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PART I. Financial Information

Cautionary Note Regarding Forward-Looking Statements

This quarterly report includes forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, which we
refer to as the Securities Act, and Section 21E of the Securities Exchange Act of 1934, as amended, which we refer to as the Exchange Act. For this purpose, any
statement contained in this quarterly report, other than statements of historical fact, regarding, among other things:
 

 

•  the progress or scope of development of TC-5214, TC-5619, AZD3480 (TC-1734), AZD1446 (TC-6683), TC-6987 or any of our other product
candidates or programs, such as the target indication(s) for development, the size, design, population, conduct, objective, duration or endpoints of
any clinical trial, or the timing for initiation or completion of or reporting of results from any clinical trial, for submission or approval of any
regulatory filing (including a new drug application for TC-5214 with the U.S. Food and Drug Administration), for interactions with regulatory
authorities or, where applicable, for a decision by AstraZeneca whether to conduct particular development;

 

 •  the benefits that may be derived from any of our product candidates or the commercial opportunity in any target indication;
 

 •  any payments that AstraZeneca may make to us;
 

 •  our operations, financial position, revenues, costs or expenses; or
 

 •  our strategies, prospects, plans, expectations or objectives;

is a forward-looking statement made under the provisions of The Private Securities Litigation Reform Act of 1995. In some cases, words such as “may,” “will,”
“could,” “would,” “should,” “expect,” “intend,” “plan,” “anticipate,” “believe,” “estimate,” “predict,” “project,” “potential,” “continue,” “ongoing,” “scheduled”
or other comparable words identify forward-looking statements. Actual results, performance or experience may differ materially from those expressed or implied
by any forward-looking statement as a result of various important factors, including our critical accounting policies and risks and uncertainties relating, among
other things, to:
 

 •  our dependence on the success of our collaborations with AstraZeneca;
 

 
•  whether the favorable results of our Phase 2b trial of TC-5214 as an adjunct treatment for major depressive disorder will be replicated in Phase 3

clinical trials;
 

 •  whether we and AstraZeneca will receive the regulatory approvals required to market and sell TC-5214;
 

 
•  whether TC-5214 will be eligible for treatment in the United States as a new chemical entity with a five-year statutory exclusivity period, either

because we and AstraZeneca submit a new drug application for TC-5214 prior to October 1, 2012 or because the applicable statutory provision is re-
authorized by the U.S. Congress;
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•  the control or significant influence that AstraZeneca has over the development of TC-5214, AZD3480 and AZD1446, including as to the timing,

scope and design of any future clinical trials and as to the conduct at all of further development of AZD1446 in Alzheimer’s disease or of AZD3480
beyond the ongoing trial in Alzheimer’s disease;

 

 
•  the conduct and results of clinical trials and non-clinical studies and assessments of any of our product candidates, including the performance of third

parties engaged to execute them, delays resulting from any changes to the applicable protocols or difficulties or delays in subject enrollment or data
analysis;

 

 
•  whether positive findings from completed clinical trials of TC-5619 will be replicated in any future clinical trials and whether the designs and

endpoints of any such future clinical trials will be deemed by applicable regulatory authorities to be sufficient to support regulatory approval of TC-
5619 for any target indication;

 

 •  our ability to establish additional strategic alliances, collaborations and licensing or other arrangements on favorable terms;
 

 •  our ability to protect our intellectual property; and
 

 •  the timing and success of submission, acceptance and approval of regulatory filings.

Risks and uncertainties that we face are described in greater detail under the caption “Risk Factors” in Item 1A of Part I of our Annual Report on Form 10-K for
the year ended December 31, 2010 and in other filings that we make with the Securities and Exchange Commission, or SEC. As a result of the risks and
uncertainties to which our business is subject, the results or events indicated by any forward-looking statement may not occur. We caution you not to place undue
reliance on any forward-looking statement.

In addition, any forward-looking statement in this quarterly report represents our views only as of the date of this quarterly report and should not be
relied upon as representing our views as of any later date. We anticipate that subsequent events and developments may cause our views to change. Although we
may elect to update these forward-looking statements publicly at some point in the future, we specifically disclaim any obligation to do so, except as required by
applicable law. Our forward-looking statements do not reflect the potential impact of any future acquisitions, mergers, dispositions, joint ventures or investments
we may make.
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Item 1. Financial Statements

TARGACEPT, INC.

BALANCE SHEETS
(in thousands, except share and par value amounts)

(unaudited)
 

   
September 30,

2011   
December 31,

2010  

ASSETS    
Current assets:    

Cash and cash equivalents   $ 130,541   $ 165,854  
Investments in marketable securities - short term    82,939    48,168  
Receivables from collaborations    625    838  
Prepaid expenses    2,709    3,219  

    
 

   
 

Total current assets    216,814    218,079  
Investments in marketable securities - long term    57,380    38,487  
Property and equipment, net    5,409    6,072  
Intangible assets    136    149  

    
 

   
 

Total assets   $ 279,739   $ 262,787  
    

 

   

 

LIABILITIES AND STOCKHOLDERS’ EQUITY    
Current liabilities:    

Accounts payable   $ 1,423   $ 4,721  
Accrued expenses    16,115    10,516  
Current portion of long-term debt    1,594    1,710  
Current portion of deferred revenue    74,449    81,710  

    
 

   
 

Total current liabilities    93,581    98,657  
Long-term debt, net of current portion    2,195    1,349  
Deferred revenue, net of current portion    1,951    70,934  

    
 

   
 

Total liabilities    97,727    170,940  
Commitments and contingencies    
Stockholders’ equity:    

Common stock, $0.001 par value, 100,000,000 shares authorized and 33,378,532 and 28,870,691 shares issued and
outstanding at September 30, 2011 and December 31, 2010, respectively    33    29  

Preferred stock, $0.001 par value, 5,000,000 shares authorized and 0 shares issued and outstanding at September 30,
2011 and December 31, 2010    —      —    

Capital in excess of par value    399,123    309,994  
Accumulated other comprehensive (loss) income    (19)   225  
Accumulated deficit    (217,125)   (218,401) 

    
 

   
 

Total stockholders’ equity    182,012    91,847  
    

 
   

 

Total liabilities and stockholders’ equity   $ 279,739   $ 262,787  
    

 

   

 

See accompanying notes.
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TARGACEPT, INC.

STATEMENTS OF OPERATIONS
(in thousands, except share and per share amounts)

(unaudited)
 

   
Three Months Ended

September 30,   
Nine Months Ended

September 30,  
   2011   2010   2011   2010  
Operating revenues:      

License fees and milestones from collaborations   $ 18,538   $ 21,662   $ 78,159   $ 61,455  
Grant revenue    417    136    533    763  

    
 

   
 

   
 

   
 

Net operating revenues    18,955    21,798    78,692    62,218  
Operating expenses:      

Research and development (including stock-based compensation of
$1,243 and $624 for the three months ended September 30, 2011 and
2010, respectively, and $3,737 and $2,138 for the nine months ended
September 30, 2011 and 2010, respectively)    25,444    17,329    69,146    42,058  

General and administrative (including stock-based compensation of $905
and $601 for the three months ended September 30, 2011 and 2010,
respectively, and $2,774 and $1,565 for the nine months ended
September 30, 2011 and 2010, respectively)    2,842    2,052    9,146    5,688  

    
 

   
 

   
 

   
 

Total operating expenses    28,286    19,381    78,292    47,746  
    

 
   

 
   

 
   

 

(Loss) income from operations    (9,331)   2,417    400    14,472  
Other income (expense):      

Interest income    316    360    975    1,100  
Interest expense    (39)   (34)   (99)   (114) 

    
 

   
 

   
 

   
 

Total other income (expense)    277    326    876    986  
    

 
   

 
   

 
   

 

(Loss) income before income taxes    (9,054)   2,743    1,276    15,458  
Income tax (expense) benefit    —      (257)   —      (2,395) 

    
 

   
 

   
 

   
 

Net (loss) income   $ (9,054)  $ 2,486   $ 1,276   $ 13,063  
    

 

   

 

   

 

   

 

Basic net (loss) income per share   $ (0.27)  $ 0.09   $ 0.04   $ 0.46  
    

 

   

 

   

 

   

 

Diluted net (loss) income per share   $ (0.27)  $ 0.08   $ 0.04   $ 0.43  
    

 

   

 

   

 

   

 

Weighted average common shares outstanding—basic    33,377,874    28,622,187    31,049,104    28,482,224  
    

 

   

 

   

 

   

 

Weighted average common shares outstanding—diluted    33,377,874    30,173,406    32,361,508    30,109,023  
    

 

   

 

   

 

   

 

See accompanying notes.
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TARGACEPT, INC.

STATEMENTS OF CASH FLOWS
(in thousands)

(unaudited)
 

   
Nine Months Ended

September 30,  
   2011   2010  

Operating activities    
Net income   $ 1,276   $ 13,063  
Adjustments to reconcile net income to net cash (used in) provided by operating activities:    

Recognition of deferred revenue    (78,494)   (61,939) 
Amortization of premium on marketable securities, net    641    296  
Depreciation and amortization    1,854    1,459  
Stock-based compensation expense    6,511    3,703  
Excess tax benefits from stock-based compensation    —      (2,278) 

Changes in operating assets and liabilities:    
Receivables from collaborations    213    200,058  
Other current assets    259    (1,921) 
Accounts payable, license fees payable and accrued expenses    2,301    (10,326) 
Deferred license fee revenue    2,250    11,897  

    
 

   
 

Net cash (used in) provided by operating activities    (63,189)   154,012  

Investing activities    
Purchase of investments in marketable securities    (115,539)   (128,703) 
Proceeds from sale of investments in marketable securities    61,242    73,840  
Purchase of property and equipment    (1,179)   (1,700) 

    
 

   
 

Net cash used in investing activities    (55,476)   (56,563) 

Financing activities    
Principal payments on long-term debt    (1,402)   (1,075) 
Proceeds from issuance of long-term debt    2,132    1,228  
Proceeds from issuance of common stock, net    82,622    2,010  
Excess tax benefits from stock-based compensation    —      2,278  

    
 

   
 

Net cash provided by financing activities    83,352    4,441  
    

 
   

 

Net (decrease) increase in cash and cash equivalents    (35,313)   101,890  
Cash and cash equivalents at beginning of period    165,854    83,909  

    
 

   
 

Cash and cash equivalents at end of period   $ 130,541   $ 185,799  
    

 

   

 

See accompanying notes.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS
September 30, 2011

1. The Company and Nature of Operations

Targacept, Inc., or the Company, is a Delaware corporation formed on March 7, 1997. The Company is a biopharmaceutical company engaged in the design,
discovery and development of novel NNR Therapeutics™ for the treatment of diseases and disorders of the nervous system. The Company’s NNR Therapeutics
selectively target neuronal nicotinic receptors, which it refers to as NNRs. Its facilities are located in Winston-Salem, North Carolina.

2. Summary of Significant Accounting Policies

Basis of Presentation

The accompanying unaudited financial statements have been prepared in accordance with U.S. generally accepted accounting principles, or GAAP, for interim
financial information, the instructions to Form 10-Q and Article 10 of Regulation S-X. Accordingly, they do not include all of the information and footnotes
required by GAAP for complete financial statements and should be read in conjunction with the Company’s audited financial statements and notes thereto
included in its Annual Report on Form 10-K for the year ended December 31, 2010. In the opinion of the Company’s management, all adjustments, consisting of
normal recurring adjustments, necessary for a fair presentation of its financial position, operating results and cash flows for the periods presented have been
included. Operating results for the three and nine months ended September 30, 2011 are not necessarily indicative of the results that may be expected for the full
year, for any other interim period or for any future year.

Use of Estimates

The preparation of financial statements in conformity with GAAP requires management to make estimates and assumptions that affect the amounts of assets,
liabilities, revenues and expenses reported in the financial statements and accompanying notes. Actual results could differ from these estimates.

Fair Value Measurement

The Company follows Financial Accounting Standards Board, or FASB, Accounting Standards Codification, or ASC, Topic 820, Fair Value Measurements and
Disclosures, or ASC 820, for application to financial assets. ASC 820 defines fair value, provides a consistent framework for measuring fair value under GAAP
and requires fair value financial statement disclosures. ASC 820 applies only to the measurement and disclosure of financial assets that are required or permitted
to be measured and reported at fair value under other ASC topics (except for standards that relate to share-based payments such as ASC Topic 718, Compensation
– Stock Compensation).
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
2. Summary of Significant Accounting Policies (continued)
 
The valuation techniques required by ASC 820 may be based on either observable or unobservable inputs. Observable inputs reflect readily obtainable data from
independent sources, and unobservable inputs reflect the Company’s market assumptions. These inputs are classified into the following hierarchy:

Level 1 Inputs– quoted prices (unadjusted) in active markets for identical assets that the reporting entity has the ability to access at the measurement date;

Level 2 Inputs– inputs other than quoted prices included within Level 1 that are observable for the asset, either directly or indirectly; and

Level 3 Inputs– unobservable inputs for the asset.

The following tables present the Company’s investments in marketable securities (including those classified on the Company’s balance sheet as cash equivalents)
that are measured at fair value on a recurring basis as of September 30, 2011 and December 31, 2010, respectively:
 

September 30, 2011   

Quoted
Prices in
Active

Markets
(Level 1)    

Significant
Other

Observable
Inputs

(Level 2)    

Significant
Unobservable

Inputs
(Level 3)  

   (in thousands)  
U.S. Treasury and U.S. or state government agency-backed securities   $ 71,313    $ —      $ —    
Corporate debt securities    72,434     —       —    
Certificates of deposit    13,000     —       —    
Accrued interest    565     —       —    

    
 

    
 

    
 

Total cash equivalents and marketable securities   $157,312    $ —      $ —    
    

 

    

 

    

 

 

December 31, 2010   

Quoted
Prices in
Active

Markets
(Level 1)    

Significant
Other

Observable
Inputs

(Level 2)    

Significant
Unobservable

Inputs
(Level 3)  

   (in thousands)  
U.S. Treasury and U.S. or state government agency-backed securities   $ 47,463    $ —      $ —    
Corporate debt securities    41,874     —       —    
Certificates of deposit    13,000     —       —    
Accrued interest    314     —       —    

    
 

    
 

    
 

Total cash equivalents and marketable securities   $102,651    $ —      $ —    
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
2. Summary of Significant Accounting Policies (continued)
 
Investments in Marketable Securities

Consistent with its investment policy, the Company invests its cash allocated to fund its short-term liquidity requirements with prominent financial institutions in
bank depository accounts and institutional money market funds and the Company invests the remainder of its cash in U.S. Treasury notes and bonds, U.S. and
state government agency-backed certificates, corporate debt securities that are rated at least A quality or equivalent and certificates of deposit.

The Company determines the appropriate classification of marketable securities at the time of purchase and reevaluates its classification as of each balance sheet
date. All marketable securities owned during the nine months ended September 30, 2011 and 2010 were classified as available for sale. The cost of securities sold
is based on the specific identification method. Investments in marketable securities are recorded as of each balance sheet date at fair value, with unrealized gains
and, to the extent deemed temporary, unrealized losses included in stockholders’ equity. Interest and dividend income on investments in marketable securities,
accretion of discounts and amortization of premiums and realized gains and losses are included in interest income in the statement of operations.

An investment in marketable securities is considered to be impaired when a decline in fair value below its cost basis is determined to be other than temporary. The
Company evaluates whether a decline in fair value of an investment in marketable securities below its cost basis is other than temporary using available evidence.
In the event that the cost basis of the investment exceeds its fair value, the Company evaluates, among other factors, the amount and duration of the period that
the fair value is less than the cost basis, the financial health of and business outlook for the issuer, including industry and sector performance, operational and
financing cash flow factors, overall market conditions and trends, the Company’s intent to sell the investment and whether it is more likely than not the Company
would be required to sell the investment before its anticipated recovery. If a decline in fair value is determined to be other than temporary, the Company records
an impairment charge in the statement of operations and establishes a new cost basis in the investment.

Revenue Recognition

The Company uses the revenue recognition guidance established by ASC Topic 605, Revenue Recognition, or ASC 605. In determining the accounting for
collaboration and alliance agreements, the Company follows the provisions of ASC 605, Subtopic 25, Multiple Element Arrangements, or ASC 605-25. ASC 605-
25 provides guidance on whether an arrangement that involves multiple revenue-generating activities or deliverables should be divided into separate units of
accounting for revenue recognition purposes and, if division is required, how the arrangement consideration should be allocated among the separate units of
accounting. If the arrangement constitutes separate units of accounting according to the separation criteria of ASC 605-25, a revenue recognition policy must be
determined for each unit. If the arrangement constitutes a single unit of accounting, the revenue recognition policy must be determined for the entire arrangement.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
2. Summary of Significant Accounting Policies (continued)
 
Collaboration research and development revenue is earned and recognized as research is performed and related expenses are incurred. Non-refundable upfront
fees, which may include, for example, an initial payment upon effectiveness of the contractual relationship, payment representing a common stock purchase
premium or payment to secure a right for a future license, are recorded as deferred revenue and recognized into revenue as license fees and milestones from
collaborations on a straight-line basis over the estimated period of the Company’s substantive performance obligations. If the Company does not have substantive
performance obligations, it recognizes non-refundable upfront fees into revenue over the estimated development period for the applicable licensed product
candidate(s).

Revenue for non-refundable payments based on the achievement of collaboration milestones beginning January 1, 2011 is recognized in accordance with ASC
605, Subtopic 28, Milestone Method, or ASC 605-28. Under ASC 605-28, a milestone payment is recognized as revenue when the applicable event is achieved if
the event meets the definition of a milestone and the milestone is determined to be substantive. ASC 605-28 defines a milestone event as an event having all of
the following characteristics: (1) there is substantive uncertainty regarding achievement of the milestone event at the inception of the arrangement; (2) the event
can only be achieved based, in whole or in part, on either the Company’s performance or a specific outcome resulting from the Company’s performance; and
(3) if achieved, the event would result in additional payment due to the Company. A milestone is considered substantive if it meets all of the following criteria:
(1) the payment is commensurate with either the Company’s performance to achieve the milestone or with the enhancement of the value of the delivered item;
(2) the payment relates solely to past performance; and (3) the payment is reasonable relative to all of the deliverables and payment terms within the arrangement.
If any of these conditions is not met, the milestone payment is deferred and recognized on a straight-line basis over a period determined as discussed above.

Research and development costs that are reimbursable under collaboration agreements are recorded in accordance with ASC 605, Subtopic 45, Principal Agent
Considerations. Amounts reimbursed under a cost sharing arrangement are reflected as a reduction of research and development expense.

Grant payments received prior to the Company’s performance of work required by the terms of the award are recorded as deferred revenue and recognized as
grant revenue as the Company performs the work and incurs qualifying costs.

Income Taxes

The Company uses the liability method in accounting for income taxes as required by ASC Topic 740, Income Taxes, or ASC 740. Under ASC 740, deferred tax
assets and liabilities are recorded for operating loss and tax credit carryforwards and for the future tax consequences attributable to the differences between the
financial statement carrying amounts of existing assets and liabilities and their respective tax bases. Deferred tax assets and liabilities are measured using enacted
tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be recovered or settled. The effect of a change in
tax rates on deferred tax assets and liabilities is recognized in the results of operations in the period that includes the enactment date. A valuation allowance is
recorded to reduce the carrying amounts of deferred tax assets unless it is more likely
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
2. Summary of Significant Accounting Policies (continued)
 
than not that the assets will be realized. ASC 740 prescribes a recognition threshold and measurement attribute for the financial statement recognition and
measurement of a tax position taken or expected to be taken in a tax return. ASC 740 requires interim income tax expense or benefit to be calculated using an
estimated annual effective tax rate, unless the taxpayer’s best estimate of the annual effective tax rate is the actual year-to-date tax rate. ASC 740 also provides
guidance on de-recognition, classification, interest and penalties, accounting in interim periods, disclosures and transition. The Company’s policy is to classify
any interest recognized in accordance with ASC 740 as interest expense and to classify any penalties recognized in accordance with ASC 740 as an expense other
than income tax expense.

Net Income or Loss Per Share

The Company computes net income or loss per share in accordance with ASC Topic 260, Earnings Per Share, or ASC 260. Under the provisions of ASC 260,
basic net income or loss per share, or Basic EPS, is computed by dividing net income or loss by the weighted average number of common shares outstanding.
Diluted net income or loss per share, or Diluted EPS, is computed by dividing net income or loss by the weighted average number of common shares outstanding
plus, in the case of diluted net income per share, dilutive common share equivalents outstanding. The calculations of Basic EPS and Diluted EPS are set forth in
the table below (in thousands, except share and per share amounts):
 

   
Three Months Ended

September 30,    
Nine Months Ended

September 30,  
   2011   2010    2011    2010  
Basic:        

Net (loss) income   $ (9,054)  $ 2,486    $ 1,276    $ 13,063  
    

 

   

 

    

 

    

 

Weighted average common shares - basic    33,377,874    28,622,187     31,049,104     28,482,224  
    

 

   

 

    

 

    

 

Basic EPS   $ (0.27)  $ 0.09    $ 0.04    $ 0.46  
    

 

   

 

    

 

    

 

Diluted:        
Net (loss) income   $ (9,054)  $ 2,486    $ 1,276    $ 13,063  

    

 

   

 

    

 

    

 

Weighted average common shares - basic    33,377,874    28,622,187     31,049,104     28,482,224  
Common share equivalents    —      1,551,219     1,312,404     1,626,799  

    
 

   
 

    
 

    
 

Weighted average common shares - diluted    33,377,874    30,173,406     32,361,508     30,109,023  
    

 

   

 

    

 

    

 

Diluted EPS   $ (0.27)  $ 0.08    $ 0.04    $ 0.43  
    

 

   

 

    

 

    

 

Common share equivalents consist of the incremental common shares issuable upon the exercise of stock options. For the three months ended September 30,
2011, the Company excluded all common share equivalents from the calculation of Diluted EPS because the Company had net loss. As a result, Diluted EPS is
identical to Basic EPS for the three months ended September 30, 2011. If the Company had been in a net income position for the three months ended
September 30, 2011, 3,800,681 shares subject to outstanding stock options may have been included in the calculation of common share equivalents using the
treasury stock method.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
2. Summary of Significant Accounting Policies (continued)
 
Shares subject to outstanding stock options that were anti-dilutive and consequently not included in the calculation of common share equivalents totaled 923,313
for the three months ended September 30, 2010, and 1,575,767 and 824,259 for the nine months ended September 30, 2011 and 2010, respectively, calculated on
a weighted average basis.

Common Stock and Stock-Based Compensation

In May 2011, the Company completed an underwritten public offering of 3,658,537 shares of its common stock at a price of $20.50 per share. In June 2011, the
Company sold an additional 548,780 shares of its common stock upon the exercise of the over-allotment option granted to the underwriters, also at a price of
$20.50 per share. The Company’s net proceeds from the offering, after deducting underwriters’ discounts and commissions and offering expenses paid by the
Company, were $80,840,000.

The Company issued 300,524 shares of common stock upon the exercise of stock options during the nine months ended September 30, 2011. The Company
issued 643,862 shares of common stock upon the exercise of stock options during the year ended December 31, 2010.

The Company granted to employees options to purchase 926,141 shares of common stock as of a grant date of March 29, 2011. These stock options have an
estimated aggregate fair value, using the Black-Scholes-Merton formula, of $14,954,000. The Company is recording this amount, as adjusted for forfeitures, as
stock-based compensation on a straight line basis over 16 quarters that began with the quarter ended March 31, 2011.

Comprehensive Income or Loss

Comprehensive income or loss is comprised of net income or loss and net other comprehensive income or loss. Net other comprehensive income or loss includes
unrealized gains and losses on the Company’s available-for-sale securities, which are excluded from net income. The following is a reconciliation of net income
or loss to comprehensive income for the periods presented.
 

   
Three Months Ended

September 30,    
Nine Months Ended

September 30,  
   2011   2010    2011   2010  
   (in thousands)    (in thousands)  
Net (loss) income   $(9,054)  $2,486    $1,276   $13,063  
Unrealized (loss) gain on available-for-sale securities, net    (218)   288     (244)   319  

    
 

   
 

    
 

   
 

Comprehensive (loss) income   $(9,272)  $2,774    $1,032   $13,382  
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
2. Summary of Significant Accounting Policies (continued)
 
Intellectual Property

The Company capitalizes the cost of intellectual property acquired or licensed from external sources as intangible assets if, at the time of acquisition, the
intellectual property has reached technological feasibility. The cost of intellectual property acquired or licensed from external sources that has not reached
technological feasibility at the time of acquisition or that has no expected future use is charged to research and development expense as incurred. The Company
records all other charges related to the filing, prosecution and maintenance of patents to expense as incurred.

Recent Accounting Pronouncements

In June 2011, the FASB issued Accounting Standards Update No. 2011-05, Presentation of Comprehensive Income, or ASU 2011-05. ASU 2011-05 amends the
current guidance on the presentation of comprehensive income to give an entity the option to present comprehensive income in either one continuous statement or
two consecutive financial statements. The option under current guidance that permits the presentation of components of other comprehensive income as part of
the statement of changes in stockholders’ equity has been eliminated. ASU 2011-05 does not change the items that must be reported in other comprehensive
income. ASU 2011-05 is effective for fiscal years beginning on or after December 15, 2011, and for interim periods within those years, applied retrospectively for
all periods presented. Early adoption is permitted. The Company does not expect ASU 2011-05 to have a material impact on its financial position, results of
operations or cash flows as it is disclosure-only in nature.

In May 2011, the FASB issued Accounting Standards Update No. 2011-04, Amendments to Achieve Common Fair Value Measurement and Disclosure
Requirements in U.S. GAAP and IFRSs, or ASU 2011-04. ASU 2011-04 amends the current guidance to expand existing disclosure requirements and to change
the description of many of the GAAP requirements for measuring fair value. ASU 2011-04 is effective for interim and annual periods beginning after
December 15, 2011. The Company does not expect ASU 2011-04 to have a material impact on its financial position, results of operations or cash flows.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
3. Investments in Marketable Securities

The following is a reconciliation of amortized cost to fair value of available-for-sale marketable securities (including those classified on the Company’s balance
sheet as cash equivalents) held at September 30, 2011 and December 31, 2010:
 

September 30, 2011   
Amortized

Cost    

Gross
Unrealized

Gains    

Gross
Unrealized

Losses   Fair Value  
Security type   (in thousands)  

Cash Equivalents        
U.S. Treasury and U.S. or state government agency-backed securities   $ 3,000    $ —      $ —     $ 3,000  
Corporate debt securities    13,998     —       (5)   13,993  

Marketable Securities - Short term        
U.S. Treasury and U.S. or state government agency-backed securities    37,210     33     (3)   37,240  
Corporate debt securities    32,514     41     (37)   32,518  
Certificates of deposit    13,000     —       —      13,000  
Accrued interest    181     —       —      181  

Marketable Securities - Long term        
U.S. Treasury and U.S. or state government agency-backed securities    30,998     88     (13)   31,073  
Corporate debt securities - long term    26,046     50     (173)   25,923  
Accrued interest    384     —       —      384  

    
 

    
 

    
 

   
 

Total available-for-sale marketable securities   $ 157,331    $ 212    $ (231)  $ 157,312  
    

 

    

 

    

 

   

 

 

December 31, 2010  
Amortized

Cost    

Gross
Unrealized

Gains   

Gross
Unrealized

Losses   Fair Value  
Security type  (in thousands)  

Cash Equivalents      
U.S. Treasury and U.S. or state government agency-backed securities  $ 11,998    $ 1   $ —     $ 11,999  
Corporate debt securities   3,999     —      (2)   3,997  

Marketable Securities - Short term      
U.S. Treasury and U.S. or state government agency-backed securities   14,698     2    —      14,700  
Corporate debt securities   20,391     18    —      20,409  
Certificates of deposit   13,000     —      —      13,000  
Accrued interest   59     —      —      59  

Marketable Securities - Long term      
U.S. Treasury and U.S. or state government agency-backed securities   20,689     84    (9)   20,764  
Corporate debt securities - long term   17,337     149    (18)   17,468  
Accrued interest   255     —      —      255  

   
 

    
 

   
 

   
 

Total available-for-sale marketable securities  $ 102,426    $ 254   $ (29)  $ 102,651  
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
3. Investments in Marketable Securities (continued)
 
As of September 30, 2011, the Company held investments in marketable securities with unrealized gains of $212,000 and unrealized losses of $231,000. For
investments in an unrealized loss position, the duration of the loss was less than 12 months. None of these investments is considered to be other-than-temporarily
impaired.

As of September 30, 2011, the Company’s investments in marketable securities, including those classified on its balance sheet as cash equivalents, reach maturity
between October 2011 and September 2014, with a weighted average maturity date of September 14, 2012.

4. Income Taxes

For the three and nine months ended September 30, 2011, the Company did not recognize any income tax expense. For the three and nine months ended
September 30, 2010, the Company recognized $257,000 and $2,395,000, respectively, of income tax expense, primarily as a result of the application of ASC 740
to stock-based compensation. Exercises of stock options during the three and nine months ended September 30, 2010 resulted in tax deductions for stock-based
compensation in excess of expense recorded for the stock options under GAAP, resulting in income tax benefit of $160,000 and $2,278,000, respectively. The
Company recognized the income tax benefit related to the excess tax deductions as an increase to capital in excess of par value, which based on ASC 740 resulted
in an offsetting charge in the same amount to income tax expense. As of September 30, 2011, the Company had $7,565,000 of cumulative tax deductions from
exercises of stock options in periods of net loss in excess of expense recorded for the stock options under GAAP. The benefit of these excess tax deductions had
not begun to be realized as of September 30, 2011 because the Company has incurred cumulative net operating losses. Accordingly, the tax benefit will not be
recognized as an increase to capital in excess of par value until the excess deductions reduce income taxes payable.

Because the Company has incurred cumulative net operating losses since inception, all tax years remain open to examination by U.S. federal, North Carolina and
Massachusetts tax authorities. The Company’s 2009, 2008, 2007 and 2006 North Carolina income tax returns are under examination.

5. Strategic Alliance and Collaboration Agreements

AstraZeneca AB

Cognitive Disorders

In December 2005, the Company entered into a collaborative research and license agreement with AstraZeneca AB under which the Company granted
AstraZeneca exclusive development and worldwide commercialization rights to the Company’s product candidate known as AZD3480 (TC-1734) as a treatment
for specified conditions characterized by cognitive impairment, including attention deficit/hyperactivity disorder, or ADHD. The Company is eligible to receive
license fees and milestone payments under the agreement. The amount of license fees and milestone payments depends on the timing and achievement of
development, regulatory, first commercial sale and first detail milestone events.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
5. Strategic Alliance and Collaboration Agreements (continued)
 
AstraZeneca paid the Company an initial fee of $10,000,000 in February 2006. Based on the agreement terms, the Company allocated $5,000,000 of the initial fee
to the research collaboration, which the Company recognized as revenue on a straight-line basis over the four-year term of the research collaboration. The
Company deferred recognition of the remaining $5,000,000 of the initial fee, which was allocated to the AZD3480 license grants, until December 2006, when
AstraZeneca made a determination to proceed with further development of AZD3480. As a result, in the first quarter of 2007, the Company began recognizing the
$5,000,000 of the initial fee that it had previously deferred as revenue on a straight-line basis over the estimated development period for AZD3480. In July 2009,
based on feedback received from AstraZeneca regarding its development plans for AZD3480 for ADHD, the Company extended its estimate of the development
period for AZD3480 to continue through 2013 and began recognizing the part of the $5,000,000 portion of the initial fee not yet recognized as of April 1, 2009
into revenue on a straight-line basis over the remaining estimated development period. In September 2010, the Company and AstraZeneca amended the
agreement to enable the Company to conduct a clinical trial of AZD3480 in Alzheimer’s disease and to provide for respective roles and responsibilities and
associated financial terms for such a study. Under the amendment, the Company received from AstraZeneca $500,000 in October 2010 and $2,000,000 in
September 2011 and is eligible to receive additional payments of up to $3,700,000 in the aggregate. The Company is recognizing both the portion of the
$5,000,000 of the initial fee attributable to AZD3480 license grants not yet recognized and the payments received under the amendment into revenue on a
straight-line basis through 2013, which is the estimated period of the Company’s performance obligations under the agreement as amended. The Company
recognized $145,000 of the initial fee as revenue for each of the three-month periods ended September 30, 2011 and 2010 and $434,000 and $538,000 of the
initial fee as revenue for the nine months ended September 30, 2011 and 2010, respectively. The Company recognized $103,000 and $228,000 of the payments
received under the amendment for the three and nine months ended September 30, 2011, respectively.

Under the agreement, the Company is also eligible to receive (1) additional payments of up to $145,000,000 (not including the $3,700,000 in potential additional
payments from AstraZeneca in respect of the clinical trial of AZD3480 in Alzheimer’s disease referenced above) if development, regulatory and first commercial
sale milestone events for AZD3480 are achieved only for Alzheimer’s disease, (2) other payments if development, regulatory, first commercial sale and first
detail milestone events for AZD3480 are achieved for any other target indication under the agreement and (3) if regulatory approval is achieved for AZD3480 for
any particular indication, stepped double-digit royalties on any sales of AZD3480 for that indication or any other indication. Under the terms of a sponsored
research agreement and a subsequent license agreement between the Company and University of Kentucky Research Foundation, or UKRF, if the Company
receives any of these payments from AstraZeneca related to AZD3480, including royalties, the Company is required to pay a low-single digit percentage of each
such payment to UKRF.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
5. Strategic Alliance and Collaboration Agreements (continued)
 
With respect to AZD1446, the most advanced product candidate that arose out of the parties’ preclinical research collaboration described below, the Company is
also eligible to receive payments of up to $73,000,000, if development, regulatory, first commercial sale and first detail milestone events for AZD1446 are
achieved for a single indication under the agreement, and, if regulatory approval is achieved for AZD1446 for any particular indication, stepped royalties on any
sales of AZD1446 for that indication or any other indication. The Company would recognize any revenue based on the achievement of any milestone event under
the agreement upon achievement of the milestone event if the Company determines that the revenue satisfies the requirements for immediate recognition under its
revenue recognition policy (see Note 2).

In October 2007, the Company provided notice under the agreement offering AstraZeneca the right to license its product candidate TC-5619 for specified
conditions characterized by cognitive impairment. Based on a subsequent election by AstraZeneca made under the terms of the agreement, AstraZeneca paid the
Company $2,000,000 and the Company agreed to develop TC-5619 independently through completion of Phase 1 clinical development and a Phase 2 clinical
proof of concept clinical trial in accordance with a mutually acceptable development plan, following which AstraZeneca would have the right to license TC-5619
on terms specified in the agreement (as it was amended in April 2010 as described below). The Company recognized the $2,000,000 payment as revenue on a
straight-line basis over the estimated period of the Company’s research and development obligations for TC-5619. The Company completed its research and
development obligations for TC-5619 under the agreement in the second quarter of 2011. Accordingly, as of June 30, 2011, all of the $2,000,000 payment related
to TC-5619 received from AstraZeneca was recognized into revenue. The Company recognized $43,000 of the payment as revenue for the three months ended
September 30, 2010, and $87,000 and $235,000 of the payment as revenue for the nine months ended September 30, 2011 and 2010, respectively.

In April 2010, the Company and AstraZeneca amended the agreement to modify the terms applicable to TC-5619. In conjunction with the amendment, the
Company and AstraZeneca agreed to an expanded development program for TC-5619 and the Company received a payment of $11,000,000 to maintain
AstraZeneca’s option to license TC-5619. The Company recorded the $11,000,000 payment as deferred revenue and recognized it as revenue on a straight-line
basis over the estimated period of the Company’s research and development obligations for TC-5619 under the agreement, which, as noted above, were
completed in the second quarter of 2011. Accordingly, as of June 30, 2011, all of the $11,000,000 payment related to TC-5619 received from AstraZeneca was
recognized into revenue. The Company recognized $2,357,000 of the payment as revenue for the three months ended September 30, 2010, and $4,714,000 and
$3,929,000 of the payment as revenue for the nine months ended September 30, 2011 and 2010, respectively. In late April 2011, the Company received notice
from AstraZeneca that it had determined not to exercise its license option.

The Company has received payments upon achievement of milestone events under the agreement that it recognized in full as revenue upon achievement because
the event met each of the conditions required for immediate recognition under its revenue recognition policy (see Note 2). In particular, the Company received a
$10,000,000 payment from AstraZeneca in July 2009 based on achievement
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
5. Strategic Alliance and Collaboration Agreements (continued)
 
of the objective in a completed Phase 2 clinical trial of AZD3480 in adults with ADHD, a milestone event under an amendment to the agreement. The Company
made a payment of $350,000 to UKRF in January 2010 as a result of the $10,000,000 payment received from AstraZeneca. The Company has also received
cumulative payments from AstraZeneca of $2,600,000 based on the achievement of milestone events related to the development of product candidates arising
under the parties’ completed preclinical research collaboration, including AZD1446.

TC-5214

In December 2009, the Company entered into a collaboration and license agreement with AstraZeneca AB for the global development and commercialization of
TC-5214. Under the agreement, AstraZeneca made an upfront payment to the Company of $200,000,000 and the Company is eligible to receive cumulative
payments of up to an additional $540,000,000 if specified development, regulatory and first commercial sale milestone events for TC-5214 are achieved,
cumulative payments of up to an additional $500,000,000 if specified sales related milestone events for TC-5214 are achieved and significant stepped double-
digit royalties on net sales of TC-5214 worldwide. The Company recorded the upfront payment made by AstraZeneca as deferred revenue and is recognizing the
payment as revenue on a straight-line basis over the estimated period of the Company’s substantive performance obligations under the agreement, or
approximately 33 months after the agreement date. The Company recognized $18,290,000 of the upfront payment as revenue for the each of the three-month
periods ended September 30, 2011 and 2010 and $54,274,000 of the upfront payment as revenue for each of the nine-month periods ended September 30, 2011
and 2010. The Company would recognize as revenue the full amount of each payment received based on the achievement of a milestone event under the
agreement upon achievement of the milestone event if the Company determines that the revenue satisfies the requirements for immediate recognition under its
revenue recognition policy (see Note 2).
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
5. Strategic Alliance and Collaboration Agreements (continued)
 
The Company and AstraZeneca have jointly designed a program for the global development of TC-5214. The initial program includes development of TC-5214
as an adjunct therapy and as a “switch” monotherapy, in each case in patients with major depressive disorder who do not respond adequately to initial
antidepressant treatment. AstraZeneca is responsible for 80% and the Company is responsible for 20% of the costs of the initial program, except that AstraZeneca
is responsible for 100% of development costs that are required only to obtain or maintain regulatory approval in countries outside the United States and the
European Union. The Company has the right to terminate its obligation to fund its share of the costs of the initial program once it has funded a specified amount.
In addition, for each of the Company and AstraZeneca, costs that were not contemplated at execution to be part of the initial program may in some cases be
excluded from the cost-sharing arrangement. If the Company funds the specified amount and terminates its obligation to fund its share of further costs of the
initial program, any future milestones and royalties payable to the Company under this agreement would be reduced by the amount of the Company’s unfunded
share plus interest at a specified rate, subject to a maximum reduction that may be applied to any one payment. In addition, if the Company and AstraZeneca
mutually agree to develop TC-5214 for any indication other than major depressive disorder or in any formulation other than those contemplated by the initial
program, the same cost-sharing arrangement would apply, except that the Company would have the immediate right to terminate its obligation to fund its share of
development costs for the other indication or formulation. If the Company terminates its obligation to fund its share of these other development costs, any future
milestones and royalties payable to the Company under this agreement would be reduced by the amount of the Company’s unfunded share plus interest at a
specified rate, subject to a maximum reduction that may be applied to any one payment, but only from and after the occurrence of a specified event to be agreed
upon by the parties.

The Company’s portion of the costs of the initial program was $8,742,000 and $2,888,000 for the three months ended September 30, 2011 and 2010, respectively,
and $21,945,000 and $4,915,000 for the nine months ended September 30, 2011 and 2010, respectively. AstraZeneca’s allocable portion of the initial program
costs paid by the Company was $132,000 and $929,000 for the three months ended September 30, 2011 and 2010, respectively, and $332,000 and $1,812,000 for
the nine months ended September 30, 2011 and 2010, respectively. AstraZeneca’s allocable portion of the initial program costs paid by the Company is reflected
in the Company’s financial statements as a reduction to research and development expense.

AstraZeneca is responsible under the agreement for executing and funding the costs of global commercialization of TC-5214. The Company has retained an
option to co-promote TC-5214 to a specified target physician audience in the United States. If the Company exercises its co-promotion option, AstraZeneca
would compensate the Company on a per detail basis. AstraZeneca is also responsible under the agreement for the manufacture and supply of TC-5214.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
5. Strategic Alliance and Collaboration Agreements (continued)
 
Under the terms of an existing license agreement, the Company paid $16,000,000 to University of South Florida Research Foundation, or USFRF, in February
2010 based on the Company’s receipt of the upfront payment from AstraZeneca and would be required to pay to USFRF a percentage of each milestone payment
that may be received from AstraZeneca, after deducting from the milestone payment the unexhausted portion of the Company’s projected share of the costs of the
initial development program for TC-5214, as well as royalties on any future TC-5214 product sales. The percentage of each milestone payment, net of any
deduction, that the Company would be required to pay would be at least 10% and could be greater in specified circumstances. Based on the terms of the license
agreement with USFRF and the terms of another existing license agreement with Yale University, the Company expects to pay royalties at an effective worldwide
rate in the low single digits and that the effective royalty rate could in some circumstances reach the mid single digits.

GlaxoSmithKline

On July 27, 2007, the Company entered into a product development and commercialization agreement with SmithKline Beecham Corporation, doing business as
GlaxoSmithKline, and Glaxo Group Limited, which are referred to together as GlaxoSmithKline, that set forth the terms of an alliance designed to discover,
develop and market product candidates that selectively target specified NNR subtypes for specified therapeutic focus areas. In February 2011, the Company
received notice of termination of the agreement. By the terms of the agreement, the termination became effective in late May 2011.

Under the agreement and a related stock purchase agreement, GlaxoSmithKline made an initial payment to the Company of $20,000,000 and purchased 1,275,502
shares of the Company’s common stock for an aggregate purchase price of $15,000,000 on July 27, 2007. The purchase price paid by GlaxoSmithKline reflected
an aggregate deemed premium of $3,521,000, based on the closing price of the Company’s common stock on the trading day immediately preceding the date that
agreements were signed and announced. The Company deferred recognition of both the initial payment made by GlaxoSmithKline and the deemed premium paid
for the shares of the Company’s common stock purchased by GlaxoSmithKline and was recognizing both amounts into revenue on a straight-line basis over the
nine-year period of the Company’s research and early development obligations estimated at inception of the agreement. The Company recognized $653,000 and
$1,960,000 of the initial payment and deemed premium as revenue for the three and nine months ended September 30, 2010, respectively.
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TARGACEPT, INC.

NOTES TO UNAUDITED FINANCIAL STATEMENTS (continued)
September 30, 2011

 
5. Strategic Alliance and Collaboration Agreements (continued)
 
In December 2007, the Company received a $6,000,000 payment from GlaxoSmithKline upon the achievement of a specified milestone event under the
agreement. The Company determined the payment did not meet each of the conditions of its revenue recognition policy (see Note 2) required for recognition of
the full amount into revenue upon achievement of the milestone. Specifically, based on the progress of this product candidate as of inception of the agreement,
there was not substantive uncertainty regarding achievement of the milestone event within the meaning of the Company’s revenue recognition policy.
Accordingly, the Company recorded the payment as deferred revenue and was recognizing it into revenue on a straight-line basis over the remaining portion of
the nine-year period of the Company’s research and early development obligations estimated at inception of the agreement. The Company recognized $173,000
and $519,000 of the payment as revenue for the three and nine months ended September 30, 2010, respectively.

As a result of its receipt in February 2011 of notice of termination of the agreement, the Company recognized the remaining $18,421,000 of the payments
discussed above not previously recognized into revenue for the first quarter of 2011 in accordance with its revenue recognition policy (see Note 2).

6. Long-term Debt

In June 2011, the Company borrowed $2,132,000 under a loan agreement with a bank entered into in July 2010. The Company’s June 2011 borrowing bears
interest at a fixed rate of 3.471% per annum and is repayable in equal monthly installments of $48,000 that began July 1, 2011 and continue through the maturity
date of June 1, 2015. Pursuant to the loan agreement, the Company granted a first priority security interest in favor of the bank in the assets acquired with the
proceeds of the loan.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations

You should read the following discussion and analysis of our financial condition and results of operations together with our financial statements and
the related notes included in this quarterly report and our audited financial statements and Management’s Discussion and Analysis of Financial Condition and
Results of Operations included in our Annual Report on Form 10-K for the year ended December 31, 2010, which is on file with the SEC. In addition to historical
information, the following discussion contains forward-looking statements that involve risks, uncertainties and assumptions. Our actual results, performance or
experience could differ materially from what is indicated by any forward-looking statement due to various important factors, risks and uncertainties, including,
but not limited to, those set forth under “Cautionary Note Regarding Forward-Looking Statements” in Part I of this quarterly report and under “Risk Factors” in
Item 1A of Part I of our Annual Report on Form 10-K for the year ended December 31, 2010 and other filings that we make with the SEC.

Overview

Background

We are a biopharmaceutical company engaged in the design, discovery and development of novel NNR Therapeutics™ for the treatment of diseases
and disorders of the nervous system. Our NNR Therapeutics selectively target a class of receptors known as neuronal nicotinic receptors, which we refer to as
NNRs. NNRs are found on nerve cells throughout the nervous system and serve as key regulators of nervous system activity.

We have multiple clinical-stage product candidates and preclinical programs in areas in which we believe there are significant medical need and
commercial potential, as well as proprietary drug discovery technologies. We also have two collaboration agreements with AstraZeneca. One is for the global
development and commercialization of TC-5214 as a treatment for major depressive disorder, or MDD, and we refer to that agreement in this quarterly report as
our “TC-5214 agreement with AstraZeneca.” The other is focused in cognitive disorders, and we refer to that agreement in this quarterly report as our “cognitive
disorders agreement with AstraZeneca.”

Our most advanced product candidates are described briefly below:
 

 

•  TC-5214. TC-5214 is a nicotinic channel modulator that is thought to derive antidepressant activity by modulating the activity of various NNR
subtypes. We are co-developing TC-5214 with AstraZeneca under our TC-5214 agreement with AstraZeneca as an adjunct, or add-on, to
antidepressant therapy for patients with MDD who do not respond adequately to initial treatment. We and AstraZeneca are also conducting a Phase
2b clinical trial of TC-5214 as a “switch” monotherapy in patients with MDD who do not respond adequately to initial antidepressant treatment.
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•  TC-5619. TC-5619 is a novel small molecule that modulates the activity of the a7 NNR and is in Phase 2 clinical development. We are conducting
preparatory activities for two additional planned trials, a Phase 2b study as a treatment for negative symptoms and cognitive dysfunction in
schizophrenia and a Phase 2 study as a treatment for attention deficit/hyperactivity disorder, or ADHD, in patients with inattentive predominant
ADHD. We are also considering potential additional Phase 2 development of TC-5619 as a treatment for Alzheimer’s disease.

 

 

•  AZD3480 (TC-1734). AZD3480 is a novel small molecule that modulates the activity of the a4ß2 NNR and is subject to our cognitive disorders
agreement with AstraZeneca. AstraZeneca or we have conducted several Phase 2 clinical studies of AZD3480 in various cognitive disorders. In
October 2011, we initiated a Phase 2b study of AZD3480 as a treatment for mild to moderate Alzheimer’s disease. AZD3480 has also been under
consideration by AstraZeneca for potential additional development in ADHD. Based on discussions with AstraZeneca, we do not currently expect
AstraZeneca will conduct further development of AZD3480 in ADHD based on concerns about the adequacy of the therapeutic margin for the
ADHD patient population.

 

 
•  AZD1446 (TC-6683). AZD1446 is a novel small molecule that modulates the activity of the a4ß2 NNR and is under consideration for Phase 2

clinical development as a treatment for Alzheimer’s disease under our cognitive disorders agreement with AstraZeneca. We expect AstraZeneca to
make an advancement decision in the fourth quarter of 2011.

 

 
•  TC-6987. TC-6987 is a novel small molecule that modulates the activity of the a7 NNR and is in development as a treatment for inflammatory

disorders. We are conducting two ongoing Phase 2 clinical studies that are planned to help guide the selection of indications for which TC-6987 is
best suited for later-stage development. One of the studies is in asthma and the other is in Type 2 diabetes.

Under our TC-5214 agreement with AstraZeneca, we and AstraZeneca have jointly designed an initial development program that includes
development of TC-5214 as an adjunct therapy and as a “switch” monotherapy, in each case in patients with MDD who do not respond adequately to initial
antidepressant treatment. AstraZeneca is responsible for 80% and we are responsible for 20% of the costs of the initial program, except that AstraZeneca is
responsible for 100% of development costs that are required only to obtain or maintain regulatory approval in countries outside the United States and the
European Union. We have the right to terminate our obligation to fund our share of the costs of the initial program once we have funded a specified amount. In
addition, for each of us and AstraZeneca, costs that were not contemplated at execution to be part of the initial program may in some cases be excluded from the
cost-sharing arrangement. If we fund the specified amount and terminate our obligation to fund our share of further costs of the initial program, any future
milestones and royalties payable to us under the agreement would be reduced by the amount of our unfunded share plus interest at a specified rate, subject to a
maximum reduction that may be applied to any one payment. AstraZeneca is responsible for executing and funding the costs of global commercialization of TC-
5214.

Under our cognitive disorders agreement with AstraZeneca:
 

 
•  AstraZeneca has an exclusive license to AZD3480, AZD1446 and earlier-stage compounds that arose from the preclinical research collaboration

conducted under the agreement;
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•  except as discussed in the next bullet, AstraZeneca is responsible for substantially all current and future development costs for AZD3480, AZD1446

and each other compound arising from the preclinical research collaboration described below that it elects to advance;
 

 

•  by agreement with AstraZeneca, we are conducting an additional clinical trial of AZD3480 in Alzheimer’s disease; we are responsible for funding
the study and are entitled to receive up to $3.7 million in payments from AstraZeneca (in addition to $2.5 million previously received from
AstraZeneca) in connection with events with respect to the study, with the last payment to us being payable upon first dosing in both the United
States and Europe; and

 

 
•  from January 2006 to January 2010, we and AstraZeneca conducted a preclinical research collaboration under the agreement to discover and develop

compounds that act on the a4ß2 NNR as treatments for conditions characterized by cognitive impairment; AstraZeneca paid us research fees, based
on a reimbursement rate specified under the agreement, for research services rendered in the preclinical research collaboration.

Our TC-5214 agreement with AstraZeneca can be terminated by AstraZeneca in whole or in part at various times and under various circumstances as
discussed under the caption “Business – Strategic Alliances and Collaborations – AstraZeneca AB – TC-5214 – Termination” in Item 1 of Part I of our Annual
Report on Form 10-K for the year ended December 31, 2010. Our cognitive disorders agreement with AstraZeneca can be terminated by AstraZeneca for an
uncured material breach by us or upon 90 days notice given at any time.

In addition to our two collaboration agreements with AstraZeneca, we entered into a product development and commercialization agreement with
GlaxoSmithKline in July 2007 that was designed to discover, develop and market product candidates that selectively target specified NNR subtypes for specified
therapeutic focus areas. In February 2011, we received notice of termination of the agreement from GlaxoSmithKline, which by the terms of the agreement
became effective in late May 2011.

We trace our scientific lineage to a research program initiated by R.J. Reynolds Tobacco Company in 1982 to study the activity and effects of
nicotine in the body. We were incorporated in 1997 as a wholly owned subsidiary of RJR. In August 2000, we became an independent company when we issued
and sold stock to venture capital investors. Since our inception, we have had limited revenue from product sales and have funded our operations principally
through public and private offerings of equity securities, payments under collaboration and alliance agreements, grants and equipment financing. We have
devoted substantially all of our resources to the discovery and development of our product candidates and technologies, including the design, conduct and
management of preclinical and clinical studies and related manufacturing, regulatory and clinical affairs, as well as intellectual property prosecution.

We generated net income for the nine months ended September 30, 2011 (and for the three months ended March 31, 2011) due primarily to
recognition into revenue of a portion of the upfront payment received under our TC-5214 agreement with AstraZeneca and the remaining $18.4 million in
payments received from GlaxoSmithKline that were unrecognized as of the time we received notice of termination of the agreement. We have also
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generated net income for some other periods due primarily to recognition into revenue of a portion of the upfront payment received under our TC-5214 agreement
with AstraZeneca or to the achievement of a single milestone event related to AZD3480 under our cognitive disorders agreement with AstraZeneca. Except for
these periods, we have not been profitable and we may incur losses in future periods as our clinical-stage and preclinical product candidates advance into later-
stage development and as we progress our programs, invest in additional product opportunities and grow our business. As of September 30, 2011, we had an
accumulated deficit of $217.1 million. Drug development, including clinical trials in particular, is time-consuming, expensive and may never yield a product that
will generate revenue.

As a clinical-stage company, our revenues, expenses and results of operations are likely to fluctuate significantly from quarter to quarter and year to
year. We believe that period-to-period comparisons of our results of operations should not be relied upon as indicative of our future performance.

Revenue

In January 2010, we received a $200.0 million upfront payment under our TC-5214 agreement with AstraZeneca, which we recorded as deferred
revenue and are recognizing into revenue on a straight-line basis over the estimated development period for TC-5214 to submission of a new drug application to
the FDA. As of September 30, 2011, we had $72.8 million of the upfront payment remaining to be recognized into revenue. We are eligible under our TC-5214
agreement with AstraZeneca to receive additional payments of over $1.0 billion if development, regulatory, first commercial sale and specified sales related
milestone events for TC-5214 are achieved and stepped double-digit royalties on any future TC-5214 product sales.

Pursuant to an April 2010 amendment to our cognitive disorders agreement with AstraZeneca related to an expansion of the development program
for TC-5619, we received an $11.0 million payment in May 2010, which we recorded as deferred revenue and recognized into revenue on a straight-line basis
over the estimated period of our research and development obligations for TC-5619 under the agreement. We completed our research and development
obligations for TC-5619 in the second quarter of 2011. Pursuant to a September 2010 amendment to our cognitive disorders agreement with AstraZeneca related
to a clinical trial of AZD3480 in Alzheimer’s disease, we received a $500,000 payment in October 2010 and cumulative payments of $2.0 million in September
2011, all of which we recorded as deferred revenue and are recognizing into revenue on a straight-line basis over the estimated period of our obligations with
respect to the study.

As of September 30, 2011, we had received $58.1 million in aggregate upfront fees and milestone payments under our cognitive disorders agreement
with AstraZeneca and an additional $26.5 million in payments for research services that we provided in the preclinical research collaboration conducted under
that agreement. We deferred recognition of an aggregate of $25.5 million of the amounts received under our cognitive disorders agreement with AstraZeneca and
are recognizing these deferred amounts into revenue over the periods discussed in Note 5 to our unaudited financial statements included in this quarterly report.
As of September 30, 2011, we had $3.5 million of the deferred amounts remaining to be recognized into revenue in future periods.

We also received $45.0 million in aggregate payments under our now terminated agreement with GlaxoSmithKline. Of that amount, we initially
deferred recognition of $29.5 million, which we
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were recognizing into revenue over the period discussed in Note 5 to our unaudited financial statements included in this quarterly report. As a result of our receipt
in February 2011 of notice of termination of the agreement, we recognized the remaining $18.4 million in unrecognized payments into revenue for the first
quarter of 2011.

From time to time we seek and are awarded grants or perform work under grants awarded to third-party collaborators from which we derive revenue.
In July 2011, we received notice from The Michael J. Fox Foundation for Parkinson’s Research, or MJFF, that we had been awarded a third grant from MJFF and
the second to fund preclinical research involving the use of compounds that modulate NNRs to address Levodopa-induced abnormal involuntary movements,
known as dyskinesias. Based on the terms of the grant, we received $250,000 in September 2011 and expect to receive an additional $250,000 in the first half of
2012.

Research and Development Expenses

Since our inception, we have focused our activities on our drug discovery and development programs. We record research and development expenses
as they are incurred. Research and development expenses represented 90% and 89% of our total operating expenses for the three months ended September 30,
2011 and 2010, respectively, and 88% of our total operating expenses for each of the nine-month periods ended September 30, 2011 and 2010.

We utilize our research and development personnel and infrastructure resources across several programs. We currently have clinical, preclinical and
discovery-stage programs, and many of our costs are not specifically attributable to a single program. Instead, these costs are directed to broadly applicable
research efforts. Accordingly, we cannot state precisely our total costs incurred on a program-by-program basis.

We have not received FDA or foreign regulatory marketing approval for any of our product candidates. Our current and future expenditures on
preclinical and clinical development programs are subject to numerous uncertainties in timing and cost to completion. In addition, our strategy includes entering
into alliances and collaborations with third parties to participate in the development and commercialization of some of our product candidates. Where a third party
has responsibility for or authority over any or all of the non-clinical or clinical development of a particular product candidate, the estimated completion date may
be largely under the control of that third party and not under our control. We cannot forecast with any degree of certainty whether any of our product candidates
will be subject to future alliances or collaborations or how any such arrangement would affect our development plans or capital requirements. Because of this
uncertainty, and because of the numerous uncertainties related to clinical trials and drug development generally, we are unable to determine the duration and
completion costs of our research and development programs or whether or when we will generate revenue from the commercialization and sale of any of our
product candidates.

General and Administrative Expenses

General and administrative expenses consist principally of salaries and other related costs for personnel in executive, finance, business development,
legal and human resource functions. Other general and administrative expenses include expenses associated with stock options granted to personnel in those
functions, depreciation and other facility costs not otherwise included in research and development expenses, patent-related costs, insurance costs and
professional fees for consulting, legal, accounting and public and investor relations services.
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Income Taxes

We have incurred cumulative operating losses through December 31, 2010 and have not paid federal, state or foreign income taxes for any period.
For the three and nine months ended September 30, 2011, we did not recognize any income tax expense. For the three and nine months ended September 30,
2010, we recognized $257,000 and $2.4 million, respectively, of income tax expense primarily as a result of the application of Accounting Standards Codification
Topic 740, Income Taxes, or ASC 740, to stock-based compensation. Exercises of stock options during the three and nine months ended September 30, 2010
resulted in tax deductions for stock-based compensation in excess of expense recorded for the stock options under U.S. generally accepted accounting principles,
or GAAP, resulting in income tax benefit of $160,000 and $2.3 million, respectively. We recognized the income tax benefit related to the excess tax deductions as
an increase to capital in excess of par value, which based on ASC 740 resulted in an offsetting charge in the same amount to income tax expense. Tax deductions
in excess of recorded expense are only recognized for interim periods within years in which annual net income is forecasted.

As of September 30, 2011, we had net operating loss carryforwards of $110.7 million for federal income tax purposes and $118.9 million for state
income tax purposes. We also had research and development income tax credit carryforwards of $11.9 million for federal income tax purposes and $751,000 for
state income tax purposes as of September 30, 2011. The federal net operating loss carryforwards begin to expire in 2024. The state net operating loss
carryforwards begin to expire in 2019. The federal and state research and development tax credits begin to expire in 2021. As a result of various factors, including
the subjectivity of measurements used in the calculation of particular tax positions taken or that may in the future be taken in our tax returns, it is uncertain
whether or to what extent we will be eligible to use the tax credits.

Utilization of the net operating loss carryforwards and credits may be subject to a substantial annual limitation due to ownership change limitations
provided by Section 382 of the Internal Revenue Code of 1986, as amended, and similar state provisions. When an ownership change, as defined by Section 382,
occurs, an annual limitation is imposed on a company’s use of net operating loss and credit carryforwards attributable to periods before the change. A series of
stock issuances gave rise to such an ownership change in December 2004. As a result, an annual limitation is imposed on our use of net operating loss and credit
carryforwards that are attributable to periods before the change. In addition, a portion of the net operating loss carryforwards described above may potentially not
be usable by us if we experience further ownership changes in the future.

For financial reporting purposes, we have recorded a valuation allowance to fully offset the deferred tax assets related to the carryforwards and the
tax credits until it is more likely than not that we will realize any benefit from them.

Fair Value

The carrying amounts of our cash and cash equivalents, investments in marketable securities, accounts receivable, accounts payable and accrued
expenses are considered to be representative of their respective fair values due to their short-term natures and, in the case of short-term investments, their market
interest rates. Likewise, the carrying amounts of our long-term debts are considered to
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be representative of their fair value due to their market interest rates. Cash that we do not expect to need to fund our short-term liquidity requirements is invested
in U.S. Treasury notes and bonds, U.S. and state government agency-backed certificates, corporate debt securities that are rated at least A quality or equivalent
and certificates of deposit. Our investments in marketable securities, which include marketable securities classified on our balance sheet as cash equivalents, are
recorded at quoted market prices and totaled $157.3 million at September 30, 2011.

Critical Accounting Policies and Estimates

Our Management’s Discussion and Analysis of Financial Condition and Results of Operations is based on our unaudited financial statements, which
have been prepared in accordance with GAAP for interim financial information. The preparation of these financial statements requires us to make estimates and
judgments that affect the reported amounts of assets, liabilities, revenues and expenses. On an ongoing basis, we evaluate these estimates and judgments. We base
our estimates on historical experience and on various assumptions that we believe to be reasonable under the circumstances. These estimates and assumptions
form the basis for making judgments about the carrying values of assets and liabilities and the recording of revenues and expenses that are not readily apparent
from other sources. Actual results and experiences may differ materially from these estimates. In addition, our reported financial condition and results of
operations could vary if new accounting standards are enacted that are applicable to our business.

Our significant accounting policies are described in Note 2 to our audited financial statements included in our Annual Report on Form 10-K for the
year ended December 31, 2010 and in the notes to our unaudited financial statements included in this quarterly report. We believe that our accounting policies
relating to revenue recognition, accrued expenses and stock-based compensation are the most critical to understanding and evaluating our reported financial
results. We have identified these policies as critical because they both are important to the presentation of our financial condition and results of operations and
require us to make judgments and estimates on matters that are inherently uncertain and may change in future periods. These policies are described under the
heading “Management’s Discussion and Analysis of Financial Condition and Results of Operations — Critical Accounting Policies and Estimates” in our Annual
Report on Form 10-K for the year ended December 31, 2010.
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Results of Operations

Three Months ended September 30, 2011 and 2010

Net Operating Revenues
 

   
Three Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  
Operating revenues:       

License fees and milestones from collaborations   $18,538    $21,662    $(3,124) 
Grant revenue    417     136     281  

    
 

    
 

    
 

Net operating revenues   $18,955    $21,798    $(2,843) 
    

 

    

 

    

 

Net operating revenues for the three months ended September 30, 2011 decreased by $2.8 million as compared to the three months ended
September 30, 2010. The lower net operating revenues for the 2011 period were primarily attributable to a decrease of $3.1 million in license fees and milestones
from collaborations. The lower license fees and milestones from collaborations for the 2011 period primarily resulted from decreases of $2.4 million in
recognition of payments related to the development of TC-5619 previously received from AstraZeneca under our cognitive disorders agreement with
AstraZeneca, as the TC-5619-related payments became fully recognized in the second quarter of 2011, and $826,000 in recognition of payments previously
received from GlaxoSmithKline, as all amounts that had yet to be recognized as of the time we received notice of termination of our agreement with
GlaxoSmithKline were recognized for the first quarter of 2011.

We did not recognize any milestone-based revenue for either of the three month periods ended September 30, 2011 or September 30, 2010. The
amount of any milestone-based revenue that we generate may vary from period to period.

Research and Development Expenses
 

   
Three Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

Research and development expenses   $25,444    $17,329    $8,115  

Research and development expenses for the three months ended September 30, 2011 increased by $8.1 million as compared to the three months
ended September 30, 2010. The higher research and development expenses were principally attributable to increases of:
 

•  $7.4 million in costs incurred for third-party services in connection with clinical and non-clinical activities for our clinical-stage product candidates to
$14.4 million for the 2011 period, from $7.0 million for the 2010 period; this increase was principally due to: a greater level of activities for TC-5214 as the
Phase 3 development program (for which we share costs with AstraZeneca) progressed; the conduct of activities in preparation for the ongoing Phase 2b
clinical trial of
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AZD3480 in Alzheimer’s disease; and the conduct of two Phase 2 clinical trials of TC-6987; partially offset by lower clinical trial costs for TC-5619 as a
result of the completion of two Phase 2 studies;

 

•  $1.4 million in costs incurred for third-party research and development services in connection with preclinical programs to $2.7 million for the 2011 period,
from $1.3 million for the 2010 period, primarily due to an expanded focus on our nicotinic channel modulator program and the conduct of IND-enabling
activities in that program; and

 

•  $793,000 in other research and development-related operating costs, including stock-based compensation, salary and other compensation-related expenses
for research and development personnel and infrastructure costs, to $8.3 million for the 2011 period, from $7.5 million for the 2010 period; the largest
component of this increase was stock-based compensation expense and was primarily due to a significantly higher weighted average fair value for stock
options that vested during the 2011 period as compared to stock options that vested during the 2010 period. Stock options granted to our employees
typically vest over four years.

These increases were partially offset by the inclusion for the 2010 period of a $1.5 million upfront payment that we made to Cornerstone Therapeutics Inc. upon
entering into an exclusive worldwide license agreement in August 2010.

The costs that we incurred for the three months ended September 30, 2011 and 2010 for third-party services in connection with research and
development of clinical-stage product candidates are shown in the table below:
 

   
Three Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

TC-5214   $ 9,023    $ 2,888    $ 6,135  
TC-6987    2,249     1,196     1,053  
AZD3480    1,621     —       1,621  
TC-5619    1,487     2,620     (1,133) 
TC-6499    15     294     (279) 
AZD1446    —       —       —    

We continue to expect our research and development expenses for the year ending December 31, 2011 to increase as compared to the year ended December 31,
2010, principally due to the progress of the Phase 3 development program for TC-5214, the conduct of two Phase 2 clinical trials of TC-6987, the conduct of a
Phase 2 clinical trial of AZD3480 in Alzheimer’s disease and the conduct of preparatory activities for additional Phase 2 clinical development planned for TC-
5619.
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General and Administrative Expenses
 

   
Three Months Ended

September 30,      
   2011    2010    Change 
   (in thousands)  

General and administrative expenses   $ 2,842    $ 2,052    $ 790  

General and administrative expenses for the three months ended September 30, 2011 increased by $790,000 as compared to the three months ended
September 30, 2010. The higher general and administrative expenses were principally attributable to increases of $718,000 in stock-based compensation, salary
and other compensation-related expenses for general and administrative personnel, as well as increased infrastructure costs associated with our growth. The
largest component of the increase was stock-based compensation expense, which was primarily due to a significantly higher weighted average fair value for stock
options that vested during the 2011 period as compared to stock options that vested during the 2010 period. Stock options granted to our employees typically vest
over four years.

Income Tax Expense
 

   
Three Months Ended

September 30,      
   2011    2010    Change 
   (in thousands)  

Income tax expense   $ —      $ 257    $ (257) 

There was no income tax expense for the three months ended September 30, 2011, as compared to income tax expense of $257,000 for the three
months ended September 30, 2010. The change was primarily due to tax deductions for stock-based compensation for the 2010 period in excess of expense
recorded under GAAP for the corresponding stock options. Tax deductions in excess of recorded expense are only recognized for interim periods within years in
which annual net income is forecasted.

Nine Months ended September 30, 2011 and 2010

Net Operating Revenues
 

   
Nine Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

Operating revenues:       
License fees and milestones from collaborations   $78,159    $61,455    $16,704  
Grant revenue    533     763     (230) 

    
 

    
 

    
 

Net operating revenues   $78,692    $62,218    $16,474  
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Net operating revenues for the nine months ended September 30, 2011 increased by $16.5 million as compared to the nine months ended
September 30, 2010. The higher net operating revenues for the 2011 period were primarily attributable to an increase of $16.7 million in license fees and
milestones from collaborations. The higher license fees and milestones from collaborations for the 2011 period primarily resulted from increases of $15.9 million
in recognition of payments previously received from GlaxoSmithKline, as all amounts that had yet to be recognized as of the time we received notice of
termination of our agreement with GlaxoSmithKline were recognized for the first quarter of 2011, and $638,000 in recognition of payments related to
development of TC-5619 previously received from AstraZeneca under our cognitive disorders agreement with AstraZeneca, as the TC-5619-related payments
became fully recognized in the second quarter of 2011.

Research and Development Expenses
 

   
Nine Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

Research and development expenses   $69,146    $42,058    $27,088  

Research and development expenses for the nine months ended September 30, 2011 increased by $27.1 million as compared to the nine months
ended September 30, 2010. The higher research and development expenses were principally attributable to increases of:
 

•  $22.0 million in costs incurred for third-party services in connection with clinical and non-clinical activities for our clinical-stage product candidates to
$37.6 million for the 2011 period, from $15.6 million for the 2010 period; this increase was principally due to: a greater level of activities for TC-5214 in
the Phase 3 development program; the conduct of activities in preparation for the ongoing Phase 2b clinical trial of AZD3480 in Alzheimer’s disease; and
the conduct of two Phase 2 clinical trials of TC-6987; partially offset by decreases in clinical trial costs for TC-5619 as a result of the completion of two
Phase 2 studies and for TC-6499 as a result of the completion of a four-week study in constipation-predominant irritable bowel syndrome;

 

•  $3.6 million in costs incurred for third-party research and development services in connection with preclinical programs to $5.8 million for the 2011 period,
from $2.2 million for the 2010 period, primarily due to an expanded focus on our nicotinic channel modulator program and the conduct of IND-enabling
activities in that program; and

 

•  $3.0 million in other research and development-related operating costs, including stock-based compensation, salary and other compensation-related
expenses for research and development personnel and infrastructure costs, to $25.8 million for the 2011 period, from $22.8 million for the 2010 period; the
largest component of this increase was stock-based compensation expense and was primarily due to a significantly higher weighted average fair value for
stock options that vested during the 2011 period as compared to stock options that vested during the 2010 period.

These increases were partially offset by the inclusion for the 2010 period of the upfront payment made to Cornerstone Therapeutics Inc.
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The costs that we incurred for the nine months ended September 30, 2011 and 2010 for third-party services in connection with research and
development of clinical-stage product candidates are shown in the table below:
 

   
Nine Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

TC-5214   $22,347    $4,915    $17,432  
TC-6987    6,041     3,433     2,608  
TC-5619    5,812     6,595     (783) 
AZD3480    3,302     —       3,302  
TC-6499    91     633     (542) 
AZD1446    —       —       —    

General and Administrative Expenses
 

   
Nine Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

General and administrative expenses   $9,146    $5,688    $3,458  

General and administrative expenses for the nine months ended September 30, 2011 increased by $3.5 million as compared to the nine months ended
September 30, 2010. The higher general and administrative expenses were principally attributable to increases of $2.2 million in stock-based compensation,
salary and other compensation-related expenses for general and administrative personnel and $1.3 million in infrastructure costs, including an incremental
$607,000 in facility and equipment related costs, associated with our growth. The largest component of the increase was stock-based compensation expense,
which was primarily due to a significantly higher weighted average fair value for stock options that vested during the 2011 period as compared to stock options
that vested during the 2010 period.

Income Tax Expense
 

   
Nine Months Ended

September 30,      
   2011    2010    Change  
   (in thousands)  

Income tax expense   $    —      $2,395    $(2,395) 

There was no income tax expense for the nine months ended September 30, 2011, as compared to income tax expense of $2.4 million for the nine
months ended September 30, 2010. The change was primarily due to tax deductions for stock-based compensation for the 2010 period in excess of expense
recorded under GAAP for the corresponding stock options. Tax deductions in excess of recorded expense are only recognized for interim periods within years in
which annual net income is forecasted.
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Liquidity and Capital Resources

Sources of Liquidity

We have historically financed our operations and internal growth principally through public and private offerings of equity securities, payments
received under collaboration and alliance agreements, grants and equipment financing.

Our cash, cash equivalents and investments in marketable securities were $270.9 million as of September 30, 2011 and $252.5 million as of
December 31, 2010. As of September 30, 2011, we held $112.1 million of cash in bank depository accounts and institutional money market funds principally at
Branch Banking and Trust Company, RBC Bank and Wells Fargo & Company. Substantially all of our remaining cash, cash equivalents and investments were
invested as of September 30, 2011 in U.S. Treasury notes and bonds, U.S. and state government agency-backed securities, corporate debt securities that are rated
at least A quality or equivalent and certificates of deposit.

Stock Offerings

In May 2011, we completed an underwritten public offering of 3,658,537 shares of our common stock at a price of $20.50 per share. In June 2011,
we sold an additional 548,780 shares of our common stock upon the exercise of the overallotment option granted to the underwriters, also at a price of $20.50 per
share. Our net proceeds from the offering, after deducting underwriters’ discounts and commissions and offering expenses paid by us, were $80.8 million.

Strategic Alliances and Collaborations

In December 2009, we entered into our TC-5214 agreement with AstraZeneca for the global development and commercialization of TC-5214. We
received a $200.0 million upfront payment from AstraZeneca in January 2010. Under the terms of an existing license agreement, we paid $16.0 million to
University of South Florida Research Foundation, or USFRF, in January 2010 based on our receipt of the upfront payment from AstraZeneca. We are eligible to
receive substantial additional payments under our TC-5214 agreement with AstraZeneca, contingent on the achievement of specified milestone events related to
TC-5214.

In September 2011, we received $2.0 million in payments from AstraZeneca under an amendment to our cognitive disorders agreement with
AstraZeneca in connection with events relating to our ongoing Phase 2b study of AZD3480 as a treatment for Alzheimer’s disease and we expect to receive an
additional $3.7 million in payments from AstraZeneca related to the study. We are eligible to receive substantial additional payments under our cognitive
disorders agreement with AstraZeneca, contingent on the achievement of specified milestone events relating to AZD3480 and AZD1446.

There is no assurance that we will achieve any particular milestone event under either of our agreements with AstraZeneca in any particular period or
at all.
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Loan Financing

In July 2010, we entered into a loan agreement with a bank that provided aggregate borrowing capacity of $4.0 million available to us at any time on
or prior to June 30, 2011 to fund the purchase of equipment, furnishings, software and other fixed assets. In September 2010, we borrowed $1.2 million under this
loan facility at a fixed interest rate of 3.4% per annum. We were obligated only to pay interest through the remainder of 2010. The September 2010 borrowing is
repayable in equal monthly installments of $28,000 that began January 1, 2011 and continue through the maturity date of December 1, 2014. In June 2011, we
borrowed $2.1 million under this loan facility at a fixed interest rate of 3.471% per annum. The June 2011 borrowing is repayable in equal monthly installments
of $48,000 that began July 1, 2011 and continue through the maturity date of June 1, 2015. Pursuant to the loan agreement, we granted a first priority security
interest in favor of the bank in the assets acquired with the proceeds of the loan facility. As of September 30, 2011, the outstanding principal balance under the
loan facility was $3.0 million. There is no additional borrowing capacity remaining available to us under the loan agreement.

In March 2008, we entered into a loan agreement with a bank that provided borrowing capacity of $5.3 million to fund the purchase of equipment,
furnishings, software and other fixed assets and enabled the refinancing of a previous loan facility that we had with R.J. Reynolds Tobacco Holdings, Inc. We
borrowed $4.8 million upon entering into the loan agreement and borrowed the remaining $489,000 in September 2008. Pursuant to the loan agreement, we
granted a first priority security interest in favor of the bank in the assets acquired with the proceeds of the loan facility. The March 2008 loan bears interest at a
fixed rate of 5.231% per annum and is repayable in equal monthly installments of $112,000 that began April 1, 2008 and continue through the maturity date of
March 1, 2012. The September 2008 loan bears interest at a fixed rate of 6.131% per annum and is repayable in equal monthly installments of $11,000 that began
October 1, 2008 and continue through the maturity date of September 1, 2012. As of September 30, 2011, the outstanding principal balance under the loan facility
was $779,000. There is no additional borrowing capacity remaining available to us under the loan agreement.

Cash Flows
 

   
Nine Months Ended

September 30,     
   2011   2010   Change  
   (in thousands)  

Net cash (used in) provided by operating activities   $(63,189)  $154,012   $(217,201) 
Net cash used in investing activities    (55,476)   (56,563)   1,087  
Net cash provided by financing activities    83,352    4,441    78,911  

    
 

   
 

 

Net (decrease) increase in cash and cash equivalents   $(35,313)  $101,890   

Net cash used in operating activities for the nine months ended September 30, 2011 was $63.2 million and net cash provided by operating activities
for the nine months ended September 30, 2010 was $154.0 million, a difference of $217.2 million. Net cash used in operating activities for the 2011 period was
primarily attributable to $67.4 million in payments made for third-party research and development services in connection with clinical-stage product candidates
and preclinical programs, as well as personnel and infrastructure costs, partially offset by $2.0 million received from AstraZeneca in September 2011 related to
our ongoing Phase 2b clinical trial of AZD3480 in Alzheimer’s disease.
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Net cash provided by operating activities for the 2010 period was principally the result of our receipt of the $200.0 million upfront payment under
our TC-5214 agreement with AstraZeneca in January 2010 and the $11.0 million payment under the April 2010 amendment to our cognitive disorders agreement
with AstraZeneca to modify the terms applicable to TC-5619, partially offset by:
 

 
•  our payment in January 2010 of $16.0 million to USFRF based on our receipt of the $200.0 million upfront payment under our TC-5214 agreement

with AstraZeneca; and
 

 
•  aggregate payments of $40.6 million made in our operations, including costs incurred for third-party research and development services in

connection with clinical-stage product candidates and preclinical programs and personnel and infrastructure costs.

Net cash used in investing activities for the nine months ended September 30, 2011 decreased by $1.1 million as compared to the nine months ended
September 30, 2010. Cash used in investing activities reflects the portion of our cash that we allocate to, and the timing of purchases and maturities of, our
investments in marketable securities and equipment purchases. Our net purchases of investments in marketable securities for the nine months ended
September 30, 2011 were $54.3 million and occurred primarily as a result of the receipt of $80.8 million in net proceeds from our public stock offering during the
2011 period. The net purchases of investments in marketable securities for the nine months ended September 30, 2010 were $54.9 million and occurred primarily
as a result of our receipt of the upfront payment under our TC-5214 agreement with AstraZeneca. Our net equipment purchases decreased by $521,000 to $1.2
million for the 2011 period, from $1.7 million for the 2010 period.

Net cash provided by financing activities for the nine months ended September 30, 2011 increased by $78.9 million as compared to the nine months
ended September 30, 2010. Cash provided by financing activities for the 2011 period reflects $80.8 million in net proceeds from our public stock offering and
$2.1 million in borrowing in June 2011 under an existing loan facility. Cash provided by financing activities for the 2010 period reflects the income tax impact of
stock option exercises, totaling $2.3 million.

Funding Requirements

As of September 30, 2011, we had an accumulated deficit of $217.1. We may incur operating losses or require additional capital in future periods as
our clinical-stage and preclinical product candidates advance into later-stage development and as we progress our programs, invest in additional product
opportunities and grow our business. However, we may generate operating income for any particular reporting period as a result of the recognition into revenue of
amounts previously received under our agreements with AstraZeneca, including in particular our TC-5214 agreement with AstraZeneca, the timing of milestone
events that may be achieved under our agreements with AstraZeneca and the timing of costs incurred related to development of our clinical-stage and preclinical
product candidates. Our future capital requirements are difficult to forecast and will depend on many factors, including:
 

 
•  whether and to what extent milestone events are achieved for TC-5214 under our TC-5214 agreement with AstraZeneca and for AZD3480

and AZD1446 under our cognitive disorders agreement with AstraZeneca;
 

35



Table of Contents

 
•  the progress of, and outcomes from, ongoing Phase 3 clinical trials of TC-5214 and the amount and timing of development costs for TC-5214

payable by us;
 

 
•  the scope, progress, duration, results and cost of clinical trials, as well as non-clinical studies and assessments, of our product candidates

besides TC-5214;
 

 
•  the extent to which we retain development or commercialization rights or responsibilities for our product candidates that are not subject to

our collaborations with AstraZeneca and incur associated development costs, manufacturing costs or costs to establish sales and marketing
functions;

 

 •  whether we establish strategic alliances, collaborations and licensing or other arrangements and the applicable terms;
 

 •  the costs, timing and outcomes of regulatory reviews or other regulatory actions;
 

 •  the number and characteristics of product candidates that we pursue;
 

 
•  the costs of preparing, filing and prosecuting patent applications and maintaining, enforcing and defending patents and other intellectual

property rights;
 

 •  the costs of manufacturing-related services for our product candidates in clinical and late preclinical development;
 

 •  the rate of technological advancements for the indications that we target;
 

 •  the costs to satisfy our obligations under existing and potential future alliances and collaborations;
 

 •  the timing, receipt and amount of sales or royalties, if any, from our potential products; and
 

 •  the extent and scope of our general and administrative expenses.

Our existing capital resources may not be sufficient to enable us to fund the completion of the development of any of our product candidates. We
currently expect our existing capital resources to be sufficient to fund our operations at least through the end of 2014, without taking into account any amounts
that we would be entitled to receive if milestone events are achieved under either of our collaboration agreements with AstraZeneca. However, our operating plan
may change as a result of many factors, including those described above, and we may need additional funds sooner than planned to meet operational needs and
capital requirements for product development.
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To the extent our capital resources are insufficient to meet future capital requirements or to the extent the conditions for raising capital are favorable,
we may finance future cash needs through public or private equity or debt offerings or other financings (whether utilizing our currently effective Registration
Statement on Form S-3 or otherwise). Our access in the future to additional equity or debt financing, on acceptable terms or at all, may be impacted by
unpredictable global credit and financial markets. We may also seek to finance future cash needs through alliances, collaborations or licensing or other
arrangements. Strategic alliances, collaborations or licensing or other arrangements may not be available on acceptable terms or at all. If adequate funds are not
available, we may be required to delay, reduce the scope of or eliminate our research and development programs or obtain funds through arrangements with
collaborators or others that may require us to relinquish rights to certain product candidates that we might otherwise seek to develop or commercialize
independently. Additionally, any future equity funding may dilute the ownership of our stockholders.

We cannot determine precisely the completion dates and related costs of our research and development programs due to inherent uncertainties in
outcomes of clinical trials and regulatory approvals of our product candidates. We cannot be certain that we will be able to successfully complete our research and
development projects or establish strategic alliances, collaborations or licensing or other arrangements for our product candidates. Our failure, or the failure of
any of our present or future licensees or collaborators, to complete research and development programs for our product candidates could have a material adverse
effect on our financial position or results of operations.

To date, inflation has not had a material effect on our business.

Item 3. Quantitative and Qualitative Disclosures About Market Risk

The primary objectives of our investment activities are to preserve our capital and meet our liquidity needs to fund operations. We also seek to
generate competitive rates of return from our investments without assuming significant risk. To achieve our objectives, we maintain a portfolio of cash
equivalents and investments in a variety of securities that are of high credit quality based on ratings from commonly relied upon rating agencies. As of
September 30, 2011, we had cash, cash equivalents and investments in marketable securities of $270.9 million. Our investments may be subject to interest rate
risk and could fall in value if market interest rates increase. However, because our cash equivalents are invested in accounts with market interest rates and are
short term in nature and because our investments in marketable securities are traded in active markets, we believe that our exposure to interest rate risk is not
significant and estimate that an immediate and uniform 10% increase in market interest rates from levels as of September 30, 2011 would not have a material
impact on the total fair value of our portfolio.

We sometimes contract for the conduct of clinical trials or other research and development and manufacturing activities with contract research
organizations, clinical trial sites and contract manufacturers in Europe or elsewhere outside of the United States. We may be subject to exposure to fluctuations in
foreign currency exchange rates in connection with these agreements. If the average exchange rate between the currency of our payment obligations under any of
these arrangements and the U.S. dollar were to strengthen or weaken by 10% against the corresponding exchange rate as of September 30, 2011, we estimate that
the impact on our financial position, results of operations and cash flows would not be material. We do not hedge our foreign currency exposures.
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We have not used derivative financial instruments for speculation or trading purposes.

Item 4. Controls and Procedures

(a) Evaluation of Disclosure Controls and Procedures. Our management, with the participation of our chief executive officer and chief financial
officer, evaluated the effectiveness of our disclosure controls and procedures in accordance with Rule 13a-15 under the Exchange Act as of the end of the period
covered by this quarterly report. In designing and evaluating our disclosure controls and procedures, our management recognized that any controls and
procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving their objectives, and our management necessarily
applied its judgment in evaluating the cost-benefit relationship of possible controls and procedures. Based on the evaluation of our disclosure controls and
procedures as of the end of the period covered by this quarterly report, our chief executive officer and chief financial officer concluded that, as of such date, our
disclosure controls and procedures were effective to provide reasonable assurance that information required to be disclosed by us in the reports that we file or
submit under the Exchange Act is (a) accumulated and communicated to our management, including our chief executive officer and chief financial officer, as
appropriate to allow timely decisions regarding required disclosure and (b) recorded, processed, summarized and reported within the time periods specified in the
SEC’s rules and forms.

(b) Changes in Internal Controls. No change in our internal control over financial reporting (as defined in Rule 13a-15(f) under the Exchange Act)
occurred during the quarter ended September 30, 2011 that materially affected, or is reasonably likely to materially affect, our internal control over financial
reporting.

PART II. OTHER INFORMATION

Item 6. Exhibits

The exhibits listed in the accompanying exhibit index are filed as part of this quarterly report.

Targacept  and NNR Therapeutics™ are trademarks of Targacept, Inc. Any other service marks, trademarks and trade names appearing in this
quarterly report are the properties of their respective owners.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned thereunto duly authorized.
 

 TARGACEPT, INC.

Date: November 3, 2011  /s/ J. Donald deBethizy
 J. Donald deBethizy
 President and Chief Executive Officer
 (Principal Executive Officer)

Date: November 3, 2011  /s/ Alan A. Musso
 Alan A. Musso

 

Senior Vice President, Finance and Administration,
Chief Financial Officer and Treasurer

 (Principal Financial and Accounting Officer)
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EXHIBIT INDEX
 
Exhibit
Number   Description

  31.1
  

Certification of the Chief Executive Officer pursuant to Rule 13a-14(a) and 15d-14(a) of the Securities Exchange Act of 1934, as adopted pursuant
to Section 302 of the Sarbanes-Oxley Act of 2002.

  31.2
  

Certification of the Chief Financial Officer pursuant to Rule 13a-14(a) and 15d-14(a) of the Securities Exchange Act of 1934, as adopted pursuant
to Section 302 of the Sarbanes-Oxley Act of 2002.

  32.1
  

Certification of the Chief Executive Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of
2002.

  32.2
  

Certification of the Chief Financial Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of
2002.

101*

  

The following materials from the Company’s Quarterly Report on Form 10-Q for the quarter ended September 30, 2011, formatted in XBRL
(eXtensible Business Reporting Language): (i) the Balance Sheets as of September 30, 2011 and December 31, 2010 (Unaudited); (ii) the
Statements of Operations for the three months and nine months ended September 30, 2011 and 2010 (Unaudited); (iii) the Statements of Cash
Flows for the nine months ended September 30, 2011 and 2010 (Unaudited); and (iv) the Notes to Unaudited Financial Statements, tagged as
blocks of text.

 
* Pursuant to Rule 406T of Regulation S-T, the Interactive Data Files in Exhibit 101 hereto are deemed not filed or part of a registration statement or prospectus

for purposes of Sections 11 or 12 of the Securities Act of 1933, as amended, are deemed not filed for purposes of Section 18 of the Securities Exchange Act of
1934, as amended, and otherwise are not subject to liability under those sections.

 
40



Exhibit 31.1

CERTIFICATION PURSUANT TO RULE 13a-14(a) AND 15d-14(a) OF THE SECURITIES
EXCHANGE ACT OF 1934, AS ADOPTED PURSUANT TO SECTION 302 OF THE

SARBANES-OXLEY ACT OF 2002

I, J. Donald deBethizy, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Targacept, Inc.;

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements
made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;

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

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

(a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure
that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during
the period in which this report is being prepared;

(b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision, to
provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with
generally accepted accounting principles;

(c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness of
the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

(d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal
quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the registrant’s
internal control over financial reporting; and

5. The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

(a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to
adversely affect the registrant’s ability to record, process, summarize and report financial information; and



(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over
financial reporting.
 
Date: November 3, 2011  /s/ J. Donald deBethizy

 J. Donald deBethizy
 President and Chief Executive Officer
 (Principal Executive Officer)



Exhibit 31.2

CERTIFICATION PURSUANT TO RULE 13a-14(a) AND 15d-14(a) OF THE SECURITIES
EXCHANGE ACT OF 1934, AS ADOPTED PURSUANT TO SECTION 302 OF THE

SARBANES-OXLEY ACT OF 2002

I, Alan A. Musso, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of Targacept, Inc.;

2. Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the statements
made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;

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

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

(a) Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision, to ensure
that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within those entities, particularly during
the period in which this report is being prepared;

(b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision, to
provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with
generally accepted accounting principles;

(c) Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness of
the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

(d) Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal
quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely to materially affect, the registrant’s
internal control over financial reporting; and

5. The registrant’s other certifying officer(s) and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):

(a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to
adversely affect the registrant’s ability to record, process, summarize and report financial information; and



(b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over
financial reporting.
 
Date: November 3, 2011  /s/ Alan A. Musso

 Alan A. Musso

 

Senior Vice President, Finance and Administration, Chief
Financial Officer and Treasurer

 (Principal Financial and Accounting 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 on Form 10-Q of Targacept, Inc. (the “Company”) for the period ended September 30, 2011 as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I, J. Donald deBethizy, President and Chief Executive Officer of the Company, hereby
certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that, to my knowledge:

(1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended; and

(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
Date: November 3, 2011  /s/ J. Donald deBethizy

 J. Donald deBethizy
 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 on Form 10-Q of Targacept, Inc. (the “Company”) for the period ended September 30, 2011 as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I, Alan A. Musso, Senior Vice President, Finance and Administration, Chief Financial
Officer and Treasurer of the Company, hereby certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002,
that, to my knowledge:

(1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as amended; and

(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
Date: November 3, 2011  /s/ Alan A. Musso

 Alan A. Musso

 

Senior Vice President, Finance and Administration, Chief
Financial Officer and Treasurer

 (Principal Financial and Accounting Officer)


