufacturenakt exist or have not been filed and will notiegued in the future. Because some p
applications in the United States may be maintainestcrecy until the patents are issued, and Isecpatent applications in the United States
many foreign jurisdictions are typically not publésd until 18 months after filing, we cannot be aerthat others have not filed patent applical
that will mature into issued patents that relateotio current or future product candidates that @acwdve a material effect in developing
commercializing one or more of our product candidatA patent holder could prevent us from impggtimaking, using or selling the pater
compounds. We may need to resort to litigatiorenéorce our intellectual property rights or to detime the scope and validity of thigphrty
proprietary rights. Similarly, we may be subjectdlaims that we have inappropriately used or dsmll trade secrets or other proprie
information of third parties. If we become invalvin litigation, it could consume a substantialtfmr of our managerial and financial resour
regardless of whether we win or lose. Some ofcmmpetitors may be able to sustain the costs ofptexmintellectual property litigation mc
effectively than we can because they have subathntjreater resources. We may not be able taaffioe costs of litigation. Any legal act
against us or our collaborators could lead to:

e payment of actual damages, royalties, lost mofibtentially treble damages and attorneys’ fiées; are found to have willfully
infringed a third party’s patent rights;

e injunctive or other equitable relief that mayeetively block our ability to further develop, coramialize and sell our products;

e we or our collaborators having to enter into liceasrangements that may not be available on coniafigracceptable terms if a
or

e significant cost and expense, as well as distraaifamur management from our busine
As a result, we could be prevented from commemiiadi current or future product candidates.
Risks Related to Our Industry
We are subject to stringent regulation of our prochucandidates, such as Tcelna, which could delayelepment and commercialization.

We, our thirdparty contractors, suppliers and partners (suddexsk, in the event the Option is exercised, wibpect to Tcelna), and «
product candidates, such as Tcelna, are subjestritgent regulation by the FDA and other regulatagencies in the United States anc
comparable authorities in other countries. Noneuwfproduct candidates can be marketed in theedr8tates until it has been approved b
FDA. No product candidate of ours has been apphosad we may never receive FDA approval for amydpct candidate. Obtaining FI
approval typically takes many years and requirdsstsuntial resources. Even if regulatory approsaihbtained, the FDA may impose signific
restrictions on the indicated uses, conditionsuse and labeling of such products. Additionallye FDA may require postpproval studie
including additional research and development dimital trials. These regulatory requirements eyt the size of the market for the produc
result in the incurrence of additional costs. Atefay or failure in obtaining required approvalsiidosubstantially reduce our ability to gene
revenues.
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In addition, both before and after regulatory apptowe, our partners and our product candidates) as Tcelna, are subject to nume
FDA requirements covering, among other things,irngstmanufacturing, quality control, labeling, adising, promotion, distribution ai
export. The FDAS requirements may change and additional governregatations may be promulgated that could affsctour partners and ¢
product candidates, such as Tcelna. Given the aumbrecent high profile adverse safety eventdwirtain drug products, the FDA n
require, as a condition of approval, costly risknagement programs, which may include safety suaveié, restricted distribution and use, pa
education, enhanced labeling, special packaginglmling, expedited reporting of certain adversenes, preapproval of promotional matel
and restrictions on direct-to-consumer advertisikgrthermore, heightened Congressional scrutintheradequacy of the FD&'drug approv:
process and the agensyefforts to assure the safety of marketed drugsltexl in the enactment of legislation addressing dafety issues, t
FDA Amendments Act of 2007. This legislation pies the FDA with expanded authority over drug potsl@after approval and the FD&'
exercise of this authority could result in delaysnzreased costs during the period of product ldgweent, clinical trials and regulatory revi
and approval, and increased costs to assure caropligith new posépproval regulatory requirements. We cannot pteti likelihood, natul
or extent of government regulation that may anisenfthis or future legislation or administrativeian, either in the United States or abroad.

In order to market any of our products outsidehef United States, we and our strategic partnerdiesasees must establish and cor
with numerous and varying regulatory requiremerfitstber countries regarding safety and efficacyppfoval procedures vary among couni
and can involve additional product testing and tiololl administrative review periods and the tiraquired to obtain approval in other count
might differ from that required to obtain FDA appab. The regulatory approval process in other toesm may include all of the risks detai
above regarding FDA approval in the United Statgproval by the FDA does not automatically leadhe approval of authorities outside of
United States and, similarly, approval by otherutatpry authorities outside the United States wilt automatically lead to FDA approval.
addition, regulatory approval in one country doesansure regulatory approval in another, but lar@ior delay in obtaining regulatory apprc
in one country may negatively impact the regulatprgcess in others. Our product candidates, ssciicalna, may not be approved for
indications that we request, which would limit usesl adversely impact our potential royalties armdipct sales. Such approval may be subje
limitations on the indicated uses for which anygmbial product may be marketed or require costhgtymarketing follow-up studies.

If we fail to comply with applicable regulatory ngigements in the United States and other countaiemng other things, we may be suk
to fines and other civil penalties, delays in apprg or failure to approve a product, suspensiomvitindrawal of regulatory approvals, prod
recalls, seizure of products, operating restrigjanterruption of manufacturing or clinical trigli@junctions and criminal prosecution, any
which would harm our business.

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

If Merck exercises the Option, Merck would be spledsponsible for funding development, regulatarg aommercialization activities 1
Tcelna in MS, although we would retain an optiorcedfund certain development in exchange for increasgdlty rates. Otherwise, if we
successful in achieving approval to market one orenof our product candidates, our operations &l directly, or indirectly through o
customers, subject to various state and federatifemmd abuse laws, including, without limitatiohe tfederal AntiKickback Statute and Fa
Claims Act. These laws may impact, among othergthi our proposed sales, marketing, and educatagrgms.

The federal AntiKickback Statute prohibits persons from knowinghdawillfully soliciting, offering, receiving or pniding remuneratiol
directly or indirectly, in exchange for or to indgueither the referral of an individual, or the fshing or arranging for a good or service, for vi
payment may be made under a federal healthcaregmoguch as the Medicare and Medicaid programser8ecourts have interpreted
statute$ intent requirement to mean that if any one pwprfsan arrangement involving remuneration is ttuge referrals of federal healthc
covered business, the statute has been violated.AntiKickback Statute is broad and prohibits many areamgnts and practices that are la
in businesses outside of the healthcare indu®Bcognizing that the Antickback Statute is broad and may technically grthinany innocuot
or beneficial arrangements, Congress authorized#martment of Health and Human Services, Officénspector General, or OIG, to issL
series of regulations, known as the “safe harbdreése safe harbors set forth provisions that,lithedir applicable requirements are met,
assure healthcare providers and other partiestltlest will not be prosecuted under the Alitckback Statute. The failure of a transactiol
arrangement to fit precisely within one or moreesdfarbors does not necessarily mean that it igailleor that prosecution will |
pursued. However, conduct and business arrangsntieatt do not fully satisfy each applicable safebbamay result in increased scrutiny
government enforcement authorities such as the ®&halties for violations of the federal Aifickback Statute include criminal penalties
civil sanctions such as fines, imprisonment andsibs exclusion from Medicare, Medicaid and otteutdral healthcare programs. Many s
have also adopted laws similar to the federal Kitkback Statute, some of which apply to the refeaf patients for healthcare items or serv
reimbursed by any source, not only the MedicareMedicaid programs.

The federal False Claims Act prohibits persons figrawingly filing or causing to be filed a falseath to, or the knowing use of fa
statements to obtain payment from, the federal gouent. Suits filed under the False Claims Achwkn as “qui tam’actions, can be brought
any individual on behalf of the government and sinchividuals, sometimes known as “relators” or, meommonly, as “whistleblowersihay
share in any amounts paid by the entity to the gowent in fines or settlement. The frequency bhdi of qui tam actions has increa
significantly in recent years, causing greater neratof healthcare companies to have to defend se Ralaims Act action. When an entit
determined to have violated the federal False (Hafut, it may be required to pay up to three tinles actual damages sustained by
government, plus civil penalties. Various stategehalso enacted laws modeled after the federaéRalhims Act.
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In addition to the laws described above, the Helmtlurance Portability and Accountability Act of9®created two new federal crim
healthcare fraud and false statements relatingetdticare matters. The healthcare fraud statubilpts knowingly and willfully executing
scheme to defraud any healthcare benefit prograotuding private payors. A violation of this staus a felony and may result in fin
imprisonment or exclusion from government sponsgeearams. The false statements statute prohksitsvingly and willfully falsifying
concealing or covering up a material fact or makamg materially false, fictitious or fraudulent tetaent in connection with the delivery of
payment for healthcare benefits, items or servidesiolation of this statute is a felony and maguilt 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 |
we may be subject to penalties, including civil amighinal penalties, damages, fines, exclusion figouernment healthcare programs, anc
curtailment or restructuring of our operations.

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, patiady the market for MS products, is intense, arelexpect such competition to conti
to increase. We face competition from pharmacaliiad biotechnology companies, as well as numesoademic and research institutions
governmental agencies, in the United States anshdbrOur competitors have products that have bBpproved or are in advanced developr
and may succeed in developing drugs that are nfteetige, safer and more affordable or more eaadyninistered than ours, or that ach
patent protection or commercialization sooner tbanproducts. Our most significant competitors faitly integrated pharmaceutical compai
and more established biotechnology companies. eTltesnpanies have significantly greater capital uesgs and expertise in research
development, manufacturing, testing, obtaining fatgpuy approvals, and marketing than we currently Blowever, smaller companies also |
prove to be significant competitors, particulatydugh proprietary research discoveries and callglom arrangements with large pharmacet
and established biotechnology companies. In amdit the competitors with existing products thatdr been approved, many of our compet
are further along in the process of product devalemt and also operate large, compéumnyded research and development programs. Asudt,
our competitors may develop more competitive oorafible products, or achieve earlier patent primeatr further product commercializati
than we are able to achieve. Competitive produmetg render any products or product candidatesibatevelop obsolete.

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

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

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

Developing and commercializing drug products estaignificant product liability risks. Liability laims may arise from our and ¢
collaborators’ use of products in clinical trialsdethe commercial sale of those products.

In the event that any of our product candidate®ives an approved product and is commercializedswoars may make product liabi
claims directly against us and/or our partnerst{sag Merck, in the event the Option is exerciseith wespect to Tcelna), and our partner
others selling these products may seek contribdtmm us if they incur any loss or expenses relédeslich claims. We have insurance that c«
clinical trial activities. We believe our insurancoverage as of the date hereof is reasonablyuatie@t this time. However, we will neec
increase and expand this coverage as we commedit®aal clinical trials, as well as larger scalls, and if any product candidate is apprc
for commercial sale. This insurance may be prokidy expensive or may not fully cover our potehtliabilities. Our inability to obtal
sufficient insurance coverage at an acceptable aostherwise to protect against potential prodiadiility claims could prevent or inhibit tl
regulatory approval or commercialization of produttiat we or one of our collaborators develop.dBeb liability claims could have a mate
adverse effect on our business and results of tipesa Liability from such claims could exceed ¢otal assets if we do not prevail in any law
brought by a third party alleging that an injurysa@used by one or more of our products.
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Health care reform measures could adversely affeat business

The business and financial condition of pharmacaufind biotechnology companies are affected byeffoets of governmental and third-
party payors to contain or reduce the costs ofthealre. In the United States and in foreign flicsons, there have been, and we expect that
will continue to be, a number of legislative andulatory proposals aimed at changing the health sgstem. For example, in some coun
other than the United States, pricing of presaiptirugs is subject to government control, and xyeeet proposals to implement similar cont
in the United States to continue. Another exangbleeform that could affect our business is druignportation into the United States (i.e.,
reimportation of approved drugs originally manugaet in the United States back into the UnitedeStétom other countries where the drugs
sold at lower prices). Initiatives in this regaiould decrease the price we or any potential cotktors receive for our product candidates if
are ever approved for sale, adversely affectingfoture revenue growth and potential profitabilityloreover, the pendency or approval of ¢
proposals could result in a decrease in our stadck pr adversely affect our ability to raise capdr to obtain strategic partnerships or licenses.

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 ni
reflect the underlying value of our net assets ardiness prospects.

Although our common stock is traded on the NASDA&pital Market, there is currently a limited markat our securities and there car
no assurance that an active market will ever dgvelovestors are cautioned not to rely on the ipdgg that an active trading market
develop.

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

We are required to meet certain qualitative andrfaial tests (including a minimum stockholdezgquity requirement of $2.5 million and
price for our common stock of $1.00 per share) @mntain the listing of our common stock on the NASD Capital Market, and our comm
stock is in jeopardy of being delisted. On NovemB8, 2012, we received a staff deficiency lettemt NASDAQ notifying us that tt
stockholders’ equity of $2,339,285 as reported un Quarterly Report on Form 1Q-for the period ended September 30, 2012 was btie
minimum stockholderséquity of $2.5 million required for continued lis on NASDAQ. We were provided 45 calendar daysjril Januar
10, 2013, to submit a plan to regain compliancé wie minimum stockholdergquity standard. We submitted such a plan ana# accepte
with NASDAQ thus granting us an extension until MEy, 2013 to evidence compliance with the minimuatlholders’equity standard. If w
had failed to evidence compliance upon filing tQigarterly Report on Form 1Q-for the period ending March 31, 2013, we couldehbee!
subject to delisting. Our stockholdeesjuity as of March 31, 2013 was $4,034,357, ancefore, we believe we have regained compliance
the listing standard. While we are exercisinggdifit efforts to maintain the listing of our commsginck on NASDAQ, there can be no assur
that we will be able to maintain compliance witle $tockholder’s equity standard.

It is also possible that we could fail to satisfyother NASDAQ requirement for continued listingafr stock, such as the minimum
price, the market value or number of publicly hefires or number of shareholders, or a corporatergance requirement. For example, du
portions of 2008 and 2009, our stockholdemlity was below the continued listing standardiiegment of $2.5 million and the bid price for
common stock was below $1.00 per share for pebdisne, and our common stock was in jeopardy ondpelelisted. Additionally, during 20
and 2011, the trading price of our common stock masmally above $1.00 per share for certain pesiofitime, and our stock closed below $:
per share from December 2011 through part of Deee2812. In February 2012, we received a stafit@efcy letter from NASDAQ indicatir
that our common stock failed to comply with the iminm bid price requirement because it traded bedlmnv$1.00 minimum closing bid price
30 consecutive trading days, and after an inittad an extended grace period, and implementatioa ofie-forfour reverse stock split of c
common stock on December 14, 2012, we regained leamop with the $1.00 minimum closing bid pricditg standard and NASDAQ notifi
us that the matter was closed in January 2013. edery there can be no assurance that the closihgrize of our common stock will continue
stay above the minimum continued listing standard.

We may receive additional future notices from NASD#hat we have failed to meet its requirements, @odeedings to delist our st
could be commenced. In such event, NASDAQ rulesnjteus to appeal any delisting determination tNASDAQ Hearings Panel. If we ¢
unable to maintain or regain compliance in a tirmegnner and our common stock is delisted, it cbeldnore difficult to buy or sell our comnr
stock and obtain accurate quotations, and the mficeur stock could suffer a material decline. iBxelg may also impair our ability to ra
capital.
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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 biopharmacaiitand biotechnology companies, and eatbge drug discovery and developn
companies like us in particular, have historichien highly volatile and may continue to be higldjatile in the future. The following factors,
addition to other risk factors described in thiste®, may have a significant impact on the magkate of our common stock:

e the development status of any drug candidate$, asl Tcelna, including clinical study results determinations by regulatory
authorities with respect thereto;

e the initiation, termination, or reduction in theope of any collaboration arrangements (such asla@vents involving Merck ant
Option Agreement, including a decision by Merclei@rcise or not exercise the Option) or any digpatedevelopments regard
such collaborations;

e announcements of technological innovations, nemraercial products or other material events byooumnpetitors or us;
e disputes or other developments concerning ouyr@tary rights;

e changes in, or failure to meet, securities atslys investors’ expectations of our financial jeemance;

e additions or departures of key personnel;

e discussions of our business, products, financidbp@ance, prospects or stock price by the findrasid scientific press and onli
investor communities;

e public concern as to, and legislative action wibpect to, the pricing and availability of prestiap drugs or the safety of drugs
drug delivery techniques;

e regulatory developments in the United Statesiarfidreign countries; or

e dilutive effects of sales of shares of commorlstay us or our shareholders, including LincolnkPand sales of common stock
acquired upon exercise or conversion by the holdevgarrants, options or convertible not

Broad market and industry factors, as well as eson@nd political factors, also may materially achety affect the market price of «
common stock.

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

In the past, following periods of market volatilitythe price of a company’securities or the reporting of unfavorable nesgsurity holdet
have often instituted class action litigation.tHeé market value of our securities experience advéuctuations and we become involved in
type of litigation, regardless of the outcome, veeild incur substantial legal costs and our managémattention could be diverted from
operation of our business, causing our businesaffer.

Our “blank check” preferred stock could be issued prevent a business combination not desired by agegment or our majority stockholders.

Our articles of incorporation authorize the issaat “blank check’preferred stock with such designations, rights prederences as m
be determined by our Board of Directors withoutcktwmlder approval. Our preferred stock could biézaetl as a method of discouragi
delaying, or preventing a change in our control an@ method of preventing stockholders from réegia premium for their shares in connec
with a change of control.

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

In July 2012, we closed a private offering conaigtdf convertible secured notes and warrants tohase common stock which gener:
approximately $4.1 million in gross proceeds, ofickhnotes in the aggregate principal amount of $30® have been converted into share
Series A convertible preferred stock which, in furave been converted into an aggregate of 28&Rafes of common stock. From Noven
2012 through January 2013, we sold an aggrega88®@000 shares to Lincoln Park pursuant to the #illln purchase agreement and issue
additional 56,507 shares as initial commitment ehand 3,585 shares as additional commitment shhrekanuary 2013, we issued $650.
principal amount of unsecured convertible promigswtes of which $100,000 was converted into 77 §i3dres of common stock at $1.29¢
per share and the remaining $550,000 of principabumt plus accrued interest was repaid. Purchasessich notes also received fiyeal
warrants to acquire an aggregate of 243,750 sluresr common stock at an exercise price of $1.@4gmare. Pursuant to a Sales Agree
executed on September 6, 2012, we have registenedale up to 1,000,000 shares of common stockugiiraBrinson Patrick Securiti
Corporation acting as sales agent in an “at-thekataprogram. In February 2013, we sold an aggregaf®6df618 shares of our common st
pursuant to such at-ttraarket program for gross proceeds of $536,417.F€bruary 11, 2013, we closed on an offering of 3,884 shares
common stock and warrants to purchase 541,668 sloédreommon stock, for gross proceeds of $3,250,d0%re can be no assurance tha
capital raising efforts will be able to attract ttepital needed to execute on our business plasusidin our operations.

34




Sales of a substantial number of additional shafesir common stock in the public market could eatlee market price of our commr
stock to decline. An aggregate of 8,070,130 shafeemmon stock were outstanding as of May 103204s of such date, another (i) 1,166,
shares were issuable upon exercise of outstangiitigns, (ii) 3,422,646 shares of common stock wesaable upon the exercise of outstan
warrants, and (iii) 1,020,007 shares were issu#bldl outstanding 12% convertible secured promigsnotes were converted to Serie:
convertible preferred stock which was then ultimat®nverted into common stock.

A substantial majority of the outstanding shareswfcommon stock are freely tradable without restmn or further registration under t
Securities Act of 1933. We may sell additionalrslseof common stock, as well as securities corblertnto or exercisable for common stock
subsequent public or private offerings. We mayp &sue additional shares of common stock, as ageflecurities convertible into or exercis.
for common stock, to finance future acquisitiodgnong other requirements, we will need to raisenificant additional capital in order
continue and complete the Phase llb clinical swidjcelna in SPMS, and this may require us to issgabstantial amount of securities (inclut
common stock as well as securities convertible ort@exercisable for common stock). We cannot ptetfie size of future issuances of
common stock, as well as securities convertible ortexercisable for common stock, or the effdcaniy, that future issuances and sales o
securities will have on the market price of our coom stock. Sales of substantial amounts of oumesomstock, as well as securities conver
into or exercisable for common stock, includingrelaissued in connection with an acquisition ousag funds to complete our clinical tt
plans, or the perception that such sales couldrootay adversely affect prevailing market pricasdor common stock.

The sale or issuance of our common stock to Lincétark may cause dilution and the sale of the shasdscommon stock acquired by Lincc
Park, or the perception that such sales may ocaould cause the price of our common stock to fi

Under the $1.5 million purchase agreement and $llbmpurchase agreement with Lincoln Park, we ndagct Lincoln Park to purcha
up to $16.5 million of shares of common stock, eabjo certain limitations and conditions, overOan®onth period. However, in conjunction w
our February 2013 offering of common stock and am@ts, we agreed not to sell shares under the medgreements with Lincoln Park fc
period of 120 days after that offering (or June 2013). We have sold an aggregate of 390,000 shardate under the $1.5 million purct
agreement. Additionally, we issued Lincoln Park®G shares of common stock as initial commitméiatres and have issued an aggrege
3,585 additional commitment shares, and may infuh&e issue up to an additional 109,428 sharesoofmon stock as additional commitrr
shares, as a fee for its commitment to purchassithees under the $1.5 million purchase agreenmehthee $15 million purchase agreement.
number of shares ultimately offered for sale bycbim Park is dependent upon the number of shamrehased by Lincoln Park under the purcl
agreements. Depending on market liquidity at tme t sales of shares we issue to Lincoln Park naage the trading price of our common s
to decline.

Subject to certain conditions, we generally hawertght to control the timing and amount of anyesabf our shares to Lincoln Park, ex
that, pursuant to the terms of our agreements iitboln Park, we would be unable to sell sharekitaoln Park if and when the market price
our common stock is below $1.00 per share or itbin Park would own more than 4.99% of our commimelsfor stock sold to it under t
$1.5 million purchase agreement or 9.99% of ourroom stock for stock sold to it under the $15 millipurchase agreement. The purchase
for the shares that we may sell to Lincoln Park fictuate based on the price of our common st other factors determined by us. As ¢
Lincoln Park may ultimately purchase all, some ona of the shares of our common stock issuablaupatdo the purchase agreements afte
date hereof and, after it has acquired sharesoliineark may sell all, some or none of those shaféerefore, sales to Lincoln Park by
pursuant to either or both of the purchase agremmeosuld result in substantial dilution to the hetts of other holders of our comn
stock. Additionally, the sale of a substantial tuemof shares of our common stock to Lincoln Parkhe anticipation of such sales, could ci
the trading price of our common stock to declind eould make it more difficult for us to sell equdr equity-related securities in the future.

We presently do not intend to pay cash dividendsoan common stock.
We anticipate as of the date hereof that no cagletids will be paid on the common stock in thee$aeable future. While our divide

policy will be based on the operating results aapital needs of the business, it is anticipatetldiiaearnings, if any, will be retained to fina
the future expansion of our business.
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Our stockholders may experience substantial dilutiim 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@deshof our common stock and to issue and desighatdghts of, without stockholc
approval, up to 10,000,000 shares of preferredkstot connection with the July 25, 2012 convesiblote financing, 80,000 shares of prefe
stock were designated as neoting Series A convertible preferred stock. Idearto raise additional capital, we may in the fetaffer additionz
shares of our common stock or other securities exitke into or exchangeable for our common stacgrices that may not be the same a:
price per share paid by other investors, and ditutd our stockholders could result. We may drss or other securities in any other offerir
a price per share that is less than the price Bmespaid by investors, and investors purchasiageshor other securities in the future could |
rights superior to existing stockholders. The @nier share at which we sell additional sharesuofcommon stock, or securities convertibli
exchangeable into common stock, in future trangastmay be higher or lower than the price per spaie by other investors.

We may issue debt and equity securities or seasittonvertible into equity securities, any of whiaay 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 digt-financing that is unsecured or secured b
to all of our assets, or by issuing additional debequity securities, which could include issuanoé secured or unsecured commercial p.
mediumterm notes, senior notes, subordinated notes, giems, preferred stock, hybrid securities, or sgesirconvertible into or exchangea
for equity securities. In the event of our liquida, our lenders and holders of our debt and prefesecurities would receive distributions of
available assets before distributions to the hsldéour common stock. Because our decision toridebt and issue securities in future offer
may be influenced by market conditions and othetofa beyond our control, we cannot predict omeste the amount, timing or nature of
future offerings or debt financings. Further, ner&onditions could require us to accept less faverterms for the issuance of our securitit
the future.

For example, on July 25, 2012, we closed a privéfering consisting of convertible secured noted aarrants to purchase common s
which generated approximately $4.1 million in grgseceeds. The notes mature on July 25, 2014 ecdi@ interest at the rate of 12%
annum, compounded annually, payable in either castegistered shares of common stock. The notesecured by substantially all of
tangible and intangible assets, and $500,000 optbeeeds from the note offering is being held iooatrolled account as part of the seci
interest granted to the noteholders. This amows previously $1 million; however, in January 20d8issued the noteholders fiyear warrani
to acquire an aggregate of 187,500 shares of ommmm stock at an exercise price of $1.21 per simexchange for the reduction of si
amount. The notes are convertible into a new aas®nvoting Series A convertible preferred stock at avassion price of $100.00, subjec
certain limitations and adjustments. The SerieoAvertible preferred stock accrues cumulativeddinds at the rate of 8% per annum, payatl
either cash or registered shares of common stockcarries a $100.00 per share liquidation preferemhe Series A convertible preferred s
is convertible into common stock at a conversioicgpiof $3.1225, subject to certain limitations amjustments. As a result of antidilut
adjustments since the closing of the July 2012nfiray: (i) up to 1,020,007 shares of common staekissuable if all the outstanding princi
balance as of the date hereof of $3,185,000 of extilme secured promissory notes are convertectt®$SA convertible preferred stock and ¢
stock is then converted into common stock; and t(i§ warrants issued to the purchasers of the ctibhe secured promissory notes
exercisable at an adjusted exercise price of $@es&hare for an aggregate of 1,436,121 sharesnoion stock. As of May 10, 2013, sect
promissory notes with an aggregate principal amofi#800,000 have been converted into shares @éésSArconvertible preferred stock which
turn, have been converted into an aggregate oP288hares of our common stock.

Our management has significant flexibility in usingur current available cash.

In addition to general corporate purposes (inclgdiorking capital and operational purposes), weridtas of the date hereof to use
current available cash, as well as the net procéeds the sale of any common stock that we may tellincoln Park under our purch:i
agreements from time to time, including the $5 imnillproceeds received from Merck in February 2048 #he approximately $3.25 million
gross proceeds from the February 2013 registerfsdlig of common stock and warrants, to continue angoing Phase IlIb clinical study
Tcelna in SPMS.
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The Phase IIb clinical study in North America ofelra is expected to complete enrollment of 180epédi by late 2013 or early 2014, v
the resulting top-line data expected to be avalablthe first half of 2016. During the first gterrof 2013, the pace of dmwarding clinical site
for the Abili-T clinical study was tempered pending the compfetid our negotiations with Merck for the Option all as financie
considerations. However, receipt of the upfrontnpant of $5 million for granting the Option allowes to refocus on execution of the Abili-
clinical trial, including enrollment. The estimdtéuture costs of the study, which have been ingthtly a slowed rate of enrollment prio
receipt of the upfront payment of $5 million foragting the Option, as well as the ongoing expew$esur operations through the expet
completion date of the study and release of top-fiata, are estimated to be between F82nillion as of March 31, 2013. We used the $66(
gross proceeds from the January 2013 private offesf convertible unsecured promissory notes angants as bridge financing to continue
Phase llb clinical study while continuing discussiovith Merck regarding the February 2013 Optiod &itense Agreement. We repaid
principal balance of the January 2013 notes with0$B00 in cash and $100,000 was converted inta347s8ares of common stock. Our exis
resources are not adequate to permit us to completengoing Phase 1lb clinical study of Tcelné&SIRMS or the majority of it. We will need
secure significant additional resources to comptetetrial and support our operations during thedeacy of the trial.

Depending on future developments and circumstarneesmay use some of our available cash for othepgaes. Notwithstanding ¢
intention as of the date hereof to use our availabish for further clinical studies of Tcelna, aumnagement will have significant flexibility
using our available cash. The actual amounts iamidg of expenditures will vary significantly depting on a number of factors, including
amount and timing of cash used in our operatiomsan research and development efforts. Managéeméiture to use these funds effecti
would have an adverse effect on the value of oomaon stock and could make it more difficult andtlyo® raise funds in the future.

37




Iltem 6. Exhibits.

Exhibit

No. Description

4.1

4.2

4.3

4.4

4.5

10.1

10.2

10.3##

10.4+

10.5+

10.6+

31.1*
31.2*
32.1*
32.2*

101*@

Form of Series J Warrant issued on Januar@@33 (incorporated by reference to Exhibit 4.1thiem Company’s Current Report on Form
8-K filed on January 23, 201z

Form of Series K Warrant issued on Januar2@03 (incorporated by reference to Exhibit 4.th® Companys Current Report on For
8-K filed on January 30, 2012

Form of Series L Warrant issued on Februan2@13 (incorporated by reference to Exhibit 4.1h® Company’s Current Report on
Form ¢K filed on February 7, 2013

Form of Securities Purchase Agreement, dated Bebruary 7, 2013, by and between Opexa Thetiapelnc. and each investor
signatory thereto (incorporated by reference toilsikh0.1 to the Compar's Current Report on Forn-K filed on February 7, 2013

Placement Agent Agreement, dated Februar@13,2oy and between Opexa Therapeutics, Inc. ams@aJames Securities, Inc.
(incorporated by reference to Exhibit 1.1 to thenpany's Current Report on Forn-K filed on February 7, 2013

Form of unsecured 12% Convertible Promisslmte issued to investors on January 23, 2013 (purated by reference to Exhibit 10.1
to the Compar’s Current Report on Forn-K filed on January 23, 201z

Form of Waiver and Omnibus Amendment, dasedidry 30, 2013, by and between Opexa Therapeltsand certain investors
(incorporated by reference to Exhibit 10.21 to@wnpan’s Annual Report on Form -K filed on March 29, 2013

Option and License Agreement, dated February 43,20/ and between Ares Trading SA, a wholly owndasgliary of Merck Serono
S.A., and Opexa Therapeutics, Inc. (incorporatectgrence to Exhibit 10.1 to the Company’s CuriReport on Form 8-K filed on
February 5, 2013

Offer Letter, effective March 29, 2013, mdadetween Opexa Therapeutics, Inc. and KarthikhRladshnan (incorporated by reference
to Exhibit 10.1 to the Compa’s Current Report on Forn-K filed on April 1, 2013)

Termination Agreement, Waiver, and Reledated March 29, 2013, by and between Opexa Thetiapelnc. and Jaye L. Thompson
(incorporated by reference to Exhibit 10.2 to tlmrpanys Current Report on Forn-K filed on April 1, 2013).
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SIGNATURES

Pursuant to the requirements of the Securities &xgh Act of 1934, the registrant has duly causisdaréport to be signed on its behall
the undersigned thereunto duly authorized.

OPEXA THERAPEUTICS, INC.

Date: May 14, 2013 By: /s/ Neil K. Warma

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

Date: May 14, 2013 By: /s/ Karthik Radhakrishnan

Karthik Radhakrishnan
Chief Financial Officer
(Principal Financial and Accounting Officer)
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EXHIBIT 31.1

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Neil K. Warma, certify that:
1. I have reviewed this Quarterly Report on Fofivilof Opexa Therapeutics, Inc.;

2. Based on my knowledge, this report does naotatomny untrue statement of a material fact orténgtate a material fact necessary to make
the statements made, in light of the circumstanoger which such statements were made, not mislgadith respect to the period covered
by this report;

3. Based on my knowledge, the financial statememd other financial information included in théport, fairly present in all material respects
the financial condition, results of operations aadh flows of the registrant as of, and for, theopls presented in this report;

4. The registrant’s other certifying officer(s)dainare responsible for establishing and maintgimiisclosure controls and procedures (as defined
in Exchange Act Rules 13a-15(e) and 15d-15(e))imtednal control over financial reporting (as definin Exchange Act Rules 13a-15(f) and
15d-15(f)) for the registrant and have:

a. Designed such disclosure controls and proceduresused such disclosure controls and procedutes designed under our supervis
to ensure that material information relating to thgistrant, including its consolidated subsidigrie made known to us by others within
those entities, particularly during the period ihigh this report is being prepared;

b. Designed such internal control over finanoéglorting, or caused such internal control oveatficial reporting to be designed under our
supervision, to provide reasonable assurance rieggttte reliability of financial reporting and tipeeparation of financial statements for
external purposes in accordance with generallymedeaccounting principles;

c. Evaluated the effectiveness of the regissatisclosure controls and procedures and presémtinis report our conclusions about the
effectiveness of the disclosure controls and procees] as of the end of the period covered by #psnt based on such evaluation; and

d. Disclosed in this report any change in tiggsteant’s internal control over financial repogdithat occurred during the registrant’s fourth
fiscal quarter that has materially affected, aessonably likely to materially affect, the regasit's internal control over financial
reporting; and

5. The registran$ other certifying officer(s) and | have discloskdsed on our most recent evaluation of internadrobover financial reporting
to the registrant’s auditors and the audit commititthe registrant’s board of directors (or pessparforming the equivalent functions):

a. All significant deficiencies and material \Weasses in the design or operation of internalrobower financial reporting which are
reasonably likely to adversely affect the registeaability to record, process, summarize and refioancial information; and

b. Any fraud, whether or not material, that itves management or other employees who have disagttirole in the registrant’s internal
control over financial reporting

Date: May 14, 2013 By: /s/ Neil K. Warma

Neil K. Warma
President and Chief Executive Officer




EXHIBIT 31.2

CERTIFICATION PURSUANT TO
SECTION 302 OF THE SARBANES-OXLEY ACT

I, Karthik Radhakrishnan, certify that:
1. I have reviewed this Quarterly Report on Fofivilof Opexa Therapeutics, Inc.;

2. Based on my knowledge, this report does notatomny untrue statement of a material fact orténgtate a material fact necessary to make
the statements made, in light of the circumstanoeer which such statements were made, not misigadih respect to the period covered
by this report;

3. Based on my knowledge, the financial statememd other financial information included in théport, fairly present in all material respects
the financial condition, results of operations aadh flows of the registrant as of, and for, thegols presented in this report;

4. The registrant’s other certifying officer(s)dainare responsible for establishing and maintagimiisclosure controls and procedures (as defined
in Exchange Act Rules 13a-15(e) and 15d-15(e))imtednal control over financial reporting (as definin Exchange Act Rules 13a-15(f) and
15d-15(f)) for the registrant and have:

a. Designed such disclosure controls and proceduresused such disclosure controls and procedures tesigned under our supervis
to ensure that material information relating to thgistrant, including its consolidated subsidigrie made known to us by others within
those entities, particularly during the period inieh this report is being prepared;

b. Designed such internal control over finanogglorting, or caused such internal control ovearicial reporting to be designed under our
supervision, to provide reasonable assurance rieggttte reliability of financial reporting and tipeeparation of financial statements for
external purposes in accordance with generallymedeaccounting principles;

c. Evaluated the effectiveness of the regissatisclosure controls and procedures and presémtinis report our conclusions about the
effectiveness of the disclosure controls and pros] as of the end of the period covered by #psnt based on such evaluation; and

d. Disclosed in this report any change in thggsteant’s internal control over financial repogithat occurred during the registrant’s fourth
fiscal quarter that has materially affected, aessonably likely to materially affect, the regasit's internal control over financial
reporting; and

5. The registran$ other certifying officer(s) and | have discloskdsed on our most recent evaluation of internadrobover financial reporting
to the registrant’s auditors and the audit commititthe registrant’s board of directors (or pessparforming the equivalent functions):

a. All significant deficiencies and material \Weasses in the design or operation of internalrobower financial reporting which are
reasonably likely to adversely affect the registsaability to record, process, summarize and refioancial information; and

b. Any fraud, whether or not material, that itves management or other employees who have disagttirole in the registrant’s internal
control over financial reporting

Date: May 14, 2013 By: /s/ Karthik Radhakrishnan

Karthik Radhakrishnan
Chief Financial Officer




EXHIBIT 32.1

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

In connection with the Quarterly Report of OpexafEpeutics, Inc. (the “Company”) on Form 10-Q for period ending March 31, 2013
(the “Report”), as filed with the Securities andcBange Commission on the date hereof, I, Neil Kridéa President and Chief Executive Officer

of the Company, certify, pursuant to 18 U.S.C. 812t adopted pursuant to §906 of the Sarbanesr@xleof 2002, to the best of my
knowledge, that:

1. The Report fully complies with the requiremesitsection 13(a) or 15(d) of the Securities Exg®wAct of 1934; and

2. The information contained in the Report faphgsents, in all material respects, the finan@aldition and results of operations of the
Company.

Date: May 14, 2013 By: /s/ Neil K. Warma

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




EXHIBIT 32.2

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

In connection with the Quarterly Report of OpexafEpeutics, Inc. (the “Company”) on Form 10-Q for period ending March 31, 2013
(the “Report”), as filed with the Securities andcBange Commission on the date hereof, |, KarthitHR&rishnan, Chief Financial Officer of the
Company, certify, pursuant to 18 U.S.C. §1350,cpted pursuant to 8906 of the Sarbanes-Oxley A2002, to the best of my knowledge, that:

1. The Report fully complies with the requiremeunitsection 13(a) or 15(d) of the Securities Exg®Act of 1934; and

2.  Theinformation contained in the Report faphesents, in all material respects, the finan@abdion and results of operations of the
Company.

Date: May 14, 2013 By: /s/ Karthik Radhakrishnan
Karthik Radhakrishnan
Chief Financial Officer
(Principal Financial and Accounting Officer)




