
Table of Contents

  
UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

  

FORM 10-Q
  
 

☒ QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
1934

For the quarterly period ended June 30, 2014

or
 
☐ TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF

1934
For the transition period from              to             

Commission File Number:
000-50679

  

CORCEPT THERAPEUTICS INCORPORATED
(Exact Name of Corporation as Specified in Its Charter)

  
 

Delaware  77-0487658
(State or other jurisdiction of

incorporation or organization)  
(I.R.S. Employer

Identification No.)

149 Commonwealth Drive
Menlo Park, CA 94025

(Address of principal executive offices, including zip code)
  

(650) 327-3270
(Registrant’s telephone number, including area code)

  
Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934

during the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing
requirements for the past 90 days.    Yes  ☒    No  ☐

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required
to be submitted and posted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the
registrant was required to submit and post such files).    Yes  ☒    No  ☐

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer or a smaller reporting company. See
the definitions of “large accelerated filer”, “accelerated filer” and “smaller reporting company” in Rule 12b-2 of the Exchange Act. (Check one.)
 
Large Accelerated Filer  ☐   Accelerated Filer  ☒

Non-accelerated filer  ☐  (Do not check if a smaller reporting company)   Smaller Reporting Company  ☐

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act).    Yes  ☐    No  ☒

On August 4, 2014 there were 101,123,406 shares of common stock outstanding at a par value of $0.001 per share.
   



Table of Contents

TABLE OF CONTENTS
 

PART I. FINANCIAL INFORMATION    4  

ITEM 1. FINANCIAL STATEMENTS    4  

CONDENSED BALANCE SHEETS    4  

CONDENSED STATEMENTS OF COMPREHENSIVE LOSS    5  

CONDENSED STATEMENTS OF CASH FLOWS    6  

NOTES TO CONDENSED FINANCIAL STATEMENTS    7  

ITEM 2. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS    16  

ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK    23  

ITEM 4. CONTROLS AND PROCEDURES    23  

PART II. OTHER INFORMATION    24  

ITEM 1. LEGAL PROCEEDINGS    24  

ITEM 1A. RISK FACTORS    24  

ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS    44  

ITEM 3. DEFAULTS UPON SENIOR SECURITIES    44  

ITEM 4. MINE SAFETY DISCLOSURES    44  

ITEM 5. OTHER INFORMATION    44  

ITEM 6. EXHIBITS    45  

SIGNATURES    46  
 

2



Table of Contents

CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS

This Quarterly Report on Form 10-Q (Form 10-Q) contains forward-looking statements within the meaning of Section 21E of the Securities Exchange Act
of 1934, as amended, and Section 27A of the Securities Act of 1933, as amended, or the Securities Act. All statements contained in this Form 10-Q other than
statements of historical fact are forward-looking statements. When used in this report or elsewhere by management from time to time, the words “believe,”
“anticipate,” “intend,” “plan,” “estimate,” “expect,” “may,” “will,” “should,” “seeks” and similar expressions are forward-looking statements. Such forward-
looking statements are based on current expectations, but the absence of these words does not necessarily mean that a statement is not forward-looking. Forward-
looking statements made in this Quarterly Report on Form 10-Q may include, but are not limited to, statements about:
 

 •  our ability to manufacture, market and sell Korlym  (mifepristone) 300 mg Tablets;
 

 
•  our estimates regarding enrollment in and the dates by which we expect to report results of our clinical trials and the anticipated results of these

trials;
 

 •  the progress and timing of our research, development and clinical programs and the regulatory activities associated with such programs;
 

 •  our ability to realize the benefits of Orphan Drug designation of Korlym in the United States;
 

 
•  the timing of the market introduction of future product candidates, including new uses for mifepristone and any compound in our families of selective

glucocorticoid receptor II (GR-II) antagonists;
 

 
•  our ability to achieve marketing approval of mifepristone in the European Union (EU) (for which we have requested the brand name Corluxin ) and

realize the benefits of Orphan Drug designation there;
 

 
•  our ability to manufacture, market, commercialize and achieve market acceptance for our future product candidates, including mifepristone for the

treatment of triple-negative breast cancer or any other indications and any compounds in our families of selective GR-II antagonists;
 

 •  uncertainties associated with obtaining and enforcing patents;
 

 •  our estimates for future performance, including revenue and profits; and
 

 •  our estimates regarding our capital requirements.

Forward-looking statements are not guarantees of future performance and involve risks and uncertainties. Actual events or results may differ materially
from those discussed in the forward-looking statements as a result of various factors. For a more detailed discussion of such forward-looking statements and the
potential risks and uncertainties that may impact upon their accuracy, see Part II, Item 1A, “Risk Factors” and the “Overview” and “Liquidity and Capital
Resources” sections of Part I, Item 2, “Management’s Discussion and Analysis of Financial Condition and Results of Operations” included in this Quarterly
Report on Form 10-Q. These forward-looking statements reflect our view only as of the date of this report. Except as required by law, we undertake no obligations
to update any forward-looking statements. Accordingly, you should also carefully consider the factors set forth in other reports or documents that we file from
time to time with the Securities and Exchange Commission (SEC).
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PART I. FINANCIAL INFORMATION
 
ITEM 1. FINANCIAL STATEMENTS

CORCEPT THERAPEUTICS INCORPORATED

CONDENSED BALANCE SHEETS
(In thousands except per share data)

 

   

June 30,
2014   

December 31,
2013  

   (Unaudited)  (See Note 1)  
Assets    
Current assets:    

Cash and cash equivalents   $ 33,974   $ 54,877  
Trade receivables    2,225    1,428  
Inventory    1,072    1,096  
Prepaid expenses and other current assets    2,166    910  

    
 

   
 

Total current assets    39,437    58,311  
Strategic inventory    4,570    4,450  
Property and equipment, net of accumulated depreciation    296    203  
Other assets    87    113  

    
 

   
 

Total assets   $ 44,390   $ 63,077  
    

 

   

 

Liabilities and stockholders’ equity    
Current liabilities:    

Accounts payable   $ 2,595   $ 2,381  
Accrued clinical expenses    1,643    3,288  
Other accrued liabilities    1,624    1,301  
Long-term obligation - current portion    7,396    5,743  
Deferred revenue    44    25  

    
 

   
 

Total current liabilities    13,302    12,738  
Long-term obligation, net of current portion    27,636    29,322  
Commitments    
Stockholders’ equity:    

Preferred stock, par value $0.001 per share, 10,000 shares authorized and no shares outstanding at June 30,
2014 and December 31, 2013    —    —  

Common stock, par value $0.001 per share, 280,000 shares authorized and 101,123 and 99,849 shares issued
and outstanding at June 30, 2014 and December 31, 2013, respectively    101    100  

Additional paid-in capital    317,449    313,534  
Accumulated deficit    (314,098)   (292,617) 

    
 

   
 

Total stockholders’ equity    3,452    21,017  
    

 
   

 

Total liabilities and stockholders’ equity   $ 44,390   $ 63,077  
    

 

   

 

The accompanying notes are an integral part of these condensed financial statements.
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CORCEPT THERAPEUTICS INCORPORATED

CONDENSED STATEMENTS OF COMPREHENSIVE LOSS
(Unaudited)

(In thousands, except per share data)
 

   

Three Months Ended
June 30,   

Six Months Ended
June 30,  

   2014   2013   2014   2013  
Product sales, net   $ 5,851   $ 1,891   $ 10,255   $ 3,608  
Operating expenses:      

Cost of sales    215    23    389    43  
Research and development    4,252    4,491    11,537    8,748  
Selling, general and administrative    7,965    8,160    17,769    16,544  

    
 

   
 

   
 

   
 

Total operating expenses    12,432    12,674    29,695    25,335  
    

 
   

 
   

 
   

 

Loss from operations    (6,581)   (10,783)   (19,440)   (21,727) 
Interest and other expense    (971)   (1,114)   (2,041)   (2,254) 

    
 

   
 

   
 

   
 

Net loss and comprehensive loss   $ (7,552)  $ (11,897)  $ (21,481)  $(23,981) 
    

 

   

 

   

 

   

 

Basic and diluted net loss per share   $ (0.07)  $ (0.12)  $ (0.21)  $ (0.24) 
    

 

   

 

   

 

   

 

Weighted average shares outstanding used in computing basic and diluted net loss per share    100,980    99,814    100,751    99,814  
    

 

   

 

   

 

   

 

The accompanying notes are an integral part of these condensed financial statements.
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CORCEPT THERAPEUTICS INCORPORATED

CONDENSED STATEMENTS OF CASH FLOWS
(Unaudited)

(In thousands)
 

   

Six Months Ended
June 30,  

   2014   2013  
Operating activities    
Net loss   $(21,481)  $(23,981) 
Adjustments to reconcile net loss to net cash used in operations:    

Stock-based compensation    2,603    2,575  
Accretion of interest expense    1,979    2,207  
Amortization of debt financing costs    14    19  
Depreciation and amortization of property and equipment    65    33  
Changes in operating assets and liabilities:    

Trade receivables    (797)   (298) 
Inventory    (94)   (881) 
Prepaid expenses and other current assets    (1,256)   (181) 
Other assets    12    (3) 
Accounts payable    214    (771) 
Accrued clinical expenses    (1,645)   201  
Other accrued liabilities    323    269  
Deferred revenue    19    21  

    
 

   
 

Net cash used in operating activities    (20,044)   (20,790) 
    

 
   

 

Investing activities    
Purchases of property and equipment    (158)   (22) 

    
 

   
 

Cash used in investing activities    (158)   (22) 
    

 
   

 

Financing activities    
Proceeds from issuance of common stock and warrants, net of issuance costs    1,311    —    
Payments related to long-term obligation    (2,012)   —    

    
 

   
 

Net cash used in financing activities    (701)   —    
    

 
   

 

Net decrease in cash and cash equivalents    (20,903)   (20,812) 
Cash and cash equivalents, at beginning of period    54,877    93,032  

    
 

   
 

Cash and cash equivalents, at end of period   $ 33,974   $ 72,220  
    

 

   

 

The accompanying notes are an integral part of these condensed financial statements.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS

1. Basis of Presentation and Summary of Significant Accounting Policies

Description of Business and Basis of Presentation

Corcept Therapeutics Incorporated was incorporated in the state of Delaware in May 1998, and our facilities are located in Menlo Park, California. Corcept
is a pharmaceutical company engaged in the discovery, development and commercialization of drugs for the treatment of severe metabolic, psychiatric and
oncologic disorders. Since our inception, we have been developing our lead product, Korlym . Mifepristone, the active ingredient in Korlym, is a potent
competitive antagonist of the glucocorticoid receptor II (GR-II), which means that it competitively blocks the effects of cortisol throughout the body at one of its
two receptors. In February 2012, the United States Food and Drug Administration (FDA) approved Korlym (mifepristone) 300 mg Tablets as a once-daily oral
medication for treatment of hyperglycemia secondary to hypercortisolism in adult patients with endogenous Cushing’s syndrome who have type 2 diabetes
mellitus or glucose intolerance and have failed surgery or are not candidates for surgery. We released Korlym for sale in the United States in April 2012. In
December 2013, we initiated a study of mifepristone for the treatment of triple-negative breast cancer. In addition, we have discovered and patented three series
of novel selective GR-II antagonists. Unless otherwise stated, all references in these financial statements to “we,” “us,” “our,” “Corcept,” the “Company,” “our
company” and similar designations refer to Corcept Therapeutics Incorporated.

The accompanying unaudited condensed balance sheet as of June 30, 2014 and the condensed statements of comprehensive loss for the three- and six-
month periods ended June 30, 2014 and 2013 and the condensed statements of cash flows for the six-month periods ended June 30, 2014 and 2013 have been
prepared in accordance with U.S. generally accepted accounting principles for interim financial information and with 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 U.S. generally accepted accounting principles for complete
financial statements. In the opinion of management, all adjustments (consisting only of normal recurring adjustments) considered necessary for a fair presentation
have been included. Operating results for the three- and six-month periods ended June 30, 2014 are not necessarily indicative of the results that may be expected
for the year ending December 31, 2014 or any other period. These financial statements and notes should be read in conjunction with the financial statements for
the year ended December 31, 2013 included in our Annual Report on Form 10-K. The accompanying balance sheet as of December 31, 2013 has been derived
from audited financial statements at that date.

Use of Estimates

The preparation of financial statements in conformity with U.S. generally accepted accounting principles requires management to make estimates and
assumptions that affect the amounts reported in the financial statements and accompanying notes. Actual results could differ materially from those estimates.

We evaluate our estimates and assumptions on an ongoing basis, including those related to our reserves for chargebacks and rebates, patient assistance,
potential product returns and excess/obsolete inventories, allowances for doubtful accounts, accruals of clinical and preclinical expenses, contingent liabilities,
and the timing of payments with respect to our long-term capped royalty obligation, which determine its effective interest rate. We base our estimates on relevant
experience and on other specific assumptions that we believe are reasonable.

We update our assumptions and estimates on a recurring basis as new information becomes available. Any changes in estimates are recorded in the period
of the change.

Cash and Cash Equivalents

We invest our cash in bank deposits, money market accounts, corporate debt securities and obligations of the U.S. government and U.S. government
sponsored entities. We consider all highly liquid investments purchased with maturities of three months or less from the date of purchase to be cash equivalents.
Cash equivalents are carried at fair value, which approximates cost. As of June 30, 2014 and December 31, 2013, all of our funds were invested in cash and cash
equivalents that consist of a money market fund maintained at a major U.S. financial institution.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 

Credit Risks and Concentrations

We have a concentration of credit risk related to our cash and cash equivalents. We are exposed to credit risk in the event of default by the financial
institutions holding these funds or by the entity or entities that issued the securities held by the fund to the extent of the amount recorded on our balance sheet. We
mitigate this risk by investing in a money market fund that invests primarily in short-term U.S. Treasury notes and bills. We experienced no loss or lack of access
to cash and cash equivalents in our operating or investment accounts during the three- and six-month periods ended June 30, 2014 and 2013.

We are exposed to credit risk in regard to our trade receivables with this risk being spread among various third-party payors – pharmacy benefit managers,
insurance companies, private charities and government programs – and individual patients. We extend credit to third-party payors based on their creditworthiness.
We monitor our exposure and will record a reserve against uncollectible trade receivables as necessary. To date, we have not incurred any credit losses.

We have a concentration of risk in regard to the manufacture of our product. As of June 30, 2014, we had one tablet manufacturer for Korlym with an
operational facility – AAI Pharma Services Corp. (AAI). In addition, we have a single-source manufacturer of mifepristone, the active pharmaceutical ingredient
(API), in Korlym - Produits Chimiques Auxiliaires et de Synthèse SA (PCAS). If either of these companies is unable to manufacture API or Korlym tablets in the
quantities and time frame required, we may not be able to manufacture our product in a timely manner. In order to mitigate these risks related to the manufacture
of our product, we placed orders for additional quantities of mifepristone API and Korlym tablets, which are now in inventory.

Fair Value Measurements

We categorize financial instruments in a fair value hierarchy that prioritizes the information used to develop assumptions for measuring fair value. The fair
value hierarchy gives the highest priority to quoted prices in active markets for identical assets or liabilities (Level 1 input), then to quoted prices in non-active
markets or in active markets for similar assets or liabilities, inputs other than quoted prices that are observable for the asset or liability, and inputs that are not
directly observable, but that are corroborated by observable market data for the asset or liability (Level 2 input), then the lowest priority to unobservable inputs,
for example, our own data about the assumptions that market participants would use in pricing an asset or liability (Level 3 input). Fair value is a market-based
measurement, not an entity-specific measurement, and a fair value measurement should therefore be based on the assumptions that market participants would use
in pricing the asset or liability.

No assets or liabilities in our financial statements are required to be reported at fair value other than our cash equivalents.

Trade Receivables

Trade receivables are recorded net of customer allowances for co-pay assistance, doubtful accounts and sales returns. See the discussion below under “Net
Product Sales” regarding the methods for estimation of these allowances and sales returns. We determine our allowance for doubtful accounts based on existing
contractual payment terms, actual payment patterns of our customers and individual customer circumstances. To date, we have determined that an allowance for
uncollectible trade receivables is not required.

Inventory

We consider regulatory approval of product candidates to be uncertain, and product manufactured prior to regulatory approval may not be sold unless
regulatory approval is obtained. We expense the manufacturing costs for product candidates incurred prior to regulatory approval as research and development
expense as we incur them. When regulatory approval of a product is obtained, we begin capitalizing manufacturing costs related to the approved product into
inventory, provided such product is produced by a facility the FDA has approved to manufacture Korlym.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 

We value our inventories at the lower of cost or net realizable value. We determine the cost of inventory using the specific identification method, which
approximates a first-in, first-out basis. We analyze our inventory levels quarterly and write down inventory that has become obsolete or has a cost basis in excess
of its expected net realizable value, as well as any inventory quantities in excess of expected requirements. Any expired inventory is disposed of and the related
costs are recognized as cost of sales in the statement of comprehensive loss.

Inventory amounts that are not expected to be consumed within twelve months following the balance sheet date are classified as strategic inventory, a
noncurrent asset.

Property and Equipment

We state property and equipment at cost less accumulated depreciation. Property and equipment are depreciated using the straight-line method over the
estimated useful lives of the assets, ranging from three to five years.

Long-term Obligation

In August 2012, we entered into a Purchase and Sale Agreement (Financing Agreement) with Biopharma Secured Debt Fund II Sub, S.à r.l (Biopharma), a
private limited liability company organized under the laws of Luxembourg. Under the terms of the Financing Agreement, we received $30.0 million from
Biopharma, which was recorded as a long-term obligation at issuance. We are obligated to make payments calculated as a percentage of (i) any licensing or other
contingent payments arising from Korlym and any other products containing mifepristone or any of our proprietary selective GR-II antagonists (Covered
Products) and (ii) net Covered Product sales earned in the calendar quarter ended June 30, 2013 and thereafter (together, Korlym Receipts), until such time as we
have paid Biopharma a total of $45.0 million.

Interest expense related to the Financing Agreement is calculated based on the internal interest rate to Biopharma that would result from these assumed
payment streams.

The accounting for the Financing Agreement requires us to make certain estimates and assumptions, including the timing of royalty payments due to
Biopharma, the expected rate of return to Biopharma, the split between current and long-term portions of the obligation and the accretion of related interest
expense. Korlym has only been marketed since April 2012 and the magnitude and timing of Korlym revenue is difficult to predict. Therefore, these estimates and
assumptions are subject to significant variability and are likely to change as we gain experience marketing Korlym, which will result in changes in our
classification of the current and long-term portions of the amounts payable pursuant to the Financing Agreement, as well as the internal rate of return paid to
Biopharma and the accretion of interest expense related to this obligation. The amount of our payment with respect to each quarter will be based on Korlym
Receipts recorded in that quarter and may differ from our estimates. While changes in the timing of Korlym revenue may affect the timing of recognition of
interest expense and the split between the current and long-term portions of the obligation at any balance sheet date, the aggregate amount to be repaid to
Biopharma is fixed at $45.0 million.

The amount shown as the current portion of the obligation is an estimate of the total amount under the Financing Agreement that would be paid to
Biopharma within 12 months following June 30, 2014.

See Note 4, Long-Term Obligation, for additional information regarding this agreement.

Net Product Sales

From our initial launch in April 2012 through June 30, 2013, we sold Korlym primarily to a specialty pharmacy and a specialty distributor, which
subsequently resold Korlym to patients and healthcare providers. Korlym is not available in retail pharmacies. As of July 1, 2013, we began using Dohmen Life
Science Services (Dohmen), formerly known as Centric Health Resources, Inc., as our specialty pharmacy. Dohmen operates on a consignment basis, without
carrying any Korlym inventory. Accordingly, all of our sales through Dohmen are made directly to patients.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 

We recognize product revenues from sales of Korlym upon delivery to patients as long as (i) there is persuasive evidence that an arrangement exists
between ourselves and the customer, (ii) collectability is reasonably assured and (iii) the price is fixed or determinable. Prior authorization or confirmation of
coverage level by the patient’s private insurance plan or government payor is a prerequisite to the shipment of product to a patient. In order to conclude that the
price is fixed or determinable, we must be able to (i) calculate gross product revenues from the sales to our customers and (ii) reasonably estimate net product
revenues.

We make cash donations to a non-profit third party organization that provides patients who meet certain eligibility requirements with financial assistance
for the treatment of Cushing’s syndrome, which treatment may include Korlym. We do not include in net product revenues sales of Korlym tablets to such
patients funded through this source.

We calculate gross product revenues based on the price that we charge our customers. We estimate our net product revenues by deducting from our gross
product revenues (a) trade allowances, such as discounts for prompt payment and distributor fees, (b) estimated government rebates and chargebacks, (c) reserves
for expected product returns and (d) estimated costs of our patient co-pay assistance program. We initially record estimates for these deductions at the time we
recognize the gross revenue. We update our estimates on a recurring basis as new information becomes available.

Trade Allowances: Through June 30, 2013, we offered our specialty pharmacy and specialty distributor customers a discount on Korlym sales for payment
within 30 days. We also offered them a small discount for providing data services. We expected these customers to earn these discounts and, accordingly,
deducted them in full from gross product revenues and trade receivables at the time we recognized such revenues. Beginning in the third quarter of 2013, we
ceased incurring a prompt-payment discount to our specialty pharmacy.

Rebates and Chargebacks: We contract with Medicaid and other government programs so that Korlym will be eligible for purchase by, or qualify for
partial or full reimbursement from, such government programs. We estimate the rebates and chargebacks that we are obligated to provide to government programs
and deduct these estimated amounts from our gross product sales at the time the revenues are recognized. We base our estimates of these rebates and chargebacks
upon (i) the discount amounts applicable to government-funded programs and (ii) information obtained from our vendors regarding the percentage of sales by our
customers to patients who are covered by entities or programs that are eligible for such rebates and chargebacks.

Allowances for Patient Assistance Program: We provide financial assistance to eligible patients whose insurance policies require them to pay high
deductibles and co-pays. We estimate the cost of assistance to be provided under this program by applying our actual experience regarding such assistance to our
estimate of the percentage of our sales in the period that will be provided to patients covered by the program.

Sales Returns: Because sales through Dohmen, our specialty pharmacy, are made to individual patients who do not have the right to return the product, our
exposure to product returns is now limited to the specialty distributor channel and is not expected to be material.

Cost of Sales

Cost of sales includes the cost of product (the cost to manufacture Korlym, which includes material, third-party manufacturing costs and indirect personnel
and other overhead costs) based on units for which revenue is recognized in the current period, as well as costs of stability testing, logistics and distribution of the
product. We began capitalizing Korlym production costs as inventory following approval by the FDA in February 2012. Prior to receiving FDA approval for
Korlym, we expensed all costs related to the manufacturing of the product as incurred; we classified these costs as research and development expense. A portion
of the product manufactured prior to FDA approval is available for us to use commercially.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 

Research and Development

Research and development expenses consist of costs incurred for research and development activities that we sponsor. These costs include direct expenses,
such as the cost of clinical trials, pre-clinical studies, manufacturing development, preparations for submissions to the FDA and efforts to prosecute and defend
those submissions and the development of second-generation compounds, as well as research and development-related overhead expenses. We also expense as
incurred nonrefundable payments to third parties and our cost of acquiring technologies and materials used in research and development that have no alternative
future use.

We base our cost accruals for clinical trials, research and preclinical activities on estimates of work completed under service agreements, milestones
achieved, patient enrollment and past experience with similar contracts. Our estimates of work completed and associated cost accruals include our assessments of
information from third-party contract research organizations and the overall status of clinical trial and other development and administrative activities.

Segment Reporting

We determine our operating segments based on the way we organize our business to make operating decisions and assess performance. We have only one
operating segment, which concerns the discovery, development and commercialization of pharmaceutical products.

Stock-Based Compensation

Stock-based compensation for employee and director options

We account for stock-based compensation related to option grants to employees and directors under the fair value method, based on the fair value-based
measurement of the award at the grant date as determined utilizing the Black-Scholes option valuation model. For service-based awards, we recognize expense
over the requisite service period.

Stock-based compensation expense related to non-employees

We recognize the expense of options granted to non-employees based on the fair-value based measurement of the option grants at the time of vesting. For
service-based awards, we recognize expense over the requisite service period. For options with performance-based vesting criteria, we recognize expense based
on the minimum number of shares that will vest over time as the criteria are met based on the Black-Scholes valuation of the vested shares.

See Note 6 for a detailed discussion of stock-based compensation expense.

Recently Issued Accounting Pronouncements

In May 2014, the Financial Accounting Standards Board (FASB) issued Accounting Standards Update (ASU) No. 2014-09. ASU 2014-09 supersedes the
revenue recognition requirements in Revenue Recognition (Topic 605), and requires entities to recognize revenue in a way that depicts the transfer of promised
goods or services to customers in an amount that reflects the consideration to which the entity expects to be entitled in exchange for those goods or services. In
applying this new guidance to contracts within its scope, an entity will: (1) identify the contract(s) with a customer, (2) identify the performance obligation in the
contract, (3) determine the transaction price, (4) allocate the transaction price to the performance obligations in the contract, and (5) recognize revenue when (or
as) the entity satisfies a performance obligation. Additionally, this new guidance will require significantly expanded revenue recognition disclosures. This
guidance, which will become effective for us as of January 1, 2017, is to be applied retrospectively. Early application is not permitted. We are currently evaluating
the new standard, but do not anticipate a material impact to our financial statements once implemented.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 
2. Fair Value of Financial Instruments

As of June 30, 2014 and December 31, 2013, we had invested our financial assets in a money market fund that can be converted to cash at par on demand.
We measured these funds, which totaled $33.6 million and $52.9 million as of June 30, 2014 and December 31, 2013, respectively, at fair value, which
approximates cost, as of the respective dates and classified them as Level 1 assets in the fair value hierarchy for financial assets.

All cash equivalents and short-term investments held as of June 30, 2014 and December 31, 2013 were in active markets and valued based upon their
quoted prices.

3. Composition of Certain Balance Sheet Items

Inventory

The composition of inventory was as follows:
 

   

June 30,
2014   

December 31,
2013  

   (in thousands)  
Raw materials   $ 3,488   $ 4,318  
Work in progress    1,257    2  
Finished goods    897    1,226  

    
 

   
 

Total inventory    5,642    5,546  
Less strategic inventory classified as non-current    (4,570)   (4,450) 

    
 

   
 

Total inventory classified as current   $ 1,072   $ 1,096  
    

 

   

 

The finished goods inventory as of June 30, 2014 and December 31, 2013 includes all costs of manufacture and packaging with the exception of the cost of
raw materials that were expensed prior to FDA approval.

In order to be prepared for potential demand for Korlym and because we have single-source manufacturers of both the API for Korlym and Korlym tablets,
we have invested in inventory of both of these materials. Inventory amounts that are not expected to be consumed within twelve months following the balance
sheet date are referred to as “Strategic Inventory” and classified as a noncurrent asset.

Other Accrued Liabilities

Other accrued liabilities consisted of the following:
 

   

June 30,
2014    

December 31,
2013  

   (in thousands)  
Accrued compensation   $ 561    $ 466  
Professional fees    345     369  
Commercialization costs    328     288  
Government rebates    119     40  
Legal fees    193     110  
Other    78     28  

    
 

    
 

  $ 1,624    $ 1,301  
    

 

    

 

4. Long-Term Obligation

As discussed in Note 1, Basis of Presentation and Summary of Significant Accounting Policies, Long-term Obligation, under the Financing Agreement
with Biopharma, we are obligated to make payments calculated as a percentage of our net sales of Korlym, any future mifepristone-based products, our selective
GR-II antagonists (together referred to as Covered Products) and any upfront, milestone or other contingent payments with respect to Covered Products.
Biopharma’s right to receive payments will expire once it has received cumulative payments of $45.0 million. Through June 30, 2014, we made aggregate
payments to Biopharma in the amount of $3.0 million, with an additional payment in the amount of $1.3 million made in July 2014.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 

Under the terms of the Financing Agreement, our payments are entirely variable, with no fixed minimums. If there are no net sales, upfront, milestone or
other contingent payments in a period with respect to Covered Products, then no payment will be due for that period.

We are obligated to make payments as follows:
 

 
•  20 percent of our net product sales of Covered Products, beginning with the calendar quarter ended June 30, 2013, subject to quarterly payment caps

of $3.0 million during 2014, and $3.75 million during 2015. There is no quarterly cap on payments with respect to net product sales in 2016 and later.
 

 
•  20 percent of payments received for upfront, milestone or other contingent fees under co-promotion and out-license agreements for Covered Products

(without application of quarterly caps).
 

 

•  The percentage used to calculate our payments to Biopharma would increase to 50 percent and any applicable payment caps would lapse if we (i) fail
to provide Biopharma with certain information regarding our promotion and sales of Covered Products, (ii) do not devote a commercially reasonable
amount of resources to the promotion and marketing of the Covered Products or (iii) violate the indebtedness covenant by incurring indebtedness
greater than the sum of earnings before interest, taxes, depreciation and amortization, including such items as non-cash stock-based compensation,
(EBITDA) for the four calendar quarters preceding such incurrence and, in each case, fail to cure within the applicable cure period.

 

 
•  Upon the occurrence of a Corcept change of control transaction or the licensing of Korlym to a third-party for promotion and sale in the United

States, the entire $45.0 million, less any amounts already paid by us, would become due.

To secure our obligations in connection with this Financing Agreement, we granted Biopharma a security interest in our rights in patents, trademarks, trade
names, domain names, copyrights, know-how and regulatory approvals related to the Covered Products, all books and records relating to the foregoing and all
proceeds of the foregoing (together, the Collateral). If we (i) fail to deliver a royalty payment when due and do not remedy that failure within 30 days, (ii) fail to
maintain a first-priority perfected security interest in the Collateral in the United States and do not remedy that failure within five business days of receiving
notice of such failure or (iii) become subject to an event of bankruptcy, then Biopharma may attempt to recover up to $45.0 million (after deducting any payments
we have already made). In addition, pursuant to this agreement, we are not allowed to pay a dividend or other cash distribution, unless we will have cash and cash
equivalents in excess of $50.0 million after such payment.

As discussed in Note 1, Basis of Presentation and Summary of Significant Accounting Policies, Long-term Obligation, we make estimates of the timing
of payments during the term of this agreement for purposes of calculating the expected rate of return to Biopharma, the accretion of related interest expense and
the current portion of our obligation. We recorded interest expense of $935,000 and $2.0 million for the three- and six-month periods ended June 30, 2014,
respectively, $1.1 million and $2.2 million for the three- and six-month periods ended June 30, 2013, respectively, and total accreted interest of $8.1 million for
the period from August 2012 through June 30, 2014, as calculated based on the internal interest rate to Biopharma that would result from these assumed payment
streams. The timing of payment amounts will be based on actual Korlym Receipts recorded in the financial statements over the term of this agreement and may
differ from these estimates. While changes in the timing of Korlym revenue may affect the timing of recognition of interest expense and the split between the
current and long-term portions of the obligation at any balance sheet date, the aggregate amount to be repaid to Biopharma is fixed at $45.0 million.

The carrying value of the long-term obligation was $35.0 million as of June 30, 2014 and $35.1 million as of December 31, 2013. The long-term
obligation, including accrued interest, is presented on the balance sheet in two components; the Long-term obligation - current portion, which equates to the
estimated amount due under the agreement to be paid within twelve months following the balance sheet date, and the remaining amount, which is included in
Long-term obligation, net of current portion.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 

The following table provides a summary of the payment obligations under the Financing Agreement as of June 30, 2014 and December 31, 2013, utilizing
the payment assumptions discussed above.
 

   

June 30,
2014   

December 31,
2013  

   (in thousands)   
Total repayment obligation   $ 45,000   $ 45,000  

Less interest to be accreted in future periods    (6,931)   (8,910) 
Less payments made    (3,037)   (1,025) 
Less current portion    (7,396)   (5,743) 

    
 

   
 

Long-term obligation, net of current portion   $ 27,636   $ 29,322  
    

 

   

 

The estimated fair value of the long-term obligation, as measured using Level 3 inputs, approximates the carrying amounts as presented on the balance
sheet as of June 30, 2014 and December 31, 2013. The estimated fair value was calculated using the income method of valuation. The key assumptions required
for the calculation were an estimate of the amount and timing of future product revenues and an estimated cost of capital. Management’s estimate of the future
product revenues is subject to significant uncertainty due to the fact that Korlym has been available for less than two years and the extended time period
associated with the Financing Agreement.

We capitalized $140,000 of issuance costs related to the Financing Agreement, which are being amortized over the estimated term of the obligation, based
on the assumptions discussed above. At June 30, 2014 and December 31, 2013, the unamortized issuance costs were $72,000 and $87,000, respectively, and are
included in other assets on our balance sheets.

5. Significant Agreements

Pharmaceutical Manufacturing Agreement

In March 2014, we entered into a long-term manufacturing and supply agreement with PCAS for the manufacture of mifepristone, the active
pharmaceutical agreement in Korlym . We have agreed to purchase a minimum percentage of our mifepristone requirements from PCAS; the amount of the
commitment will depend on our future needs. The initial term of the agreement is five years from March 20, 2014, with an automatic extension of one year unless
either party gives 12 months prior written notice that it does not want an extension. We have the right to terminate the agreement if PCAS is unable to
manufacture the product for a consecutive nine-month period.

Tablet Manufacturing Agreement

On April 7, 2014, we entered into a manufacturing agreement with AAI Pharma Services Corp. (AAI) under which AAI will manufacture and package
Korlym tablets. The initial term of this agreement is a period of three years from April 7, 2014, with consecutive automatic extensions of two years unless either
party gives written notice - in the case of AAI, 18 months prior to the end of the applicable term, and in our case 12 months prior to the end of the applicable term
- that it does not want such an extension. We have the right to terminate the agreement if AAI is unable to manufacture the product for a consecutive four-month
period or if the product is withdrawn from the market. There are no minimum purchase obligations under this agreement.

Clinical Trial Agreement

In March 2014, we entered into an agreement with Quotient Clinical Limited, a clinical research organization (CRO), for a Phase 1 study of one of our new
compounds. The total commitment under the agreement is approximately $2.6 million, which is expected to be expended over approximately a 1-year period.
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CORCEPT THERAPEUTICS INCORPORATED

NOTES TO CONDENSED FINANCIAL STATEMENTS, continued
 
6. Stock Option Plans

We have three stock option plans – the 2000 Stock Option Plan (the 2000 Plan), the 2004 Equity Incentive Plan (the 2004 Plan) and the 2012 Incentive
Award Plan (the 2012 Plan).

On February 6, 2014, our Board of Directors authorized an increase of 3,993,300 shares in the number of shares available for issuance under the 2012 Plan,
which was equivalent to 4% of the shares of our common stock outstanding as of December 31, 2013, pursuant to the terms of the 2012 Plan.

During the six-month period ended June 30, 2014, we issued an aggregate of 1.1 million shares of our common stock upon the exercise of stock options.

The following table provides a summary of non-cash stock-based compensation.
 

   

Three Months Ended
June  30,    

Six Months Ended
June  30,  

   2014    2013    2014    2013  

   (in thousands)    (in thousands)  
Research and development   $ 169    $ 157    $ 331    $ 305  
Selling, general and administrative    1,057     1,108     2,272     2,270  

    
 

    
 

    
 

    
 

Total non-cash stock-based compensation   $ 1,226    $ 1,265    $ 2,603    $ 2,575  
    

 

    

 

    

 

    

 

7. Net Loss Per Share

Basic and diluted net loss per share is computed by dividing the net loss by the weighted-average number of common shares outstanding during the period.
The computation of net loss per share for each period, including the number of weighted-average shares outstanding, is shown on the face of the statements of
comprehensive loss.

We have excluded the impact of common stock equivalents relating to shares underlying outstanding stock options and warrants from the calculation of
diluted net loss per common share because all such securities are antidilutive for all periods presented.

The following table presents information on securities outstanding as of the end of each period that could potentially dilute the per share data in the future.
 

   June 30,  

   2014    2013  

   (in thousands)  
Stock options outstanding    14,618     14,494  
Warrants outstanding    8,044     8,904  

    
 

    
 

Total    22,662     23,398  
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ITEM 2. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

Forward-Looking Statements

This Management Discussion should be read in conjunction with the financial statements and notes thereto appearing elsewhere in this report. We make
statements in this section that are forward-looking statements within the meaning of the federal securities laws. For a complete discussion of such forward-
looking statements and the potential risks and uncertainties that may impact upon their accuracy, see “Forward-Looking Statements” included in “Risk Factors”
Item 1A of this Form 10-Q and the “Overview” and “Liquidity and Capital Resources” sections of this Management’s Discussion and Analysis of Financial
Condition and Results of Operations.

Overview

We are a pharmaceutical company engaged in the discovery, development and commercialization of drugs for the treatment of severe metabolic, psychiatric
and oncologic disorders. Our focus is on disorders associated with the steroid hormone cortisol. Elevated levels and abnormal release patterns of cortisol have
been implicated in a broad range of human disorders.

Since our inception in 1998, we have been developing mifepristone, a potent, competitive glucocorticoid receptor II (GR-II) antagonist. In February 2012,
the FDA approved Korlym  (mifepristone) 300 mg Tablets as a once-daily oral medication for treatment of hyperglycemia secondary to hypercortisolism in adult
patients with endogenous Cushing’s syndrome who have type 2 diabetes mellitus or glucose intolerance and have failed surgery or are not candidates for surgery.
We made the drug available to patients in the United States in April 2012.

We have begun a Phase 1 safety and efficacy study of mifepristone in combination with chemotherapy in the treatment of triple-negative breast cancer – a
form of cancer with a particularly poor prognosis. We have discovered and patented three series of selective GR-II antagonists that, like mifepristone,
competitively block GR-II but do not bind to the progesterone receptor and thus do not interfere with pregnancy.

On May 7, 2014, we announced the discontinuation of our Phase 3 study of mifepristone, the active ingredient in Korlym, for treatment of psychotic
depression (Study 14) after receiving the report of the study’s data monitoring committee that the trial was unlikely to meet its primary endpoint with statistical
significance based on an analysis of interim data. We began this study in 2008. See further discussion under “Psychotic Depression” below.

Unless otherwise stated, all references in this document to “we,” “us,” “our,” “Corcept,” the “Company,” “our company” and similar designations refer to
Corcept Therapeutics Incorporated.

Cushing’s Syndrome. Cushing’s syndrome is a disorder caused by prolonged exposure of the body’s tissues to high levels of the hormone cortisol.
Sometimes called “hypercortisolism,” it is uncommon and most often affects adults aged 20 to 50. An estimated 10 to 15 of every one million people are newly
diagnosed with this syndrome each year, resulting in approximately 3,000 new patients and an estimated prevalence of 20,000 patients with Cushing’s syndrome
in the United States.

The FDA approval of Korlym allows us to market Korlym in the United States for its approved indication. Since Korlym’s approval in February 2012, we
have been carrying out our commercialization plans, including deploying medical science liaisons (MSLs) and sales representatives. We have also developed
digital marketing capabilities and patient assistance programs to support physicians and patients.

We have Orphan Drug designations for Korlym from the FDA for the approved indication and from the European Commission for the treatment of
endogenous Cushing’s syndrome. Orphan Drug designation in the United States is a special status granted by the FDA to encourage the development of
treatments for diseases or conditions that affect fewer than 200,000 patients in the United States. Drugs that receive Orphan Drug designation obtain seven years
of marketing exclusivity for the approved indication from the date of drug approval, as well as tax credits for clinical trial costs, marketing application filing fee
waivers and assistance from
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the FDA in the drug development process. Benefits of Orphan Drug designation in the EU are similar to those in the United States, but include ten years of
marketing exclusivity for the approved indication in all 28 member states, free scientific advice during drug development, access to a centralized review process
and a reduction or complete waiver of fees levied by the European Medicines Agency (EMA). We submitted our Marketing Authorization Application request to
the EMA in October 2013.

Triple-Negative Breast Cancer. In January 2014, we began a Phase 1 study of mifepristone in combination with the chemotherapy drug eribulin in the
treatment of triple-negative breast cancer.

We plan to conduct our study in two phases. First, the recommended dose for the second phase of the study will be determined in up to 20 patients with
metastatic breast cancer. In the subsequent expansion phase, 20 patients with GR-II-positive triple-negative breast cancer will be dosed to determine a preliminary
estimate of efficacy. Mifepristone will be administered orally with food once daily and eribulin will be administered intravenously. We began enrolling patients in
this study in February 2014 and expect to have results in 2015.

Psychotic Depression. On May 5, 2014, an independent data monitoring committee informed us that its analysis of data from the first 226 patients to enroll
in our Phase 3 trial of mifepristone for the treatment of psychotic depression (Study 14) showed that the study had failed to reach its primary endpoint – a rapid
and sustained reduction in the patients’ psychotic symptoms – with statistical significance. The committee advised us that continuing the study to its full
enrollment of 450 patients would be unlikely to generate a statistically significant result. On May 7, 2014, we announced our decision to discontinue Study 14 and
redeploy resources to more promising programs.

Selective GR-II Receptor Antagonists. In 2003, we initiated a discovery research program to identify and patent selective GR-II antagonists with the intent
of developing a pipeline of products for proprietary use. Three distinct series of GR-II antagonists were identified. These compounds, like mifepristone,
competitively antagonize the cortisol receptor (GR-II) but do not block the PR (progesterone), ER (estrogen), AR (androgen) or GR-I (mineralocorticoid)
receptors. Both the United States Patent & Trademark Office (USPTO) and the European Patent Office (EPO) have issued composition of matter patents to us in
each of the three series. One additional composition of matter patent application is pending.

Several of our new compounds have demonstrated positive results in animal or in vitro models for the prevention and reversal of alcohol dependence,
amyotrophic lateral sclerosis (Lou Gehrig’s disease), Alzheimer’s disease, anti-psychotic-induced weight gain, breast, ovarian and prostate cancer in combination
with a chemotherapeutic agent, electroconvulsive shock-induced retrograde amnesia, metabolic syndrome, muscular dystrophy, obesity, prevention of
glucocorticoid-induced neurological damage in premature infants, and stress disorders. We intend to continue our discovery research program with the goal of
identifying new selective GR-II antagonists, to manufacture and conduct pre-clinical development of one or more of these compounds and to study the most
promising of them in humans. We plan to advance at least two of the new compounds to the clinic over the next year.

General

Our activities to date have included:
 

 
•  product development, including drug formulation and manufacturing, designing, funding and overseeing clinical trials, and conducting non-human

clinical investigatory activities, such as toxicological testing;
 

 
•  commercialization of Korlym, including hiring and training medical science liaisons and sales representatives, retention and management of third-

party distribution partners, establishment of third-party coverage and reimbursement and patient assistance programs and marketing activities;
 

 •  regulatory affairs;
 

 •  discovery research; and
 

 •  intellectual property prosecution and expansion.

Historically, we have financed our operations and internal growth primarily through private placements of our preferred and common stock, the public sale
of common stock and through our Financing Agreement with Biopharma, rather than through collaborative or partnership agreements.
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As of June 30, 2014, we had an accumulated deficit of $314.1 million. Our historical operating losses have resulted principally from our research and
development activities, including clinical trial activities for mifepristone, discovery research, non-clinical activities such as toxicology and carcinogenicity
studies, manufacturing and regulatory activities, as well as selling, general and administrative expenses, including expenses related to the commercial launch of
Korlym. We may continue to incur net losses as we continue our mifepristone and selective GR-II antagonist discovery and clinical development programs, apply
for regulatory approvals, acquire and / or develop treatments in other therapeutic areas, establish sales and marketing capabilities and expand our operations.

Our business is subject to significant risks, including the risks inherent in our research and development efforts, the results of our mifepristone and other
clinical trials, uncertainties associated with securing financing, uncertainties associated with obtaining and enforcing patents, our investment in manufacturing
set-up, the management of our supply chain, the lengthy and expensive regulatory approval process and competition from other products. Our ability to
successfully generate revenues in the foreseeable future is dependent upon our ability, alone or with others, to finance our operations and develop, obtain
regulatory approval for, manufacture and market our products.

Results of Operations

Net Product Sales – Net product sales includes product revenue resulting from sales to our customers, reduced by (1) trade allowances, such as discounts
for prompt payment and distributor fees, (2) estimated government rebates and chargebacks, (3) reserves for expected product returns and 4) estimated costs of
our patient assistance program. We made Korlym available commercially in the United States in April 2012.

For the three- and six-month periods ended June 30, 2014, we recorded net product sales of $5.9 million and $10.3 million, respectively, as compared to
$1.9 million and $3.6 million in the respective periods in 2013. To calculate net product sales, we deducted from gross sales estimates of prompt-pay discounts
(which we ceased to incur with respect to our specialty pharmacy customer beginning in the third quarter of 2013), distribution service fees, rebates and
chargebacks owed to government payors and patient assistance program costs, which amounts are not material for any of the periods presented.

We make cash donations to a non-profit third party organization that provides patients who meet certain eligibility requirements with financial assistance
for the treatment of Cushing’s syndrome, which treatment may include Korlym. We do not include in net product revenues sales of Korlym tablets to such
patients funded through this source.

Cost of sales – Cost of sales includes the cost to manufacture Korlym (which includes material, third-party manufacturing costs and indirect personnel and
other overhead costs) based on units sold in the current period, as well as the cost of stability testing and distribution. We began capitalizing Korlym production
costs as inventory following approval by the FDA to market Korlym in February 2012. Prior to Korlym’s approval, we expensed all costs related to the
manufacturing of product (including stability costs and manufacturing overhead) as incurred, classifying these costs as research and development expense. A
portion of the product manufactured prior to FDA approval was available for us to use commercially.

Cost of sales was $215,000 and $389,000 for the three- and six-month periods ended June 30, 2014, respectively, which equaled 3.7 percent and 3.8 percent
of net product sales for each of the respective periods. Cost of sales was $23,000 and $43,000 for the three- and six-month periods ended June 30, 2013,
respectively, which equaled 1.2 percent of net product sales for each of the respective periods. Direct product cost for tablets sold during the three- and six-month
periods ended June 30, 2014 represented approximately 2.9 percent and 3.1 percent of net product sales, respectively, as compared to less than 1 percent of net
product sales for each of the three- and six-month periods ended June 30, 2013. The remainder of the cost of sales during each period related to stability testing
and distribution costs. Product sold during the three- and six-month periods ended June 30, 2014, included the cost to manufacture the Korlym tablets and indirect
personnel and other overhead costs but did not include the cost of the active pharmaceutical ingredient (API) as that had been expensed prior to FDA approval of
Korlym. Product sold during the three- and six-month periods ended June 30, 2013, did not include either the cost to manufacture the Korlym tablets or the API
costs as these tablets had been fully manufactured prior to FDA approval.
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Although the cost of manufacturing Korlym reflected in our cost of sales through June 30, 2014, does not reflect the full cost of production because we
have previously expensed the majority of the raw materials, labor and overhead costs incurred to produce the product sold during these periods, we do not expect
that the inclusion of these previously expensed cost components in future periods will materially increase our cost of sales, because we expect that the added costs
will be offset by production efficiencies. In addition, as the amount and timing of stability testing varies from period to period as determined by FDA regulations
and our production schedule and is not a fixed percentage of our sales volumes, our cost of sales of Korlym as a percentage of net product sales may fluctuate
from period to period.

Research and development expenses – Research and development expenses include (1) personnel costs related to our development activities, including
facilities costs and non-cash stock-based compensation, (2) costs of discovery research, (3) costs associated with IND-enabling activities and pre-clinical studies,
(4) costs of clinical trials, including trial preparation, enrollment, site monitoring and data management and analysis expenses, (5) regulatory costs, (6) costs of
manufacturing development, including the development and activities to qualify a tablet manufacturing site, (7) costs of manufacture and / or acquisition of
clinical trial materials and material used in registration and validation batches included in regulatory submissions price to product approval and (8) other costs
associated with the preparation and prosecution of the regulatory submissions related to Korlym or other product candidates.

Research and development expenses decreased 5.3 percent to $4.3 million for the three-month period ended June 30, 2014 from $4.5 million for the
comparable period in 2013. For the six-month period ended June 30, 2014, research and development expenses increased 32.0 percent to $11.5 million from
$8.7 million for the comparable period in 2013.

During the three-month period ended June 30, 2014, as compared to the corresponding period in 2013, there was an increase of $229,000 in staffing and
consultancy costs. During the six-month period ended June 30, 2014, as compared to the corresponding period in 2013, there was an increase of $1.5 million in
staffing and consultancy costs, which included $815,000 related to bonuses to staff working in these functions that were awarded and paid in February 2014.
After adjusting for the effect of these bonuses, there was a net increase of $651,000 in staffing and consulting costs in the first half of 2014 as compared to the
same period in 2013. The increase in costs between years was primarily to support increased activity in the psychotic depression study, preparations for a
previously anticipated submission to the FDA of an sNDA for approval of mifepristone in psychotic depression and increased activities in our oncology study.

Clinical trial costs reflected net increases of $108,000 and $1.8 million during the three- and six-month periods ended June 30, 2014, respectively, as
compared to the respective periods in 2013. During the three- and six-month periods ended June 30, 2014 as compared to 2013, there were increases of $134,000
and $1.5 million, respectively, related to our Phase 3 study with mifepristone for the treatment of psychotic depression study and $206,000 and $760,000,
respectively, related to our oncology study. During the three- and six-month periods ended June 30, 2014, as compared to the respective periods in 2013, there
were decreases of $232,000 and $486,000, respectively, in clinical trial activities related to other clinical trials as work on these studies was completed.

In addition, there were decreases in spending of $420,000 and $73,000 during the three- and six-month periods ended June 30, 2014, respectively, as
compared to the respective periods in 2013, related to the development of new compounds, and decreases in spending of $182,000 and $383,000 in the respective
periods related to development of other products.
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Below is a summary of our research and development expenses by major project:
 

   

Three Months Ended
June  30,    

Six Months Ended
June 30,  

Project   2014    2013    2014    2013  

   (in thousands)    (in thousands)  
Development programs:         

Psychotic Depression   $ 1,862    $ 1,697    $ 5,257    $ 3,204  
Cushing’s syndrome    502     765     1,144     1,303  
Cancer    404     —       1,171     —    

Selective GR-II antagonists    875     1,385     2,732     2,848  
Unallocated activities, including NDA supportive studies and manufacturing,

regulatory and pre-clinical activities    440     487     902     1,088  
Stock-based compensation    169     157     331     305  

    
 

    
 

    
 

    
 

Total research and development expense   $ 4,252    $ 4,491    $ 11,537    $ 8,748  
    

 

    

 

    

 

    

 

We expect research and development expenditures during the remainder of 2014 to be less than they were in 2013, as reductions in our spending on
psychotic depression are only partially offset by increases in spending on our development programs for oncology and our next-generation compounds. Research
and development expenses in 2015 and beyond will depend on our strategic priorities and the availability of funding. See also, “Liquidity and Capital Resources”.

Many factors can affect the cost and timing of our clinical programs, including inconclusive results requiring more clinical trials or the extension of
existing trials, slow patient enrollment, adverse side effects in study patients, insufficient supplies of medicine and real or perceived lack of effectiveness or safety
of the drug in our trials. The cost and timing of development of our selective GR-II antagonists will depend on the success of our efforts and any difficulties that
we may encounter. In addition, the development of all of our product candidates will be subject to extensive governmental regulation. These factors make it
difficult for us to predict the timing and costs of the further development and approval of our product candidates.

Selling, general and administrative expenses – Selling, general and administrative expenses include (1) internal personnel, a contracted sales force and
other consultancy costs related to administrative and commercialization activities, including facilities costs and non-cash stock-based compensation, (2) expenses
of third-party vendors that we engage to execute our commercial plans related to Korlym, including marketing and promotion, strategy development, market
research and analytics, reimbursement support services, pharmacovigilance, distribution of marketing materials and other logistical needs, (3) medical educational
grants and donations and (4) legal, accounting and other professional fees.

For the three-month period ended June 30, 2014, selling, general and administrative expenses decreased 2.4 percent to $8.0 million from $8.2 million for
the comparable period in 2013. For the six-month period ended June 30, 2014, selling, general and administrative expenses increased 7.4 percent to $17.8 million
from $16.5 million for the comparable period in 2013.

During the three-month period ended June 30, 2014, as compared to the corresponding period in 2013, there was an increase of $364,000 in staffing and
consultancy costs. During the six-month period ended June 30, 2014, as compared to the corresponding period in 2013, staffing and consultancy costs increased
by $3.0 million, primarily due to the payment of $2.5 million in bonuses awarded in February 2014. These increases were offset by decreases in other
professional services related to commercial activities of $635,000 and $1.4 million in the respective comparable periods.

Selling, general and administrative expenses included stock-based compensation expense related to option grants to individuals performing these functions
of $1.1 million and $2.3 million during the three- and six-month periods ended June 30, 2014, respectively, which amounts were the same in the respective
periods of 2013.

We expect that selling, general and administrative expenses will be slightly higher during the remainder of 2014 as compared to 2013 because of activities
directly associated with the commercialization of Korlym. The level of selling, general and administrative activities and related expenses in 2015 and future years
will be largely dependent on our assessment of the staff and other services necessary to support product commercialization and our continued clinical
development activities. See also, “Liquidity and Capital Resources.”
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Interest and other expense – Interest and other expense for the three- and six-month periods ended June 30, 2014 was $971,000 and $2.0 million,
respectively, as compared to $1.1 million and $2.3 million for the respective periods in 2013. Costs in this category consisted primarily of interest expense related
to our Biopharma financing agreement for all periods presented. Interest expense for the remainder of 2014 and future years related to this obligation will
decrease from the levels of 2013 due to quarterly payments against the outstanding obligation.

Non-GAAP Financial Measures

We prepare our condensed financial statements and footnotes thereto, which are included in Part I, Item 1 of this Quarterly Report on Form 10-Q, in
accordance with U.S. Generally Accepted Accounting Principles (GAAP). To supplement our financial results presented on a GAAP basis, we use non-GAAP
measures of net loss that exclude significant non-cash expenses related to stock-based compensation expense and the accretion of interest expense under our
capped royalty financing transaction. We use this non-GAAP measure of net loss to manage our business and believe that it may help investors better evaluate our
past financial performance and potential future results. Non-GAAP measures should not be considered in isolation or as a substitute for comparable GAAP
accounting and investors should read them in conjunction with our financial statements and notes thereto prepared in accordance with GAAP. The non-GAAP
measure of net loss we use may be different from, and not directly comparable to, similarly titled measures used by other companies.
 

   

Three Months Ended
June 30,   

Six Months Ended
June 30,  

   2014   2013   2014   2013  

   (in thousands, except for per share data)  
GAAP net loss   $ (7,552)  $ (11,897)  $ (21,481)  $(23,981) 
Significant non-cash expenses:      

Stock-based compensation    1,226    1,265    2,603    2,575  
    

 
   

 
   

 
   

 

Accretion of interest expense related to long-term obligation    935    1,092    1,979    2,207  
    

 
   

 
   

 
   

 

Non-GAAP net loss, as adjusted for significant non-cash expenses   $ (5,391)  $ (9,540)  $ (16,899)  $(19,199) 
    

 

   

 

   

 

   

 

GAAP basic and diluted net loss per share   $ (0.07)  $ (0.12)  $ (0.21)  $ (0.24) 
    

 

   

 

   

 

   

 

Non-GAAP basic and diluted net loss per share, as adjusted for significant non-cash
expenses   $ (0.05)  $ (0.10)  $ (0.17)  $ (0.19) 

    

 

   

 

   

 

   

 

Shares used in computing basic and diluted net loss per share    100,980    99,814    100,751    99,814  
    

 

   

 

   

 

   

 

Liquidity and Capital Resources

We have incurred operating losses since inception, and at June 30, 2014, we had an accumulated deficit of $314.1 million. Since our inception, we have
relied primarily on the proceeds from public and private sales of our equity securities and our Financing Agreement with Biopharma to fund our operations.

At June 30, 2014, we had cash and cash equivalents of $34.0 million, compared to $54.9 million at December 31, 2013. Net cash used in operating
activities for the six-month periods ended June 30, 2014 and 2013 were $20.0 million and $20.8 million, respectively. We used cash in each period primarily for
the commercialization of Korlym and for research and development activities. In addition, we made payments under the Biopharma Financing Agreement of
$2.0 million in the aggregate during the six-month period ended June 30, 2014. No payments had been required under this agreement during the comparable
period in 2013 as the first payment was not required to be made until August 2013.

We expect net cash used during the remainder of 2014 will be lower than in corresponding periods of 2013 as cash generated from the sale of Korlym will
increase more than our expenditures related to the commercialization of Korlym, the continuation of our Phase 1 trial of mifepristone for triple-negative breast
cancer, development of our selective GR-II antagonists and payments under our Biopharma Financing Agreement.
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Our funding requirements for operating activities may increase in 2015 and beyond if we decide to expand our development programs for oncology or our
selective GR-II antagonists, in which case expenses may be only partially offset by revenues from sales of Korlym.

As discussed below under the caption Contractual Obligations and Commercial Commitments, we are required to make aggregate payments under the
Biopharma Financing Agreement of $45.0 million, with $3.0 million paid through June 30, 2014 and an additional payment of $1.3 million made in July 2014.
Future individual payment amounts will be variable.

We may choose to raise additional funds to finance our strategic priorities. We cannot be certain that additional funding will be available on acceptable
terms or at all. Further, any additional equity financing may be dilutive to stockholders, and any debt financing, if available, may involve restrictive covenants. If
we obtain funds through collaborations with others, these arrangements may be on unfavorable terms or may require us to relinquish certain rights to our
technologies or product candidates that we would otherwise seek to develop on our own.

While we monitor the cash balance in our checking account and transfer the funds in only as needed, these cash balances and our money market fund could
be influenced if the underlying financial institution were to fail or were subject to other adverse conditions in the financial markets. To date, we have experienced
no loss or lack of access to cash in our checking account or money market fund.

Contractual Obligations and Commercial Commitments

Our contractual payment obligations and purchase commitments as of December 31, 2013 are disclosed in our Annual Report on Form 10-K for the year
ended December 31, 2013, and have not changed materially during the six-months ended June 30, 2014, with the exception of (1) the initiation of an agreement
with a CRO for a Phase 1 study of one of our new compounds with a total commitment of approximately $2.6 million that is expected to be expended over the
next one-year period, (2) the execution of a long-term manufacturing and supply agreement with PCAS for the manufacture of mifepristone and (3) the execution
of a long-term agreement with AAI Pharma for the manufacture of Korlym tablets. We have agreed to purchase a minimum percentage of our mifepristone
requirements from PCAS; the amount of this commitment will depend on our future needs. There are no minimum purchase obligations under the agreement with
AAI Pharma.

Off-Balance Sheet Arrangements

None.

Critical Accounting Policies and Estimates

Our financial statements have been prepared in accordance with U.S. generally accepted accounting principles. The preparation of these financial
statements requires us to make estimates and judgments that affect the reported amounts of assets, liabilities and expenses. We base our estimates on historical
experience and on various other assumptions that we believe to be reasonable under the circumstances, the results of which form the basis for making judgments
about the carrying values of assets and liabilities that are not readily apparent from other sources. Actual results may differ from these estimates under different
assumptions or conditions. Our critical accounting policies and estimates are discussed in our Annual Report on Form 10-K for the fiscal year ended
December 31, 2013. During the six months ended June 30, 2014, we did not make any significant changes to our critical accounting policies and estimates.

Recently Issued Accounting Pronouncements

In May 2014, the Financial Accounting Standards Board (FASB) issued Accounting Standards Update (ASU) No. 2014-09. ASU 2014-09 supersedes the
revenue recognition requirements in Revenue Recognition (Topic 605), and requires entities to recognize revenue in a way that depicts the transfer of promised
goods or services to customers in an amount that reflects the consideration to which the entity expects to be entitled in exchange for those goods or services. In
applying this new guidance to contracts within its scope, an entity will: (1) identify the contract(s) with a customer, (2) identify the performance obligation in the
contract, (3) determine the transaction price, (4) allocate the transaction price to the performance obligations in the contract, and (5) recognize revenue when (or
as) the entity satisfies a performance obligation. Additionally, this new guidance will require significantly expanded revenue recognition disclosures. This
guidance, which will become effective for us as of January 1, 2017, is to be applied retrospectively. Early application is not permitted. We are currently evaluating
the new standard, but do not anticipate a material impact to our financial statements once implemented.
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ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

Interest Rate Risk

The primary objective of our investment activities is to preserve principal while at the same time maximizing the income we receive from our investments
without significantly increasing risk of loss. As of June 30, 2014, the fair value of our cash and cash equivalents was $33.6 million and consisted primarily of a
money market fund maintained at a major U.S. financial institution that invests primarily in short-term U.S. Treasury notes and bills. To minimize our exposure to
interest rate risk, we have limited the maturities of our investments to less than two years with an average maturity not to exceed one year. Due to the short-term
nature of these instruments, a 10% increase or decrease in market interest rates would not have a material impact on the total value of our portfolio as of June 30,
2014.
 
ITEM 4. CONTROLS AND PROCEDURES

Evaluation of disclosure controls and procedures. Our management, under the supervision and with the participation of our Chief Executive Officer and
Chief Financial Officer, conducted an evaluation of our disclosure controls and procedures, as defined under Rules 13a-15(e) and 15d-15(e) of the Exchange Act
as of June 30, 2014. Based on that evaluation, our Chief Executive Officer and Chief Financial Officer have concluded that our disclosure controls and procedures
were effective in reaching a reasonable level of assurance that the information required to be disclosed by us in this Quarterly Report on Form 10-Q was
(1) recorded, processed, summarized and reported within the time periods specified in the SEC’s rules and Form 10-Q and (2) accumulated and communicated to
our management, including our Chief Executive Officer and Chief Financial Officer, as appropriate to allow timely decisions regarding required disclosure. Our
disclosure controls and procedures are designed to provide reasonable, not absolute, assurance that the objectives of our disclosure control system are met.

Changes in internal control over financial reporting. There were no changes in our internal control over financial reporting during the quarter ended
June 30, 2014, that have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.
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PART II. OTHER INFORMATION
 

ITEM 1. LEGAL PROCEEDINGS

We are not currently involved in any material legal proceedings.
 
ITEM 1A. RISK FACTORS

An investment in our common stock involves significant risks. You should carefully consider the risks described below and the other information in this
Quarterly Report on Form 10-Q, including our financial statements and related notes, before you decide to invest in our common stock. If any of the following
risks or uncertainties actually occurs, our business, results of operations or financial condition could be materially harmed, the trading price of our common
stock could decline and you could lose all or part of your investment. The risks and uncertainties described below are those that we currently believe may
materially affect us; however, they may not be the only ones that we face. Additional risks and uncertainties of which we are unaware or currently deem
immaterial may also become important factors that may harm our business. Except as required by law, we undertake no obligations to update any risk factors.

Risks Related to the Commercialization of Korlym
and Development of Mifepristone and Our Other Proprietary GR-II Antagonists

We depend heavily on the success of Korlym, which we began to sell in the United States in April 2012. If we are unable to increase revenues of Korlym
to the levels that investors expect, or experience significant delays in doing so, our stock price will likely decline.

We anticipate that for the foreseeable future our ability to generate meaningful revenues and achieve profitability will be solely dependent on the successful
commercialization of Korlym. Many factors could harm our efforts to commercialize Korlym, including:
 

 •  an inability to generate meaningful revenue due to low product usage, inadequate coverage and reimbursement or other factors;
 

 •  competition from Novartis’s Signifor and from other companies with greater financial, technical and marketing resources than ours;
 

 •  an inability to manufacture Korlym or the active ingredient in Korlym in commercial quantities and at an acceptable cost;
 

 
•  the cost-effectiveness of Korlym and the availability of third-party insurance coverage and reimbursement, in particular from government payors

such as Medicare and Medicaid, for patients using Korlym;
 

 •  political concerns relating to other uses of mifepristone, or RU-486, that could limit the market acceptance of Korlym;
 

 •  negative, inconclusive or otherwise unfavorable results from any post-approval studies we conduct;
 

 •  previously unknown, serious side effects that may be identified; and
 

 •  rapid technological change making Korlym obsolete.

Even if we are able to commercialize Korlym successfully, we cannot predict the rate at which success will occur.

As our current ability to generate revenue is wholly dependent upon the commercialization of Korlym, its rate of sale will directly and materially affect our
results of operations. There are inherent difficulties in predicting the volumes of Korlym that will be sold, which are heightened by our limited experience
commercializing Korlym or other products. Failure of our revenue to meet the expectations of investors could cause our stock price to decline. See also the
discussion below under “If our operating and financial performance in any given period does not meet the guidance that we provide to the public, estimates
published by research analysts or other investor expectations, our stock price may decline.”
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Physicians may accept Korlym slowly or may never accept it, which would adversely affect our financial results.

Even though the FDA has approved Korlym, physicians may not adopt it as a treatment for their eligible patients. Physicians will prescribe Korlym only if
they determine, based on experience, clinical data, side effect profiles and other factors, that it is preferable to other products or treatments currently in use, even
if those products are not approved for Cushing’s syndrome. Because Cushing’s syndrome is rare, most physicians are inexperienced in the care of patients with
the illness and it may be difficult to persuade them to prescribe a newer treatment, such as Korlym, even with clinical trial results that suggest it may be a
compelling treatment for them to consider.

Other factors that may affect the market acceptance and commercial success of Korlym include:
 

 •  the effectiveness of Korlym, including any side effects, as compared to alternative treatment methods;
 

 •  the rate of adoption of Korlym by physicians and by target patient populations;
 

 
•  the possible preference of some physicians for more familiar, long-standing off-label treatments for Cushing’s syndrome or for Novartis’ drug,

Signifor, for the treatment of Cushing’s disease;
 

 
•  the cost-effectiveness of Korlym and the availability of third-party insurance coverage and reimbursement, in particular from government payors

such as Medicare and Medicaid, for patients using Korlym;
 

 •  the product labeling required by the FDA for Korlym;
 

 •  the extent and success of our efforts to manufacture, commercialize, market, distribute and sell Korlym; and
 

 •  negative publicity concerning Korlym, RU-486, Mifeprex  or mifepristone.

The failure of Korlym to achieve market acceptance would prevent us from generating meaningful revenue.

The Orphan Drug designation for Korlym may not provide protection from competition. We may face competition from companies that attempt
to develop mifepristone or other compounds for the treatment of Cushing’s syndrome, which could limit our future revenues from the
commercialization of Korlym and which could have a negative impact on future revenues from the commercialization of Korlym for any indication.
These companies may have significantly more resources than we do.

Although we have received Orphan Drug designation in both the United States and the EU, we cannot be assured that we will recognize the potential
benefits of these designations. Even after an orphan drug is approved for its orphan indication, the FDA or EMA can subsequently approve a different drug for the
same condition if it concludes that the later drug is safer, more effective or makes a major contribution to patient care. In addition, the FDA or EMA may, during
the orphan drug exclusivity period, approve the same drug for a different indication or different drug for the same indication. Upon expiration of the orphan drug
exclusivity period, we may be subject to competition from manufacturers offering a generic form of mifepristone at a lower cost and our business could be
harmed.

Notwithstanding Korlym’s Orphan Drug designation in both the United States and the EU, in 2012 Novartis received approval in both jurisdictions to
market its somatostatin analogue Signifor for adult patients with Cushing’s disease (a subset of Cushing’s syndrome that afflicts approximately 70 percent of all
Cushing’s syndrome patients) for whom pituitary surgery is not an option or has not been curative. Novartis also announced that is undertaking an investigational
study of an experimental compound (LC1699) to determine whether it can safely reduce the level of urinary free cortisol in patients with Cushing’s disease and to
examine the compound’s safety and efficacy. Novartis has substantially more resources and experience than we do and may provide significant competition.

We are aware that Laboratoire HRA Pharma has received Orphan Drug designation in the United States and the EU for the use of mifepristone to treat a
subtype of Cushing’s syndrome. HRA had begun a Phase 2 clinical trial in Europe and the United States for this indication, which has been terminated. We are
also aware that Exelgyn Laboratories, which operates as a subsidiary of Medi Challenge (Pty) Ltd., received Orphan Drug designation for mifepristone to treat
Cushing’s syndrome in the EU, but it has stated that it has not yet conducted any clinical trials.
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If another drug with mifepristone as its active ingredient is approved in the EU for Cushing’s syndrome before our drug, we will not receive the ten years of
marketing exclusivity from the date of drug approval in the EU and other potential benefits.

If we cannot continue to obtain acceptable prices or adequate coverage and reimbursement for Korlym from third-party payors, we will be unable to
generate significant revenues.

The commercial success of our medications in both domestic and international markets depends on whether third-party coverage and reimbursement is
available for them. Government payors, including Medicare and Medicaid, health maintenance organizations and other third-party payors are increasingly
attempting to contain healthcare costs by limiting both coverage and the level of reimbursement of new medicines, and, as a result, they may not cover or provide
adequate payment for our medications. Our near-term dependence on the commercial success of Korlym makes us particularly susceptible to any such cost
containment or reduction efforts. Accordingly, even though Korlym has been approved for commercial sale, unless government and other third-party payors
continue to provide adequate and timely coverage and reimbursement, physicians may not prescribe it and patients may not purchase it. In addition, meaningful
delays in insurance coverage for individual patients may increase our costs and reduce our revenues. Further, we may need to obtain approvals from hospital
formularies before Korlym can be covered for in-patient treatment. If we fail to obtain such approvals, this will reduce the level of revenues that we are able to
attain.

In some foreign markets, pricing and profitability of prescription pharmaceuticals are subject to government control. In the United States, we expect that
there will continue to be federal and state proposals for similar controls. Also, the trends toward managed health care in the United States and recent laws and
legislation intended to reduce the cost of government insurance programs could significantly influence the purchase of health care services and products and may
result in lower prices for our products or the exclusion of such products from reimbursement programs.

The PPACA, which was passed in 2010, included, among other things, the following measures:
 

 •  annual, non-deductible fees on any entity that manufactures or imports certain prescription drugs and biologics;
 

 •  increases in Medicaid rebates owed by manufacturers under the Medicaid Drug Rebate Program for both branded and generic drugs;
 

 
•  expansion of eligibility criteria for Medicaid programs by, among other things, allowing states to offer Medicaid coverage to additional individuals

and by adding new mandatory eligibility categories for certain individuals with income at or below 133% of the federal poverty level, thereby
potentially increasing a manufacturer’s Medicaid rebate liability;

 

 •  expansion of access to commercial health insurance coverage through new state-based health insurance marketplaces, or exchanges;
 

 •  a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in and conduct comparative clinical research;
 

 
•  new requirements for manufacturers to discount drug prices to eligible patients by 50 percent at the pharmacy level and for mail order services in

order for their outpatient drugs to be covered under Medicare Part D;
 

 •  an increase in the number of entities eligible for discounts under the Public Health Service pharmaceutical pricing program; and
 

 •  establishment of a licensure framework for follow-on biologic products.

The PPACA provisions on comparative clinical effectiveness research extended the initiatives of the American Recovery and Reinvestment Act of 2009,
also known as the stimulus package, which included $1.1 billion in funding to study the comparative effectiveness of health care treatments. This stimulus
funding was designated for, among other things, conducting, supporting or synthesizing research that compares and evaluates the risks and benefits, clinical
outcomes, effectiveness and appropriateness of products. The PPACA also appropriated additional funding to comparative clinical effectiveness research.
Although Congress has indicated that this funding is intended to improve the quality of health care, it remains unclear how the research will impact current
Medicare coverage and reimbursement or how new information will influence other third-party payor policies. It also is unclear what the full impact of PPACA’s
extension of coverage to previously uninsured individuals will be on the demand for our products.
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In addition, other legislative changes have been proposed and adopted in the United States since the PPACA was enacted. In August 2011, the Budget
Control Act of 2011 among other things, created the Joint Select Committee on Deficit Reduction to recommend proposals in spending reductions to Congress.
The Joint Select Committee did not achieve its targeted deficit reduction of at least $1.2 trillion for the years 2013 through 2021, triggering the legislation’s
automatic reduction to several government programs. This includes aggregate reductions to Medicare payments to providers of two percent per fiscal year, which
went into effect on April 1, 2013 and will stay in effect through 2024 unless additional Congressional action is taken. On January 2, 2013, President Obama
signed into law the American Taxpayer Relief Act of 2012, or the ATRA, which, among other things, further reduced Medicare payments to several providers,
including hospitals, imaging centers and cancer treatment centers, and increased the statute of limitations period for the government to recover overpayments to
providers from three to five years.

These new laws and the regulations and policies implementing them, as well as other healthcare reform measures that may be adopted in the future, may
have a material adverse effect on our industry generally and on our ability to successfully develop and commercialize our products.

We will need to continue to develop our medical education, sales and marketing capabilities to successfully commercialize Korlym and our other
proprietary, selective GR-II antagonists.

To achieve commercial success for any approved product, we must either develop sales and marketing capabilities internally or enter into arrangements
with third parties to market and sell our current and future products, and we may not be successful in doing so. We continue to hire experienced field and internal
personnel to commercialize Korlym in the United States, which is expensive and time consuming. Any failure or delay in the development or failure to maintain
effectively our internal capabilities for the marketing and sales of Korlym would adversely impact the commercialization of the product. If our efforts to develop
an internal commercial marketing and sales team are not successful, cost-effective and timely, we may not achieve profitability.

We will need to increase the size of our organization, and we may experience difficulties in managing growth.

We expect that the further development of our commercial organization and the likely future expansion of our research and development efforts will strain
our administrative, operational and management resources. Future growth will impose significant added responsibilities on members of management, including
the need to identify, recruit, maintain and integrate additional employees. To date, we have relied on a small management team, including a number of part-time
contributors. Our future financial performance and our ability to compete effectively will depend, in part, on our ability to manage any future growth effectively.

To that end, we must be able to:
 

 •  integrate additional management, clinical development, administrative and sales and marketing personnel;
 

 •  expand the size and composition of our management team;
 

 •  develop our administrative, accounting and management information systems and controls;
 

 •  hire and train additional qualified personnel;
 

 •  manage our sales and marketing efforts effectively;
 

 •  manage our supply chain effectively;
 

 •  manage our clinical trials effectively; and
 

 •  manage our research and development efforts effectively.

We may not be able to accomplish these tasks, and our failure to accomplish any of them could harm our business.

Public perception of the active ingredient in Korlym, mifepristone (also known as “RU-486”), may limit our ability to market and sell Korlym.

The active ingredient in Korlym, mifepristone (RU-486), is approved by the FDA in another drug for the termination of early pregnancy. As a result,
mifepristone has been and continues to be the subject of considerable ethical and political debate in the United States and elsewhere. Public perception of
mifepristone may limit our
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ability to engage alternative manufacturers and may limit the commercial acceptance of Korlym by patients and physicians. Even though we have taken measures
to minimize the likelihood of the prescribing of Korlym to a pregnant woman, physicians may choose not to prescribe Korlym to a woman simply to avoid any
risk of unintentionally terminating a pregnancy. We have taken measures to control the distribution of Korlym to reduce the potential for diversion and this
controlled distribution may negatively impact sales of Korlym.

We have no manufacturing capabilities and we currently depend on third parties to manufacture the active ingredient and the tablets for Korlym, both
of which are single-source suppliers. If these suppliers are unable or unwilling to continue manufacturing Korlym and we are unable to contract quickly
with alternative sources, or if these third-party manufacturers fail to comply with FDA regulations or otherwise fail to meet our requirements, our
business will be harmed.

We currently have no experience in, and we do not own facilities for, nor do we plan to develop facilities for, manufacturing any products. We depend on a
single-source, third-party contract manufacturer, PCAS, to supply the active pharmaceutical ingredient, or API, in Korlym. We entered into a long-term
agreement with PCAS in March 2014. We also depend on a single-source, third-party contract manufacturer, AAI, to produce Korlym tablets. In April 2014, we
entered into a long-term agreement with AAI. If either of these manufacturers is unable or unwilling to meet our future demands required, we may not be able to
manufacture our product in a timely manner. Our current arrangements with these manufacturers are terminable by such manufacturers, subject to certain notice
provisions. If we are unable to obtain the API or Korlym tablets from our contract manufacturers, we may not be able to manufacture our required quantities or
identify alternate manufacturers of mifepristone or Korlym tablets in a timely manner or on reasonable terms, if at all, which would harm our business. In
addition, we expect to use third-party manufacturers and suppliers if and when our other product candidates are approved.

The facilities used by our contract manufacturers to manufacture our products must be approved by the FDA pursuant to inspections. We do not control the
manufacturing processes of, and are completely dependent on, our contract manufacturing partners for compliance with the regulatory requirements, known as
current good manufacturing practices, or cGMPs. If our contract manufacturers cannot successfully manufacture material that conforms to our specifications and
the strict regulatory requirements of the FDA or others, they will not be able to secure and/or maintain regulatory approval for their manufacturing facilities. In
addition, we have no control over the ability of our contract manufacturers to maintain adequate quality control, quality assurance and qualified personnel. If the
FDA or a comparable foreign regulatory authority does not approve these facilities for the manufacture of our products or if it withdraws any such approval in the
future, we may need to find alternative manufacturing facilities, which would significantly impact our ability to develop, obtain regulatory approval for or market
our products. In addition, sanctions could be imposed on us, including fines, injunctions, civil penalties, failure of regulatory authorities to grant marketing
approval of our product candidates, delays, suspension or withdrawal of approvals, seizures or recalls of products, operating restrictions and criminal
prosecutions, any of which could harm our business. If our suppliers fail to manufacture tablets on a timely basis in the quantities that we require, or fail to
maintain manufacturing capabilities that meet FDA standards, we would likely experience a lengthy delay in our manufacturing processes.

If we or others identify previously unknown, serious side effects of mifepristone, we may be required to perform lengthy additional clinical trials, change
the labeling of Korlym or withdraw it from the market, any of which would hinder or preclude our ability to generate revenues.

The FDA’s approval of Korlym requires that we conduct a study of the interactions between Korlym and ketoconazole, an anti-fungal agent sometimes
used to treat patients with Cushing’s syndrome. It also requires us to study drug utilization to better characterize the reporting rates of adverse events associated
with the long-term use of Korlym. If we or others identify previously unknown, serious side effects of mifepristone:
 

 •  regulatory authorities may withdraw their approvals;
 

 
•  we may be required to conduct additional clinical trials, make changes in labeling, implement changes to or obtain re-approvals of our manufacturing

facilities;
 

 •  we may experience a significant drop in the sales of Korlym;
 

 •  our reputation in the marketplace may suffer; and
 

 •  we may become the target of lawsuits, including class action lawsuits.
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Any of these events could harm or prevent sales of the affected products or could increase the costs and expenses of commercializing and marketing
Korlym.

We may have substantial exposure to product liability claims and may not have adequate insurance to cover those claims.

We may be subject to product liability or other claims based on allegations that the use of our products has resulted in adverse effects or that our product
candidates are not effective, whether by participants in our clinical trials for Korlym or other product candidates, or by patients using Korlym. A product liability
claim may damage our reputation by raising questions about Korlym or any of our product candidates’ safety or efficacy and could limit our ability to sell a
product by preventing or interfering with product commercialization. In some cases, less common adverse effects of a pharmaceutical product are not known until
long after the FDA approves the product for marketing. The active ingredient in Korlym is used to terminate pregnancy. Therefore, clinicians using the medicine
in our clinical trials and physicians prescribing the medicine to women with childbearing potential must take necessary and strict precautions to ensure that the
medicine is not administered to pregnant women. The failure to observe these precautions could result in significant product claims.

We have only limited product liability insurance coverage, with limits that we believe to be customary for a company beginning to commercialize its first
pharmaceutical product. We intend to expand our product liability insurance coverage to any product candidates for which we obtain marketing approval.
However, this insurance may be prohibitively expensive or may not fully cover our potential liabilities. Our inability to obtain adequate insurance coverage at an
acceptable cost could prevent or inhibit the commercialization of Korlym or any of our product candidates, or result in meaningful underinsured or uninsured
liability. Defending a lawsuit could be costly and significantly divert management’s attention from conducting our business. If a third party successfully sues us
for any injury caused by our product candidates, our liability could exceed our total assets.

Even if we receive regulatory approval for our product candidates, we will be subject to ongoing and continued regulatory review, and if we are unable
to maintain regulatory approval of Korlym, or if we fail to comply with regulatory requirements, we will be unable to generate revenue or may be
subject to penalties and our business will be harmed.

Even after we obtain U.S. regulatory approval for a product, the FDA may still impose significant restrictions on the approved indicated uses for which the
product may be marketed or on the conditions of approval. For example, a product’s approval may contain requirements for potentially costly post-approval
studies and surveillance, including Phase 4 clinical trials, to monitor the safety and efficacy of the product. The FDA’s approval of Korlym was subject to
limitations on the indicated uses for which the product may be marketed and requirements for post-marketing follow-up studies and information reporting. In
addition, the FDA’s approval of Korlym requires that we conduct a study of the interactions between Korlym and ketoconazole, an anti-fungal agent sometimes
used to treat patients with Cushing’s syndrome. It also requires us to conduct a drug utilization study to better characterize the reporting rates of adverse events
associated with the long-term use of Korlym.

We are subject to ongoing obligations and continued regulatory review by the FDA and other regulatory authorities in the United States and other countries
with respect to the research, testing, manufacturing, labeling, distribution, adverse event reporting, storage, selling, advertising, promotion, recordkeeping and
marketing of products. These requirements include submissions of safety and other post-marketing information and reports, annual updates on manufacturing
activities and continued compliance with current good manufacturing practices, or cGMPs, and current good clinical practices, or cGCPs, for any clinical trials
that we conduct post-approval. cGMPs and cGCPs are regulations and guidelines enforced by the FDA and comparable foreign regulatory authorities through
periodic inspections of manufacturing sites, trial sponsors, clinical investigators and clinical sites. Later discovery of previously unknown problems with a
product, including adverse events of unanticipated severity or frequency, or with our third-party manufacturers or manufacturing processes, or failure to comply
with FDA regulations and other applicable foreign and U.S. regulatory requirements may result in, among other things, warning letters, civil and criminal
penalties, injunctions, holds on clinical trials, product seizure or detention, refusal to permit the import or export of products, restrictions on product marketing,
withdrawal of the product from the market, voluntary or mandatory product recalls, total or partial suspension of production, refusal to approve pending NDAs or
supplements to approved NDAs, and suspension or revocation of product approvals.
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The FDA’s policies may change and additional governmental regulations may be enacted that could prevent, limit or delay regulatory approval of our
product candidates. If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not able to
maintain regulatory compliance, we may place at risk the FDA marketing approval for Korlym and any other marketing approval that we may obtain, which
would adversely affect our business, prospects and ability to achieve or sustain profitability.

The sale of our products is subject to regulatory approvals, and our business is subject to extensive regulatory requirements, and if we are unable to
obtain regulatory approval for future product candidates, including mifepristone for the treatment of triple-negative breast cancer, we will be limited in
our ability to commercialize such product candidates and our business will be harmed.

We are not permitted to market or promote any of our product candidates before we receive regulatory approval from the FDA or comparable foreign
regulatory authorities and, while we have received FDA marketing approval for Korlym, we may be unable to maintain such approval and we may never receive
such regulatory approval for any of our product candidates. Obtaining regulatory approval of a new drug is an uncertain, lengthy and expensive process, and
success is never guaranteed. Despite the time, resources and effort expended, failure can occur at any stage. In order to receive approval from the FDA for each
product candidate, we must demonstrate that the new drug product is safe and effective for its intended use and that our manufacturing processes for the product
candidate comply with the FDA’s cGMPs. cGMPs include requirements related to production processes, quality control and assurance, and recordkeeping. The
FDA has substantial discretion in the approval process for human medicines. The FDA may require substantial additional clinical testing or find our drug
products do not satisfy the standards for approval. Our inability or the inability of our suppliers to comply with applicable FDA and other regulatory requirements
can result in, among other things, delays in or denials of new product approvals, warning letters, fines, consent decrees restricting or suspending manufacturing
operations, injunctions, civil penalties, recall or seizure of products, total or partial suspension of sales, and/or criminal prosecution. Any of these or other
regulatory actions could materially adversely affect our business and our financial condition.

Future governmental action or changes in FDA law, policy or personnel may also result in delays or rejection of an NDA in the United States. In addition,
because the only other currently FDA-approved use of mifepristone is the termination of pregnancy, we expect that the label for mifepristone for any indication
will include, as Korlym’s does, some limitations, including a so-called “black-box” warning that it should not be used by pregnant women or women seeking to
become pregnant.

If we receive regulatory approval for our future product candidates, including mifepristone for the treatment of triple-negative breast cancer, we will be
subject to ongoing FDA obligations and continued regulatory oversight and review, such as continued safety reporting requirements; and we may also be subject
to additional FDA post-marketing restrictions and obligations. If we are not able to maintain regulatory compliance, we may not be permitted to market our
product candidates and/or may be subject to product recalls or seizures.

Any regulatory approvals that we receive for our future product candidates may also be subject to limitations on the indicated uses for which the medicine
may be marketed or contain requirements for potentially costly post-marketing follow-up studies. In addition, if the FDA approves any of our product candidates,
we will be subject to ongoing and continuing regulatory requirements. See also the discussion above under “Even if we receive regulatory approval for our
product candidates, we will be subject to ongoing and continued regulatory review, and if we are unable to maintain regulatory approval of Korlym, or if we fail
to comply with regulatory requirements, we will be unable to generate revenue or may be subject to penalties and our business will be harmed.”

If we market products in a manner that violates FDA regulations or health care fraud and abuse laws, we may be subject to civil or criminal penalties.

In the United States, we are subject to FDA regulations governing the promotion of health care products. Although physicians are permitted, based on their
medical judgment, to prescribe drugs for indications other than those approved by the FDA, manufacturers are prohibited from promoting their products for such
“off-label” uses. In the United States, we are marketing Korlym for treatment of hyperglycemia secondary to hypercortisolism in adult patients with endogenous
Cushing’s syndrome who have type 2 diabetes mellitus or glucose intolerance and have failed surgery or are not candidates for surgery and provide promotional
materials and training programs to physicians regarding the use of Korlym for this indication. Although we believe our marketing materials and training programs
for physicians do not constitute “off-label” promotion of Korlym, the FDA may disagree. If the FDA determines that our promotional materials, training or other
activities by our
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employees or agents constitute “off-label” promotion of Korlym, it could request that we modify our training or promotional materials or other activities or
subject us to regulatory enforcement actions, including the issuance of a warning letter, injunction, seizure, civil fine and criminal penalties. It is also possible that
other federal or state enforcement authorities might take action if they believe that the alleged improper promotion led to the submission and payment of claims
for an unapproved use, which could result in significant fines or penalties under other statutory authorities, such as laws prohibiting false claims for
reimbursement. Even if it is later determined that we are not in violation of these laws, we may be faced with negative publicity, incur significant expenses
defending our position and have to divert significant management resources from other matters.

In addition, there are health care fraud and abuse regulations and enforcement by both the federal government and the states in which we conduct our
business. The laws that may affect our ability to operate include:
 

 

•  the federal Anti-Kickback Statute, which prohibits, among other things, persons from knowingly and willfully soliciting, receiving, offering or
paying remuneration, directly or indirectly, in exchange for or to induce either the referral of an individual for, or the purchase, order or
recommendation of, any good or service for which payment may be made under federal health care programs such as the Medicare and Medicaid
programs;

 

 

•  federal false claims laws, which prohibit any person from knowingly presenting, or causing to be presented, a false claim for payment to the federal
government, or knowingly making, or causing to be made, a false statement to get a false claim paid. Pharmaceutical companies have been
prosecuted under these laws for a variety of promotional and marketing activities, such as allegedly providing free product to or entering into “sham”
consulting arrangements with customers to induce such customers to purchase, order or recommend the company’s products in violation of the Anti-
Kickback Statute and federal false claims laws and regulations; reporting to pricing services inflated average wholesale prices that were then used by
certain governmental programs to set reimbursement rates; engaging in the promotion of “off-label” uses that caused customers to submit claims to
and obtain reimbursement from governmental payors for non-covered “off-label” uses; and submitting inflated best price information to the Medicaid
Drug Rebate Program;

 

 
•  the federal Health Insurance Portability and Accountability Act of 1996 (HIPAA), which created federal criminal laws that prohibit executing a

scheme to defraud any health care benefit program or making false statements relating to health care matters;
 

 

•  federal “sunshine” laws that require transparency regarding financial arrangements with health care providers, such as the reporting and disclosure
requirements imposed by the PPACA on drug manufacturers regarding any “transfer of value” made or distributed to prescribers and other health
care providers, and ownership or investment interests held by physicians and their immediate family members. The period between August 1, 2013
and December 31, 2013 was the first reporting period, and manufacturers were required to report aggregate payment data by March 31, 2014, and
were required to report detailed payment data and submit legal attestation to the accuracy of such data by June 30, 2014. Thereafter, manufacturers
must submit reports by the 90  day of each calendar year;

 

 

•  HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009 (HITECH) and their respective
implementing regulations, which impose obligations on covered healthcare providers, health plans, and healthcare clearinghouses, as well as their
business associates that create, receive, maintain or transmit individually identifiable health information for or on behalf of a covered entity, with
respect to safeguarding the privacy, security and transmission of individually identifiable health information; and

 

 

•  state law equivalents of each of the above federal laws, such as anti-kickback and false claims laws which may apply to items or services reimbursed
by any third-party payor, including commercial insurers; state laws that require pharmaceutical companies to comply with the pharmaceutical
industry’s voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal government or otherwise restrict
payments that may be made to healthcare providers; state laws that require drug manufacturers to report information related to payments and other
transfers of value to physicians and other healthcare providers or marketing expenditures; and state laws governing the privacy and security of health
information in certain circumstances, many of which differ from each other in significant ways and often are not preempted by HIPAA, thus
complicating compliance efforts.

The risk of our being found in violation of these laws and regulations is increased by the fact that many of them have not been fully interpreted by the
regulatory authorities or the courts, and their provisions are open to a variety of interpretations. Moreover, recent health care reform legislation has strengthened
these laws. For
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example, the PPACA, among other things, amended the intent requirement of the federal anti-kickback and criminal health care fraud statutes; a person or entity
no longer needs to have actual knowledge of these statutes or specific intent to violate them. In addition, the PPACA provided that the government may assert that
a claim including items or services resulting from a violation of the federal anti-kickback statute constitutes a false or fraudulent claim for purposes of the false
claims statutes. If our operations are found to be in violation of any of the laws described above or any other governmental regulations that apply to us, we may
be subject to penalties, including civil and criminal penalties, damages, fines, exclusion from governmental health care programs, and the curtailment or
restructuring of our operations, any of which could adversely affect our ability to operate our business and our financial results.

Clinical drug development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials may not be
predictive of future trial results.

Clinical development is a long, expensive and uncertain process, and data obtained from clinical trials and supportive studies are susceptible to varying
interpretations, which could delay, limit or prevent regulatory approval. The results from early clinical trials may not be predictive of results eventually obtained
in later clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety and efficacy traits despite having progressed through
preclinical studies and initial clinical trials. A number of companies in the biopharmaceutical industry have suffered significant setbacks in advanced clinical
trials due to lack of efficacy or adverse safety profile of their medication candidate, despite promising results in earlier trials. Clinical trials may not demonstrate
sufficient safety and efficacy to obtain regulatory approval. For example, in May 2014, we discontinued our Phase 3 study of mifepristone for treatment of
psychotic depression (Study 14) after receiving the report of a data monitoring committee that the trial was unlikely to reach its primary endpoints based on an
analysis of interim data.

Our ongoing Phase 1 study of mifepristone in combination with chemotherapy to treat triple-negative breast cancer is too small to demonstrate definitively
the safety or efficacy of mifepristone for that indication. Even if the trial generates positive results, those results would have to be confirmed in at least one
substantially larger, more expensive, and lengthier trial if we are to have sufficient basis for seeking regulatory approval.

Moreover, the commencement and completion of clinical trials may be delayed by many factors that are beyond our control, including:
 

 •  delays obtaining regulatory approval to commence a trial;
 

 •  reaching agreement on acceptable terms with contract research organizations, or CROs, and clinical trial sites;
 

 •  obtaining institutional review board, or IRB, approval at each site;
 

 •  slower than anticipated patient enrollment;
 

 •  scheduling conflicts with participating clinicians and clinical institutions;
 

 •  lack of funding;
 

 •  negative or inconclusive results;
 

 •  patient noncompliance with the protocol;
 

 •  adverse medical events or side effects among patients during the clinical trials;
 

 •  negative or problematic FDA inspections of our clinical operations or manufacturing operations; and
 

 •  real or perceived lack of effectiveness or safety of mifepristone.

We could encounter delays if a clinical trial is suspended or terminated by us, the IRBs of the clinical trial sites in which such trials are being conducted, by
the Data Safety Monitoring Board for such trial or by the FDA or other regulatory authorities. Such authorities may impose such a suspension or termination due
to a number of factors, including failure to conduct the clinical trial in accordance with regulatory requirements or our clinical protocols, inspection of the clinical
trial operations or trial site by the FDA or other regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse side
effects, failure to demonstrate a benefit from using a drug, changes in governmental regulations or administrative actions or lack of adequate funding to continue
the clinical trial.
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Over the course of clinical development of any product candidate, we may decide, or the FDA or other regulatory authorities may require us, to pursue
clinical or preclinical studies in addition to those we had initially anticipated. Additional trials or studies may require additional funding, the availability of which
is not assured. Also, it is possible that additional trials or studies that we decide are necessary or desirable will delay or prevent the completion of our
development programs. Even if we are able to conduct all of the clinical trials and supportive studies that we consider appropriate, we may never receive
regulatory approval to market mifepristone for the treatment of triple-negative breast cancer or any other product candidates or indications.

We depend on third parties to conduct and manage many of our clinical trials and to perform related data collection and analysis and, if these third
parties do not successfully carry out their contractual duties or meet expected timelines, we may face costs and delays that may prevent or delay us from
obtaining regulatory approval for or commercializing our product candidates, which could substantially harm our business.

We rely on clinical investigators and clinical sites to enroll patients and other third parties such as clinical research organizations (CROs) to manage many
of our trials and to perform related data collection and analysis. We control only certain aspects of these third parties’ activities. Nevertheless, we are responsible
for ensuring that each of our studies is conducted in accordance with the applicable protocol, legal, regulatory and scientific standards, and our reliance on third
parties does not relieve us of our regulatory responsibilities. We and these third parties are required to comply with cGCPs. If we or any of the third parties
working on or conducting our trials fail to comply with applicable cGCPs, the clinical data generated in our clinical trials may be deemed unreliable and the FDA
or comparable foreign regulatory authorities may require us to perform additional clinical trials before approval of our marketing applications, if at all. We cannot
assure you that upon inspection by a given regulatory authority, such regulatory authority will determine that any of our clinical trials complies with cGCP
requirements. In addition, our clinical trials must be conducted with product produced under cGMP regulations. Our failure to comply with these regulations may
require us to repeat clinical trials, which would delay the regulatory approval process. Moreover, we may not be able to control the timing of identification and
selection of appropriate sites for our planned trials and the amount and timing of resources that the clinical sites that conduct the clinical testing may devote to our
clinical trials. If our clinical investigators and clinical sites fail to enroll a sufficient number of patients in our clinical trials or fail to enroll them on our planned
schedules, we will be unable to complete our trials or to complete them as planned, which could delay or prevent us from completing the clinical development of
mifepristone for the treatment of triple-negative breast cancer or other development programs.

We have an agreement with the CRO that is conducting our Phase 1 trial of mifepristone for the treatment of triple-negative breast cancer to supervise and
monitor clinical site performance and to perform investigator supervision, data collection and analysis for this trial. The conduct of future clinical trials may also
be conducted through the use of CROs and third party clinical sites. We may not be able to maintain relationships with this or other CROs or with the clinical
investigators and the clinical sites through the completion of all trial activities without delays in anticipated timing of trial activities or excessive expenditures. If
any of our relationships with CROs or other third parties terminates, we may not be able to enter into arrangements with alternative CROs or third parties on
commercially reasonable terms, or at all. If these CROs, clinical investigators, clinical sites or other third parties do not carry out their contractual duties or
obligations or fail to meet expected deadlines, or if they need to be replaced or if the quality or accuracy of the clinical data they obtain is compromised due to
their failure to adhere to our clinical protocols or regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated and we
may be unable to obtain regulatory approval for, or successfully commercialize, mifepristone for the treatment of triple-negative breast cancer.

Failure to obtain regulatory approval in foreign jurisdictions will prevent us from commercializing Korlym and our other product candidates abroad.

We may seek to commercialize our products and product candidates in international markets with the help of one or more partners or on our own. Outside
the United States, we may commercialize a product only if we receive a marketing authorization and, in many cases, pricing approval, from the appropriate
regulatory authorities, whose approval processes include all of the risks associated with the FDA approval process, and, in some cases, additional risks. The
approval procedure varies among countries and can involve additional testing, and the time required to obtain approval may differ from that required to obtain
FDA approval. Other than seeking and receiving Orphan Drug designation in the EU and the submission of our MAA to the EMA in October 2013, we have not
taken any actions to obtain foreign approvals. We may not develop our product candidates in the clinic in order to obtain foreign regulatory approvals on a timely
basis, if at all.
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Approval by the FDA does not ensure approval by regulatory authorities in other countries, and approval by one foreign regulatory authority does not
ensure approval by regulatory authorities in other foreign countries or by the FDA, but a failure or delay in obtaining regulatory approval in one country may
have a negative effect on the regulatory process in others. We may not be able to file for regulatory approvals and may not receive necessary approvals to
commercialize our product candidates in any foreign market.

We face competition from companies with substantial financial, technical and marketing resources, which could limit our future revenues from the
commercialization of mifepristone for the treatment of triple-negative breast cancer or for other indications.

The biotechnology and pharmaceutical industries are intensely competitive and subject to rapid and significant technological change. Our present and
potential competitors include major pharmaceutical companies such as the makers of the drugs identified above, as well as specialized pharmaceutical firms,
universities and public and private research institutions. Moreover, we expect competition to intensify as technical advances are made. These competitors, either
alone or with collaborative parties, may succeed with the development and commercialization of medicinal products that are superior to and more cost-effective
than mifepristone. Many of our competitors and related private and public research and academic institutions have greater experience, more financial and
marketing resources and larger research and development staffs than we do. In addition, many of these competitors, either alone or together with their
collaborative partners, have significantly greater experience than we do in developing human medicines, obtaining regulatory approvals, manufacturing and
commercializing products.

Accordingly, mifepristone may not be an effective competitor against established treatments and our present or potential competitors may succeed in
developing medicinal products that are superior to mifepristone or render mifepristone obsolete or non-competitive. If we are unable to establish mifepristone as a
superior and cost-effective treatment for triple-negative breast cancer, or any future use, we may be unable to generate the revenues necessary to support our
business.

Our efforts to discover, develop and commercialize new product candidates beyond mifepristone are at a very early stage. If we fail to identify and
develop additional uses for GR-II antagonists, we may be unable to market additional products.

To develop additional potential sources of revenue, we believe that we must identify and develop additional product candidates or new therapeutic uses for
mifepristone. We own or have exclusively licensed issued U.S. patents covering the use of GR-II antagonists to treat triple-negative breast cancer, mental
disorders by optimizing mifepristone levels in plasma serum, mild cognitive impairment, weight gain due to treatment with antipsychotic medication, stress
disorders, early dementia, delirium, gastroesophageal reflux disease, Down’s Syndrome, catatonia, psychosis associated with cocaine addiction, psychosis
associated with Interferon-alpha therapy, migraine headaches, and to increase the therapeutic response to ECT. In addition, we have six U.S. method of use patent
applications covering GR-II antagonists for the treatment of a number of other metabolic and psychiatric disorders, six U.S. composition of matter patents
covering specific GR-II antagonists, and one additional U.S. composition of matter patent application is pending. We have also filed patent applications in the
major international markets.

The use of GR-II antagonists may not be effective to treat these conditions or any other indications. Moreover, we could discover that the use of GR-II
antagonists in these patient populations has unacceptable side effects or is otherwise not safe. Due to the risks of efficacy and side effects inherent in developing
novel compounds, we are likely to enter multiple compounds into development, which would increase our rate of spending with no assurance that we will be
successful in developing new drugs that are safe and effective.

In addition, we may not develop or continue to develop product candidates for any of the indications or compounds covered by our patents and patent
applications. Typically, there is a high rate of attrition for product candidates in preclinical and clinical trials, and our product development efforts may not lead to
commercially viable products. For example, although we plan to advance at least two of the new compounds to the clinic over the next year, we may fail to do so.

We may elect to enter into collaboration arrangements with respect to one or more of our product candidates. If we do enter into such an arrangement, we
would be dependent on a collaborative partner for the success of the product candidates developed under the arrangement. Any future collaborative partner may
fail to successfully develop or commercialize a product candidate under a collaborative arrangement.
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We only have significant clinical experience with mifepristone and we may determine that mifepristone is not desirable for uses other than for the treatment
of Cushing’s syndrome and, potentially, triple-negative breast cancer. For example, we do not intend to develop mifepristone for mitigation of the weight gain
associated with the use of Zyprexa, Risperdal or other atypical antipsychotics, even though we have reported positive results in the proof of concept studies. We
may pursue other GR-II antagonists for this use. The compounds developed pursuant to our early clinical, preclinical and discovery research programs may fail to
become viable product candidates regardless of the resources we may dedicate to the program. Even if product candidates are identified, we may abandon further
development efforts before we reach clinical trials or after expending significant expense and time conducting clinical trials due to financial constraints, concerns
over the safety or efficacy of the product candidates, manufacturing difficulties or other reasons. Moreover, governmental authorities may enact new legislation or
regulations that could limit or restrict our development efforts. If we are unable to successfully discover and commercialize new uses for GR-II antagonists, we
may be unable to generate sufficient revenue to support our operations.

If we lose our key personnel or are unable to attract and retain additional skilled personnel, we may be unable to pursue our product development and
commercialization efforts.

Our ability to operate successfully and manage our potential future growth depends significantly upon retaining key research, technical, sales, marketing,
managerial and financial personnel, and attracting and retaining additional highly qualified personnel in these areas. For example, we do not currently employ a
Chief Medical Officer to manage our clinical development efforts, although our efforts to hire such an executive are ongoing. We depend substantially on the
principal members of our management and scientific staff. We do not have agreements with any of our executive officers that provide for their continued
employment with us or employment insurance covering any of our key personnel. Any officer or employee can terminate his or her relationship with us at any
time and work for one of our competitors. The loss of these key individuals could result in competitive harm because we could experience delays in our product
research, development and commercialization efforts without their expertise.

We face intense competition for qualified personnel from numerous companies, as well as universities and nonprofit research organizations in the highly
competitive San Francisco Bay Area. Although we believe that we have been successful in attracting and retaining qualified personnel to date, we may not be
able to attract and retain sufficient qualified personnel in the future. The inability to attract and retain these personnel could result in delays in the research,
development and commercialization of our potential products.

Rapid technological change could make our product and product candidates obsolete.

Pharmaceutical technologies have undergone rapid and significant change and we expect that they will continue to do so. Our future will depend in large
part on our ability to maintain a competitive position with respect to these technologies. Korlym and any products and processes that we develop may become
obsolete or uneconomical before we recover any or all expenses incurred in connection with their development. Rapid technological change could make Korlym
and our product candidates obsolete or uneconomical, which could materially adversely affect our business, financial condition and results of operations.

The occurrence of a catastrophic disaster or other similar events could cause damage to our own or our manufacturers’ facilities and equipment, which
could require us to cease or curtail operations.

Because our executive offices are located in the San Francisco Bay Area and some of our current manufacturers are also located in earthquake-prone areas,
our business is vulnerable to damage from various types of disasters or other similarly disruptive events, including earthquake, fire, flood, power loss and
communications failures. In addition, political considerations relating to mifepristone may put us and our manufacturers at increased risk for terrorist attacks,
protests or other disruptive events. If any disaster or other similar event were to occur, we may not be able to operate our business and our manufacturers may not
be able to produce Korlym or our product candidates. Our insurance may not be adequate to cover, and our insurance policies may exclude coverage for, our
losses resulting from disasters or other business interruptions.
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We rely significantly on information technology and any failure, inadequacy, interruption or security lapse of that technology, including any cyber
security incidents, could harm our ability to operate our business effectively.

Despite the implementation of security measures, our internal computer systems and those of third parties with which we contract are vulnerable to damage
from cyber-attacks, computer viruses, unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failures. System failures,
accidents or security breaches could cause interruptions in our operations, and could result in a material disruption of our clinical and commercialization activities
and business operations, in addition to possibly requiring substantial expenditures of resources to remedy. The loss of clinical trial data could result in delays in
our regulatory approval efforts and significantly increase our costs to recover or reproduce the data. To the extent that any disruption or security breach were to
result in a loss of, or damage to, our data or applications, or inappropriate disclosure of confidential or proprietary information, we could incur liability and our
product research, development and commercialization efforts could be delayed.

Risks Related to Our Capital Needs and Financial Results

We may need additional capital in order to complete the development and commercialization of mifepristone for the treatment of triple-negative breast
cancer or other indications or for the development and commercialization of our proprietary, selective GR-II antagonists. Additional capital may not be
available to us at all or on favorable terms, which could adversely affect our business.

We may need to raise additional funds to continue and expand the development of mifepristone for the treatment of triple-negative breast cancer and of our
proprietary, selective GR-II antagonists in various indications. We may also raise additional funds for other research and development activities, including clinical
trials, and working capital and for other general corporate purposes, or to acquire or invest in businesses, products and technologies that are complementary to our
own.

Factors impacting our cash position and future prospects of liquidity include the following:
 

 •  the amount and timing of revenues from the commercialization of Korlym;
 

 •  the pace at which physicians adopt Korlym as a treatment;
 

 •  the willingness of insurance companies, the government and other third-party payors to provide coverage for Korlym at reasonable rates;
 

 •  changes in the coverage and reimbursement policies of third-party insurance companies or government agencies;
 

 •  the costs, timing of site selection and enrollment of our clinical trials;
 

 •  the results of our research efforts and clinical trials;
 

 •  the need to perform additional clinical trials and other supportive studies;
 

 
•  the timing and outcome of our Phase 1 study of mifepristone for the treatment of triple-negative breast cancer and further clinical development

related to this indication;
 

 
•  developments or disputes concerning patents or proprietary rights, including announcements of claims of infringement, interference or litigation

against us or our licensors;
 

 •  actual or anticipated fluctuations in our operating results;
 

 •  changes in our growth rates; and
 

 •  changes in our research and development plans for our proprietary, selective GR-II antagonists.

Consequently, we may need additional funding sooner than anticipated. In addition, we may choose to raise additional capital due to market conditions or
strategic considerations even if we believe we have sufficient funds for our current and future operating plans.

We cannot be certain that additional funding will be available on acceptable terms or at all. Even though we have raised funds a number of times in the
past, market and economic conditions may make it difficult for us to raise any or sufficient additional capital. Our sales of common stock and warrants and the
exercises of warrants have been dilutive to stockholders and any exercise of outstanding warrants and additional equity financing could cause further dilution to
stockholders. Debt financing, if available, may involve restrictive covenants. If we obtain funds through collaborations with others, these arrangements may be on
unfavorable
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terms or may require us to relinquish certain rights to Korlym, our technologies or product candidates, which we would otherwise seek to develop on our own. If
adequate funds are not available, we may be required to delay, reduce the scope of or eliminate one or more of our research or development programs or we may
be required to discontinue operations.

We have incurred losses since inception and we may incur net losses in the future.

We have a limited history of operations and have focused primarily on clinical trials. We have begun to commercialize Korlym and, if the outcome of our
clinical trials supports it, we plan to seek FDA regulatory clearance to market mifepristone for the treatment of triple-negative breast cancer and, potentially, other
indications. Historically, we have funded our operations primarily from the sale of our equity securities. We have incurred losses in each year since our inception
in 1998. As of June 30, 2014, we had an accumulated deficit of $314.1 million. We began to sell our first commercial product, Korlym, in the United States in
April 2012. Based on this limited experience marketing Korlym, it is difficult for us to predict the magnitude or timing of future product sales. We expect our
research and development expenses to increase in connection with the clinical trials and other development activities for mifepristone and for other product
candidates. We expect to incur significant expenses related to commercializing Korlym. We are unable to predict the extent of any future losses or whether or
when we will become profitable.

We may not be able to pursue all of our product research and development opportunities if we are unable to generate sufficient revenue or secure
adequate funding for these programs.

The costs required to start or continue many of the programs that our intellectual property allows us to consider for further development are collectively
greater than the funds currently available to us. For example, we have successfully discovered three series of compounds that are selective GR-II antagonists but
do not appear to block the progesterone receptor. Further development of these proprietary compounds or any further development stemming from our method of
use patents may be delayed or cancelled if we determine that such development may jeopardize our ability to complete the clinical development of mifepristone
for the treatment of triple-negative breast cancer.

Global economic conditions could adversely affect our liquidity and financial condition.

In the United States and globally, market and economic conditions have been volatile over the past few years, with significantly tighter credit conditions in
the markets in which we conduct our operations. Renewed concerns about the recent recession and the systemic impact of adverse economic conditions, such as
unstable global financial markets, adverse effects on the cost and availability of capital, high corporate, consumer and governmental debt levels and high
unemployment may cause lenders and institutional investors to reduce, and in some cases, cease, to provide credit to businesses. Renewed or increased turbulence
in the global markets and economies may adversely affect our liquidity and financial condition.

If we do not have sufficient cash flow to continue operating our business and are unable to borrow funds or raise equity or debt capital, we may need to
find alternative ways to increase our liquidity. Such alternatives may include, without limitation, curtailing clinical or drug development activity, or limiting our
commercial efforts, product manufacturing or sales and marketing support, which would have an adverse effect on our business, results of operations, cash flows
and financial condition.

If we acquire other selective GR-II antagonists or other technologies or potential products, we will incur a variety of costs and may never realize the
anticipated benefits of the acquisition.

If appropriate opportunities become available, we may attempt to acquire other GR-II antagonists, particularly GR-II antagonists that do not terminate
pregnancy. We may also be able to acquire other technologies or potential products that are complementary to our operating plan. We currently have no
commitments, agreements or plans for any acquisitions. The process of acquiring rights to another GR-II antagonist or any other potential product or technology
may result in unforeseen difficulties and expenditures and may absorb significant management attention that would otherwise be available for ongoing
development of our business. In addition, we may fail to realize the anticipated benefits of any acquired potential product or technology. Future acquisitions could
dilute our stockholders’ ownership interest in us and could cause us to incur debt, expose us to future liabilities and result in amortization or other expenses
related to goodwill and other intangible assets.
 

37



Table of Contents

Failure to meet our obligations under our Financing Agreement with Biopharma Secured Debt Fund II Sub, S.àr.l (Biopharma), could adversely affect
our financial results and liquidity.

Pursuant to our Financing Agreement with Biopharma entered into in August 2012, we are obligated to make payments to Biopharma equal to 20 percent
of our net product sales of Korlym, any future mifepristone-based products and our next-generation selective GR-II antagonists (Covered Products), subject to
certain quarterly caps, as well as an un-capped 20 percent of any upfront, milestone or other contingent payments we receive with respect to Covered Products,
until such payments to Biopharma total $45.0 million.

Pursuant to this agreement, we may not: (i) incur indebtedness greater than the sum of earnings before interest, taxes, depreciation and amortization,
including such items as non-cash stock-based compensation, for the four calendar quarters preceding such incurrence, which we refer to as the Indebtedness
Covenant; (ii) pay a dividend or other cash distribution, unless we have cash and cash equivalents in excess of $50.0 million after such payment; (iii) amend or
restate our certificate of incorporation or bylaws unless such amendments or restatements do not affect Biopharma’s interests under the transaction; and
(iv) encumber any of the collateral securing our performance under the agreement.

The percentage used to calculate our payments to Biopharma would increase to 50 percent and any applicable payment caps would lapse if we (i) fail to
provide Biopharma with certain information regarding our promotion and sales of Covered Products, (ii) do not devote a commercially reasonable amount of
resources to the promotion and marketing of the Covered Products or (iii) violate the Indebtedness Covenant and, in each case, fail to cure within the applicable
cure period.

Upon a Corcept change of control transaction, as defined in the agreement, Biopharma will be automatically entitled to receive any amounts not previously
paid, up to our maximum repayment obligation of $45.0 million. As defined in the agreement, “Change of Control” includes, among other things, (i) a greater
than 50 percent change in the ownership of Corcept, (ii) certain changes in Board composition of Corcept and (iii) the licensing of Korlym to a third party for sale
in the United States.

To secure our obligations under the agreement, we granted Biopharma a security interest in our rights in patents, trademarks, trade names, domain names,
copyrights, know-how and regulatory approvals related to the Covered Products, all books and records relating to the foregoing and all proceeds of the foregoing,
which we refer to as the Collateral. If we (i) fail to deliver a royalty payment when due and do not remedy that failure within 30 days, (ii) fail to maintain a first-
priority perfected security interest in the Collateral in the United States and do not remedy that failure within five business days of receiving notice of such failure
or (iii) become subject to an event of bankruptcy, then Biopharma may attempt to recover up to $45.0 million (after deducting any payments we have already
made).

We cannot assure that we will not breach the covenants or other terms of, or that an event of default will not occur under this agreement and, if a breach or
event of default occurs, we cannot assure that we will be able to cure the event within the time permitted. Any failure to pay our obligations when due, any breach
or default of our covenants or other obligations, or any other event that causes an acceleration of payment at a time when we do not have sufficient resources to
meet these obligations, could have a material adverse effect on our business, results of operations, financial condition and future viability.

The acceleration of the payment obligation in the event of a change of control transaction may make us less attractive to potential acquirers, and the
payment of such funds out of our available cash or acquisition proceeds would reduce acquisition proceeds for our stockholders.

Risks Relating to Our Intellectual Property

If Korlym or future product candidates conflict with the patents of others or if we become involved in other intellectual property disputes, we may have
to engage in costly litigation or obtain a license and we may be unable to commercialize our product candidates.

Our success depends in part on our ability to obtain and maintain adequate patent protection for the use of mifepristone for the treatment of triple-negative
breast cancer and other potential uses of GR-II antagonists. If we do not adequately protect our intellectual property, competitors may be able to use our
intellectual property and erode our competitive advantage.
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To date, we own fifteen issued U.S. method of use patents and have exclusively licensed three issued U.S. method of use patents. We have six U.S. method
of use patent applications pending for GR-II antagonists. We own six composition of matter patents and have one composition of matter patent application
pending. We have applied, and will continue to apply, for patents covering our product candidates as we deem appropriate. We have also filed, where we deemed
appropriate, foreign patent applications corresponding to our U.S. patents and applications.

We have exclusively licensed three issued U.S. patents from Stanford University for the use of GR-II antagonists, including mifepristone, in the treatment
of psychotic major depression, which is commonly referred to as psychotic depression, cocaine-induced psychosis and early dementia, including early
Alzheimer’s disease. We have also exclusively licensed from the University of Chicago allowed U.S. patent claims for the use of mifepristone in the treatment of
triple-negative breast cancer, which claims are covered in U.S. Patent Application No. 13/071,363 “Methods and Compositions Related to Glucocorticoid
Receptor Antagonists and Breast Cancer.” On August 8, 2013 the U.S. Patent and Trademark Office notified the University of Chicago that certain claims in the
application had been allowed, although the patent has not yet issued.

We bear the costs of prosecuting, protecting and defending the rights to these patents. In order to maintain the exclusive license to these patents until their
expiration, we are obligated to make milestone and royalty payments to both universities. If we become noncompliant with our obligations under our agreements,
we may lose the right to commercialize mifepristone for the treatment of cocaine-induced psychosis, early dementia and triple-negative breast cancer and our
business would be materially harmed. In addition, if Stanford University were to terminate our mifepristone license due to breach of the license on our part, we
would not be able to commercialize mifepristone for the treatment of cocaine-induced psychosis or early dementia. If the University of Chicago were to terminate
our license, we would not be able to commercialize mifepristone for the treatment of triple-negative breast cancer.

Our patent applications and patents licensed or issued to us may be challenged by third parties and our patent applications may not result in issued patents.
For example, in 2004, Akzo Nobel (now a division of Merck & Co.) filed an observation challenging the claims of our exclusively licensed European patent
application with claims directed to psychotic depression. In this instance, the patent later issued and, in 2007, we received notice from the European Patent Office
that there will be no opposition proceedings in Europe in regard to this patent.

Our presently pending and future patent applications may not issue as patents, and any patent issued to us may be challenged, invalidated, held
unenforceable or circumvented. For example, the arguments presented by Akzo Nobel could be raised in the United States either before the U.S. Patent and
Trademark Office or in a court of law. Furthermore, the claims in patents which have been issued to us, or which may be issued to us in the future, may not be
sufficiently broad to prevent third parties from producing competing products. In addition, the laws of various foreign countries in which we compete may not
protect our intellectual property to the same extent as do the laws of the United States. If we fail to obtain adequate patent protection for our proprietary
technology, our competitors may produce competing products based on our technology, which would impair our ability to compete.

If a third party were successful in asserting an infringement claim against us, we could be forced to pay damages and prevented from developing,
manufacturing or marketing our potential products. We do not have liability insurance for patent infringements. A third party could require us to obtain a license
to continue to use their intellectual property, and we may not be able to do so on commercially acceptable terms, or at all. We believe that significant litigation
will continue in our industry regarding patent and other intellectual property rights. If we become involved in litigation, it could consume a substantial portion of
our resources. Regardless of the merit of any particular claim, defending a lawsuit takes significant time, is expensive and diverts management’s attention from
other business.

If we are unable to protect our trade secrets and proprietary information, our ability to compete in the market could be diminished.

In addition to patents, we rely on a combination of confidentiality, nondisclosure and other contractual provisions, laws protecting trade secrets and security
measures to protect our trade secrets and proprietary information. Nevertheless, these measures may not adequately protect our trade secrets or other proprietary
information. If they do not adequately protect our rights, third parties could use our proprietary information, which could diminish our ability to compete in the
market. In addition, employees, consultants and others who
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participate in the development of our product candidates may breach their agreements with us regarding our trade secrets and other proprietary information, and
we may not have adequate remedies for the breach. We also realize that our trade secrets may become known through means not currently foreseen.
Notwithstanding our efforts to protect our trade secrets and proprietary information, our competitors may independently develop similar or alternative products
that are equal or superior to our product candidates without infringing on any of our proprietary information or trade secrets.

Our licensed patents covering the use of mifepristone to treat triple-negative breast cancer, psychotic depression, cocaine-induced psychosis and early
dementia, including Alzheimer’s disease, cover only mifepristone’s method of use and not its composition of matter, which may make it more difficult
for us to prove patent infringement if physicians prescribe another manufacturer’s mifepristone or if patients acquire mifepristone from other sources,
such as the internet or underground market.

We have exclusively licensed three U.S. patents from Stanford University for the use of GR-II antagonists, including mifepristone, for the treatment of
psychotic depression, cocaine-induced psychosis and early dementia, including Alzheimer’s disease. We also have an exclusive license from the University of
Chicago to certain allowed patent claims covering the use of mifepristone to treat triple-negative breast cancer. A method of use patent covers only a specified use
of a particular compound, not a particular composition of matter. Because none of the patents we have licensed from Stanford University and none of the allowed
patent rights we have licensed from the University of Chicago cover the composition of mifepristone, we cannot prevent others from commercializing
mifepristone in indications not covered by these or our other method of use patents. Although any such “off-label” use would violate our patents, effectively
monitoring compliance with our patents may be difficult and costly.

In addition, we cannot be assured that patients will not obtain mifepristone from other sources. As with other pharmaceutical products, patients may be able
to purchase mifepristone through the internet or underground market. Mifepristone is also sold in the United States by Danco Laboratories for the termination of
early pregnancy. While distribution is limited to a single dose provided in the physician’s office and covered by other restrictions, we cannot be certain that
Cushing’s syndrome patients will not be able to obtain mifepristone from this source or others, should another company receive approval to market mifepristone
for another indication.
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Risks Related to Our Stock

The market price of our common stock has been and is likely to continue to be highly volatile due to the limited number of shares of our common stock
held by non-affiliates or factors influencing the stock market and opportunities for sale at any given time may be limited.

We cannot assure you that an active trading market for our common stock will exist at any time. Holders of our common stock may not be able to sell
shares quickly or at the market price if trading in our common stock is not active. During the 52-week period ended August 4, 2014, our average daily trading
volume was approximately 393,000 shares and the intra-day sales prices per share of our common stock on The NASDAQ Stock Market ranged from $1.47 to
$4.49. As of August 4, 2014, our officers, directors and principal stockholders controlled 35 percent of our common stock. The trading price of our common stock
has been and is likely to continue to be highly volatile and could be subject to wide fluctuations in price in response to various factors, many of which are beyond
our control, including:
 

 •  the pace of market acceptance of Korlym or the timing and level of coverage and reimbursement attained;
 

 •  our cash and short-term investment position;
 

 •  actual or anticipated timing and results of our clinical trials;
 

 •  new products or services introduced or announced by us or our competitors;
 

 •  actual or anticipated regulatory approvals of our product candidates or of competing products;
 

 •  changes in laws or regulations applicable to our product candidates or our competitors’ products;
 

 •  changes in the expected or actual timing of our development programs or our competitors’ potential development programs;
 

 •  actual or anticipated variations in quarterly operating results, including potential product returns and timing of revenue recognition;
 

 •  announcements of technological innovations by us, our collaborators or our competitors;
 

 •  general market and economic conditions;
 

 •  changes in financial estimates or recommendations by securities analysts;
 

 •  conditions or trends in the biotechnology and pharmaceutical industries;
 

 •  changes in the market valuations of similar companies;
 

 •  announcements by us or our competitors of significant acquisitions, strategic partnerships, joint ventures or capital commitments;
 

 •  additions or departures of key personnel;
 

 
•  disputes or other developments relating to proprietary rights, including patents, litigation matters and our ability to obtain patent protection for our

technologies;
 

 •  developments concerning collaborations;
 

 •  trading volume of our common stock;
 

 •  limited number of shares of our common stock held by our non-affiliates;
 

 •  maintaining compliance with the listing requirements of the stock exchange on which we are listed;
 

 •  success of additional financing efforts; and
 

 •  purchases or sales of our common stock by us, our officers, directors or our stockholders.

In addition, the stock market in general, The NASDAQ Stock Market and the market for biotechnology and life sciences companies in particular have
experienced extreme price and volume fluctuations that have often been unrelated or disproportionate to the operating performance of those companies. These
broad market and industry factors may seriously harm the market price of our common stock, regardless of our operating performance. In the past, following
periods of volatility in the market, securities class-action litigation has often been instituted against companies. Such litigation, if instituted against us, could result
in substantial costs and diversion of management’s attention and resources.
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If our operating and financial performance in any given period does not meet the guidance that we provide to the public, estimates published by
research analysts or other investor expectations, our stock price may decline.

We have provided guidance as to our expected 2014 net revenue. Our guidance is only an estimate of what management believes is realizable as of the date
of the release of such guidance. Our actual results may vary from our guidance and the variations may be material.

There are a number of reasons why we might fail to meet our financial guidance or other expectations about our business, including, but not limited to, the
risks and uncertainties described in this report and in our other public filings and public statements. In particular, there are inherent difficulties in predicting the
amount of Korlym that will be sold. For example, the rate of physician adoption of Korlym is uncertain. Research analysts who cover our business have put forth
a wide range of revenue estimates, based on their own analyses. We believe research analysts will consider the guidance we have provided as one factor in
determining their own annual revenue estimates. Estimating our net revenue for future periods is difficult and you should rely on our guidance and the estimates
of research analysts at your own discretion. If, in the future, our operating or financial results for a particular period do not meet our guidance, analyst estimates
or the expectations of investors, or if we reduce our guidance for future periods, our stock price may decline.

Research analysts may not continue to provide or initiate coverage of our common stock or may issue negative reports, which may have a negative
impact on our common stock’s market price.

Securities analysts currently covering our common stock may discontinue research coverage. Additional securities analysts may elect not to provide
research coverage of our common stock. A lack of research coverage may adversely affect our common stock’s market price. The trading market for our common
stock may be affected in part by the research and reports that industry or financial analysts publish about us or our business. If one or more of the analysts who
elects to cover us downgrades our stock, our stock price would likely decline rapidly and significantly. If one or more of these analysts ceases coverage of our
company, we could lose visibility in the market, which in turn could cause our stock price to decline. In addition, rules mandated by the Sarbanes-Oxley Act of
2002, and a global settlement reached in 2003 between the SEC, other regulatory analysts and a number of investment banks have led to a number of fundamental
changes in how analysts are reviewed and compensated. In particular, many investment banking firms are required to contract with independent financial analysts
for their stock research. It may be difficult for companies such as ours with smaller market capitalizations to attract independent financial analysts that will cover
our common stock. This could have a negative effect on our market price.

Sale of a substantial number of shares of our common stock may cause the price of our common stock to decline.

Sales of a substantial number of shares of our common stock in the public market could harm the market price of our common stock. As additional shares
of our common stock become available for resale in the public market, whether as a result of equity financings by us or due to the release of trading restrictions,
the supply of our common stock will increase, which could decrease the price. Substantially all of the shares of our common stock are eligible for sale, subject to
applicable volume and other resale restrictions.

We may be required to pay significant penalties if we are not able to meet our obligations under our outstanding registration rights agreements.

We have entered into registration rights agreements in connection with certain of our securities offerings. We may be obligated to pay liquidated damages if
we do not meet our obligations under those agreements.

If we are required to pay significant amounts, such as the liquidated damages described above, under these or future registration rights agreements, it could
have a material adverse effect on our financial condition and ability to finance our operations.
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Our officers, directors and principal stockholders, acting as a group, will be able to significantly influence corporate actions.

As of August 4, 2014, our officers, directors and principal stockholders control 35 percent of our common stock. As a result, these stockholders, acting
together, will be able to significantly influence all matters requiring approval by our stockholders, including the election of directors and the approval of mergers
or other business combination transactions. The interests of this group of stockholders may not always coincide with our interests or the interests of other
stockholders and may prevent or delay a change in control. This significant concentration of share ownership may adversely affect the trading price of our
common stock because investors often perceive disadvantages to owning stock in companies with controlling stockholders.

Changes in laws and regulations may result in increased costs to us, which may harm our financial results.

New laws and regulations, as well as changes to existing laws and regulations, affecting our company, including the provisions of the PPACA requiring the
reporting of aggregate spending related to health care professionals, the provisions of the Sarbanes-Oxley Act of 2002 and rules adopted by the SEC and by The
NASDAQ Stock Market have and will likely continue to result in increased costs to us as we respond to their requirements. We are investing resources to comply
with evolving laws and regulations, and this investment may result in increased selling, general and administrative expenses and a diversion of management’s
time and attention from revenue-generating activities to compliance activities.

In addition, new rules and regulations could make it more difficult or costly for us to obtain certain types of insurance, including director and officer
liability insurance, and we may be forced to accept reduced policy limits and coverage or incur higher costs to obtain the same or similar coverage. The impact of
these events could also make it more difficult for us to attract and retain qualified persons to serve on our Board of Directors, or our board committees, or as
executive officers. At present, we cannot predict or estimate the amount of the additional costs related to new rules and regulations or the timing of such costs.

Compliance with public company obligations, including the securities laws and regulations, is costly and requires significant management resources, and
we may fail to comply.

We are a small company with limited resources.

The federal securities laws and regulations, including the corporate governance and other requirements of the Sarbanes-Oxley Act of 2002, impose
complex and continually changing regulatory requirements on our operations and reporting. These requirements have increased and will continue to increase our
legal compliance costs.

Section 404 of the Sarbanes-Oxley Act of 2002 requires that we evaluate and determine the effectiveness of our internal controls over financial reporting
and provide a management report on the internal control over financial reporting. This same legislation also requires that the independent registered public
accounting firm auditing our financial statements must attest to and report on the effectiveness of our internal controls over financial reporting. If we are unable to
complete the required assessment as to the adequacy of our internal control over financial reporting in future years or if our independent registered public
accounting firm is unable to provide us with an unqualified report as to the effectiveness of our internal control over financial reporting as of future year ends,
investors could lose confidence in the reliability of our financial reporting.

Changes in or interpretations of accounting rules and regulations could result in unfavorable accounting charges or require us to change our accounting
policies or operating practices.

Accounting methods and policies for business and marketing practices of pharmaceutical companies are subject to continual review, interpretation and
guidance from relevant accounting authorities, including the SEC. Although we believe that our accounting practices are consistent with current accounting
pronouncements, changes to or interpretations of accounting methods or policies in the future may require us to reclassify, restate or otherwise change or revise
our financial statements. Any such changes could result in corresponding changes to the amounts of assets, liabilities, revenues, expenses and income. Any such
changes could have a material adverse effect on our business, financial position and results of operations and could cause the market value of our common stock
to decline.
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If we fail to continue to meet all applicable NASDAQ Stock Market requirements, our stock could be delisted by The NASDAQ Stock Market. If
delisting occurs, it would adversely affect the market liquidity of our common stock and harm our business.

If we are unable to meet any of The NASDAQ listing requirements in the future, including, for example, if the closing bid price for our common stock is
below $1 per share for 30 consecutive trading days, The NASDAQ Stock Market could determine to delist our common stock, the delisting could adversely affect
the market liquidity of our common stock and the market price of our common stock could decrease. During the 52-week period ended August 4, 2014, the intra-
day sales prices per share of our common stock on The NASDAQ Stock Market ranged from $1.47 to $4.49. Such delisting could also adversely affect our ability
to obtain financing for the continuation of our operations and could result in the loss of confidence by investors, suppliers and employees.

Anti-takeover provisions in our charter and bylaws and under Delaware law and payment acceleration provisions under the Biopharma Financing
Agreement may make an acquisition of us or a change in our management more expensive or difficult, even if an acquisition or a management change
would be beneficial to our stockholders.

Provisions in our charter and bylaws may delay or prevent an acquisition of us or a change in our management. Some of these provisions allow us to issue
preferred stock without any vote or further action by the stockholders, require advance notification of stockholder proposals and nominations of candidates for
election as directors and prohibit stockholders from acting by written consent. In addition, a supermajority vote of stockholders is required to amend our bylaws.
Our bylaws provide that special meetings of the stockholders may be called only by our Chairman, President or the Board of Directors and that the authorized
number of directors may be changed only by resolution of the Board of Directors. These provisions may prevent or delay a change in our Board of Directors or
our management, which is appointed by our Board of Directors. In addition, because we are incorporated in Delaware, we are governed by the provisions of
Section 203 of the Delaware General Corporation Law. Section 203 may prohibit large stockholders, in particular those owning 15 percent or more of our
outstanding voting stock, from merging or combining with us. In addition, our payment obligations to Biopharma accelerate in the event of a change of control
transaction. See “Risk Factors – Failure to meet our obligations under our Financing Agreement with Biopharma Secured Debt Fund II Sub, S.àr.l, could
adversely affect our financial results and liquidity.” These provisions in our charter and bylaws and under Delaware law and the Financing Agreement could
reduce the price that investors might be willing to pay for shares of our common stock in the future and result in the market price being lower than it would be
without these provisions.
 
ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS

None.
 
ITEM 3. DEFAULTS UPON SENIOR SECURITIES

Not applicable.
 
ITEM 4. MINE SAFETY DISCLOSURES

Not applicable.
 
ITEM 5. OTHER INFORMATION

None.
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ITEM 6. EXHIBITS
 

Exhibit
Number   Description of Document

  3.1
  

Amended and Restated Certificate of Incorporation, as amended (incorporated by reference to Exhibit 3.1 to the registrant’s Quarterly Report on
Form 10-Q filed on August 9, 2012).

  3.2
  

Amended and Restated Bylaws (incorporated by reference to Exhibit 3.1 to the registrant’s Current Report on Form 8-K filed on September 27,
2007).

10.1
  

First Amendment to the Commercial Outsourcing Services Agreement with Integrated Commercialization Solutions, Inc., effective as of
April 14, 2014.

10.2   Manufacturing Agreement with AAI Pharma Services Corp., dated April 7, 2014.

10.3
  

Second Amendment to the Commercial Outsourcing Services Agreement with Integrated Commercialization Solutions, Inc., effective as of
June 11, 2014.

31.1   Rule 13a-14(a)/15d-14(a) Certifications of Joseph K. Belanoff, M.D., Chief Executive Officer of the registrant.

31.2   Rule 13a-14(a)/15d-14(a) Certifications of G. Charles Robb, Chief Financial Officer of the registrant.

32.1   18 U.S.C. Section 1350 Certifications of Joseph K. Belanoff, M.D., Chief Executive Officer of the registrant.

32.2   18 U.S.C. Section 1350 Certifications of G. Charles Robb, Chief Financial Officer of the registrant.

101

  

The following materials from the registrant’s Quarterly Report on Form 10-Q for the quarter ended June 30, 2014, formatted in Extensible
Business Reporting Language (XBRL): (i) unaudited Condensed Balance Sheets at June 30, 2014 and December 31, 2013, (ii) unaudited
Condensed Statements of Comprehensive Loss for the three- and six-month periods ended June 30, 2014 and 2013, (iii) unaudited Condensed
Statements of Cash Flows for the six-month periods ended June 30, 2014 and 2013, and (iv) Notes to Condensed Financial Statements.

 
 Confidential treatment requested

 
45

#

#



Table of Contents

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.
 

  CORCEPT THERAPEUTICS INCORPORATED

Date: August 8, 2014    /s/ Joseph K. Belanoff

   

Joseph K. Belanoff, M.D.
Chief Executive Officer

Date: August 8, 2014    /s/ G. Charles Robb
   G. Charles Robb
   Chief Financial Officer
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Exhibit 10.1

FIRST AMENDMENT TO
COMMERCIAL OUTSOURCING SERVICES AGREEMENT

This First Amendment to the Commercial Outsourcing Services Agreement (this “Amendment”) is between Corcept Therapeutics, Inc. (the “Company”)
and Integrated Commercialization Solutions, Inc. (“ICS”). This Amendment is effective as of April 14, 2014 (the “Amendment Effective Date”).

RECITALS
 
A. The Company and ICS are parties to a Commercial Outsourcing Services Agreement dated April 14, 2011 (the “Agreement”);
 
B. Pursuant to the Agreement, among other things, the Company engaged ICS to perform commercialization services for certain pharmaceutical products; and
 
C. The parties now wish to amend the Agreement in certain respects.

AMENDMENT

NOW THEREFORE, the parties agree as follows:
 
1. Defined Terms. Capitalized terms in this Amendment that are not defined in this Amendment have the meanings given to them in the Agreement. If there is

any conflict between the Agreement and any provision of this Amendment, this Amendment will control.
 
2. Term. Section 4.1 of the Agreement is deleted in its entirety and replaced with the following:

Term. This Agreement will be effective as of the Effective Date and will continue until June 14, 2014 (the “Term”), unless sooner terminated in
accordance with the terms of this Agreement. The Term may be extended upon written mutual agreement of the parties.

 
3. No Other Changes. Except as otherwise provided in this Amendment, the terms and conditions of the Agreement will continue in full force.

IN WITNESS WHEREOF, the parties have executed this Amendment as of the Amendment Effective Date.
 
Integrated Commercialization Solutions, Inc.  Corcept Therapeutics, Inc.

By:  /s/ Stephen W. McKinnon         Date: 4/14/14    By:  /s/ Steven Lo                     Date: 4/14/14

Name:  Stephen W. McKinnon    Name:  Steven Lo

Title:  President & GM    Title:  Sr. Vice President & Chief Commercial Officer



Exhibit 10.2

COMMERCIAL MANUFACTURING AGREEMENT

THIS MANUFACTURING AGREEMENT (the “Agreement”) is made and entered into this 7th day of April, 2014 (the “Effective Date”), by and
between AAIPharma Services Corp., having a place of business at 2320 Scientific Park Drive, Wilmington, NC 28405 (“AAIPharma”) and Corcept
Therapeutics Incorporated, having a place of business at 149 Commonwealth Drive, Menlo Park, CA 94025 (“Company”). AAIPharma and Company, as
used herein, may be referred to, collectively, as “Parties” and individually as a “Party”.

Recitals

WHEREAS, subject to the terms and conditions contained in this Agreement, Company desires to engage the services of AAIPharma to Manufacture
the Products (each as defined below) for subsequent commercial distribution by Company.

WHEREAS, AAIPharma is willing to undertake such Manufacture for Company according to the terms and conditions provided for in this Agreement.

NOW, THEREFORE, for and in consideration of the foregoing premises and of the mutual covenants of the Parties hereinafter set forth, the Parties
hereto agree as follows:

ARTICLE 1
DEFINITIONS

The following words, terms and phrases, when used herein, shall have the following respective meanings:

1.1 “AAIPharma” shall have the meaning set forth in the preamble.

1.2 “AAIPharma Indemnified Parties” shall have the meaning set forth in Section 8.2.

1.3 “Act” shall mean the United States Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.), as amended from time to time, and the regulations
promulgated thereunder.

1.4 “Affiliate”, for purposes of this Agreement, shall mean an entity, whether a corporation or other business entity, that is controlling, controlled by or
under common control with a Party. “Control” shall mean the direct or indirect ownership of more than fifty percent (50%) of the equity interest in such
corporation or business entity, or the ability in fact to control the management decisions of such corporation or business entity.

1.5 “API” shall mean the active pharmaceutical ingredient with respect to each Product.

1.6 “Applicable Law(s)” shall have the meaning set forth in Section 3.3.
 
Confidential treatment has been requested for portions of this exhibit. The copy filed herewith omits the information subject to the confidentiality request.
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1.7 “Batch” shall mean a specific quantity of material produced in a contiguous process or series of processes that is expected to be homogeneous
within specified limits. The Batch size for each Product is set forth in Exhibit A attached hereto and incorporated herein by reference.

1.8 “cGMP” or “GMP” shall mean the recognized pharmaceutical regulations and requirements of regulatory authorities such as those defined by the
U.S. FDA’s regulations at 21CFR Parts 210 and 211, those defined by Eudralex, “The Rules Governing Medicinal Products in the European Union,” and
specifically Volume 4, “Guidelines for Good Manufacturing Practices for Medicinal Products for Human and Veterinary Use” and applicable Annexes
(Directives 2001/83/EC and amendments including Directives 2003/94/EC dated October 2003 and 2004/27/EC dated March 2004 and/or others that may be
appropriate for the particular project) and as may be amended from time to time.

1.9 “Commercialize” or “Commercialization” shall mean, with respect to a Product, the marketing, promotion, sale and distribution of such Product.

1.10 “Company” shall have the meaning set forth in the preamble.

1.11 “Company Indemnified Parties” shall have the meaning set forth in Section 8.1.

1.12 “Firm Order” shall have the meaning set forth in Section 4.2(a).

1.13 “Indemnification Claim” shall have the meaning set forth in Section 8.3(a).

1.14 “Initial Term” shall have the meaning set forth in Section 9.1.

1.15 “Long-Term Forecast” shall have the meaning set forth in Section 4.1.

1.16 “Losses” shall have the meaning set forth in Section 8.1.

1.17 “Manufacture”/“Manufacturing” shall mean the manufacture, processing, packaging, labeling (subject to Section 3.7), quality control and
testing of the Products performed prior to their delivery by AAIPharma in accordance with the terms of this Agreement.

1.18 “Marketing Authorizations” shall mean the United States new drug application or abbreviated new drug application, as applicable, for the
Product(s).

1.19 “Master Batch Record” The batch record as mutually agreed upon by the Parties.

1.20 “Material Change” shall have the meaning set forth in Section 3.3.

1.21 “Product(s)” shall mean those products described in Exhibit A, as the same may be amended from time to time upon mutual agreement of the
Parties; provided, however, that no product shall become a Product until such time as AAIPharma has successfully completed the registration batches for such
product to Company’s reasonable satisfaction.
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1.22 “Purchase Prices” shall have the meaning set forth in Section 5.1.

1.23 “Quality Agreement” shall have the meaning set forth in Section 6.6.

1.24 “Raw Materials” shall mean any excipient and component materials used to Manufacture the Products, but excluding the API.

1.25 “Raw Material Costs” shall have the meaning set forth in Section 5.2.

1.26 “Recalls” shall have the meaning set forth in Section 6.4(b).

1.27 “Release To The Client” shall mean AAIPharma has: i) manufactured and/or packaged and/or labeled the Product according to the Master Batch
Record; ii) fulfilled its testing/analytical obligations as further set forth herein; and iii) all manufacturing and testing services performed by AAIPharma have
been reviewed and approved by AAIPharma’s Quality department.

1.28 “Renewal Period” shall have the meaning set forth in Section 9.1.

1.29 “Specifications” shall mean the specifications for the Products agreed upon by the Parties and included in the Master Batch Record, an example
of which is set forth in Exhibit B attached hereto and incorporated herein by reference.

1.30 “Term” shall have the meaning set forth in Section 9.1.

1.31 “Territory” shall mean the United States, its territories and possessions.

ARTICLE 2
LICENSE GRANT TO AAIPHARMA TO MANUFACTURE PRODUCT

2.1 Grant. Company hereby grants to AAIPharma during the Term of this Agreement, on a Product-by-Product basis, a nonexclusive, royalty-free right
to Manufacture the Products in the Territory and to use any and all of Company’s licenses, trademarks, regulatory data and/or technical information, know
how and Confidential Information of Company related to the Products that are necessary for AAIPharma carrying out its obligations hereunder, subject to the
conditions of this Agreement.

2.2 Marketing Authorizations. Company shall maintain the Marketing Authorizations in full force and effect at all times. Upon request by Company,
AAIPharma shall use commercially reasonable efforts to assist Company in connection therewith; provided that, in exchange, Company will pay AAIPharma
its standard fees and expenses therefor.
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ARTICLE 3
MANUFACTURING

3.1 Engagement.

(a) During the Term of this Agreement and subject to the terms and conditions set forth herein, Company agrees to purchase from AAIPharma, and
AAIPharma agrees to manufacture and supply, up to [***] of Company’s requirements for each Product for Commercialization in the Territory.
Notwithstanding the foregoing, Company shall be entitled, at its sole cost and expense, to qualify other manufacturer(s) to manufacture Products solely for the
purpose of such manufacturer(s) supplying Company with quantities of Product that AAIPharma does not supply.

(b) Notwithstanding the foregoing, to the extent Company intends to Commercialize a Product in a jurisdiction outside the Territory, for purposes of
such Product only, the term “Territory” may be expanded to include such jurisdiction provided that both parties agree in writing and AAIPharma is or
becomes compliant with all laws, regulations and other legal and industry requirements applicable to the Manufacture of such Product for subsequent
Commercialization of such Product in such jurisdiction.

3.2 Manufacture of Commercial Drug Product. Subject to the terms and conditions contained herein, AAIPharma shall Manufacture, hold, handle
and prepare for shipment all Product Manufactured pursuant to this Agreement (a) in accordance with this Agreement and the Quality Agreement, and (b) in
material compliance with cGMP applicable to the Manufacturing of the Product to be Commercialized in the Territory.

3.3 AAIPharma Changes to Manufacturing Process. Except as required by applicable federal, state, provincial or local law and/or respective
regulations as established by the FDA and/or other regulatory authority (collectively, “Applicable Law(s)”), or cGMP, AAIPharma shall not Materially
Change the Manufacturing process of a Product or change the facility where a Product is Manufactured that requires a change to a Marketing Authorization
without the prior written consent of Company, which consent shall not be unreasonably withheld or delayed. AAIPharma shall notify Company of all material
changes, including Material Changes required by Applicable Law, as soon as practicable after AAIPharma learns of such change. A “Material Change” is one
that requires a submission to the FDA or EU regulatory authority.

3.4 Company Requested Changes. Company shall inform AAIPharma in writing of any proposed modifications to the Specifications or the
Manufacturing process. Any proposed change shall require AAIPharma’s prior written consent, which consent shall not be unreasonably withheld or delayed.
AAIPharma shall make changes it agrees to as promptly as practicable; provided, however, that such changes comply with Applicable Law, cGMP and the
Marketing Authorizations.

3.5 Costs of Changes. Unless otherwise agreed by the Parties, any and all direct costs associated with changes requested by AAIPharma and changes
required by Applicable Law that apply generally to AAIPharma’s facility where the applicable Manufacturing occurs shall be
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borne by AAIPharma. Unless otherwise agreed by the Parties, any and all direct costs associated with all other changes, including, without limitation, changes
requested by Company, changes required by Applicable Laws that apply specifically to a Product, and changes required by a change to a Marketing
Authorization, shall be borne by Company (collectively, the “Other Changes”). If the change is an Other Change, (i) the Purchase Prices shall be adjusted by
the change in AAIPharma’s cost of Manufacture of the Product caused by such Other Change, plus an amount necessary to maintain AAIPharma’s profit
margin on such, and (ii) Company shall reimburse AAIPharma for costs, expenses or losses associated with write-offs, obsolescence and/or destruction of any
work in process or finished inventory resulting from any such Other Change.

3.6 Notification and Approval of Changes. Company shall have sole responsibility for obtaining any and all necessary regulatory approvals from the
relevant regulatory agencies in the Territory for changes to the Specifications and the Marketing Authorizations and for reporting any changes to such
Specifications and the Marketing Authorizations to the relevant regulatory agencies in the Territory as appropriate. Upon request by Company, AAIPharma
shall use commercially reasonable efforts to assist Company in obtaining any such approvals; provided that Company will pay AAIPharma its standard fees
and expenses therefor.

3.7 Labeling. Company shall be responsible for the labeling to be used on each Product and the packaging thereof, including any changes to such
labels; provided that Company shall ensure that all such labeling complies with Applicable Laws. AAIPharma shall use the specified labeling (and only such
labeling) on the Products, and shall not use such labeling on any other product. Any Company-directed change to a Product label shall be implemented by
AAIPharma as soon as reasonably practicable following AAIPharma’s receipt of written notification of such label changes. Company shall reimburse
AAIPharma for costs incurred in connection with any such label changes, including without limitation, the costs of obsolescence of goods-in-process,
packaging materials and supplies and finished goods not suitable for Commercializing in the Territory due to such label changes.

3.8 Finished Product Release. AAIPharma will provide Company with manufacturing documents as are necessary for Company to release each lot of
Product for human use. Company shall be responsible for the final release of Product for human use.

3.9 Raw Materials and API. AAIPharma shall purchase at its own expense and for its own account all Raw Materials, packaging components and
other items of any nature whatsoever that AAIPharma may use to Manufacture the Products. Except as otherwise agreed to between the Parties, all right, title
and interest in and to these items, and in and to all work-in-process incorporating these items, shall remain the sole property of AAIPharma until Products
incorporating such items are delivered for shipment to Company. However, the total cost of changing the source and/or type of Raw Materials shall be at the
sole cost of Company. Company shall supply to AAIPharma at its own expense and for its own account all API to be used in the Manufacture of Products
hereunder, and such API shall remain the sole property of Company.

3.10 API Losses/Optional Insurance Coverage. The Parties acknowledge that the replacement cost for lost API can be significant. To mitigate the
risk of loss to both Parties,
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AAIPharma has arranged to obtain both Stock Throughput Insurance (covering damage to Company’s API caused by a covered peril) and Liability Insurance
(covering losses under this Agreement due to AAIPharma’s negligence). Company has provided AAIPharma with documentation of its API replacement cost
prior to execution of this Agreement and shall provide such documentation at least annually on or before the anniversary of the Effective Date.
 

 (a) Stock Throughput Coverage (initial choice).
 

       Company does not elect Stock Throughput Coverage. Company will be responsible for API lost due to casualty.
 

       Company elects Stock Throughput Coverage. If API is lost while in the care and control of AAIPharma due to covered peril, then
AAIPharma will reimburse Company for an amount equal to [***].

 

 (b) Liability Coverage (initial choice).
 

       Company does not elect Liability Coverage.
 

 (i) If total API losses, resulting from the Services provided herein, in an annual reconciliation, lead to actual yields below [***],
AAIPharma shall issue a credit to Company for the lesser of (a) [***], or (b) [***].

 

 (ii) If there is a Recall resulting from AAIPharma’s Fault (as those terms are defined in Section 6.4(b)) then AAIPharma shall
reimburse Company for [***].

 

       Company elects Liability Coverage.
 

 
(iii) If total API losses, resulting from the Services provided herein, in an annual reconciliation (agreed to by the Parties or resulting

from a final adjudication of liability), [***], AAIPharma shall reimburse Company for an amount equal to Company’s then current
replacement cost of the API for the amount of API [***].

 

 (iv) If there is a Recall resulting from AAIPharma’s Fault (as those terms are defined in Section 6.4(b)) then AAIPharma shall
reimburse Company for [***].

ARTICLE 4
FORECASTS, ORDERS, DELIVERY AND ACCEPTANCE

4.1 Forecasting. On or before the Effective Date, Company shall provide to AAIPharma a written good faith forecast estimating Company’s quarterly
requirements of each Product for each of [***] quarters during the Term. In addition, on or before the Effective Date,
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Company shall have provided, and thereafter not later than [***] days prior to the commencement of each calendar quarter during the Term, Company shall
provide, AAIPharma with [***] quarter forecasts estimating Company’s quarterly requirements of each Product that shall cover the succeeding [***] quarter
period (or, with respect to any individual Product, the period until the expiration of the Term, if shorter) (each such forecast, the “Long-Term Forecast”).
[***].

4.2 Firm Commitments.

(a) A formal order shall be a binding commitment (a “Firm Order”).

(b) Company shall submit to AAIPharma a Firm Order no later than [***] days prior to the requested delivery dates confirming the quantity of each
Product ordered (which shall be in full Batch quantities), the requested delivery dates (which shall be on a business day), and such other information as
AAIPharma may find reasonably necessary to Manufacture the ordered Products.

(c) Company agrees that purchases may be made by AAIPharma of the Raw Materials, packaging components and other items to satisfy the production
requirements for Firm Orders and may make such other purchases to meet production requirements exceeding Firm Order requirements as may be agreed to
in writing from time to time by Company and AAIPharma. In such circumstances, if such Raw Materials, packaging components and other items are not
included in finished Products purchased by Company within [***] months after such purchases have been made (or such longer period as the Parties may
have agreed to), Company will pay to AAIPharma its costs thereof and, in the event such Materials are incorporated into Products subsequently purchased by
Company, Company will receive credit for any of such costs previously paid to AAIPharma by Company.

(d) AAIPharma shall Manufacture and prepare for shipment the quantity of a Product specified in the Firm Order. The Firm Orders shall be made
available for shipment in accordance with Section 4.4.

4.3 Changes in Orders. AAIPharma shall exercise its commercially reasonable efforts to comply with any proposed amendments to accepted Firm
Orders that Company may request, but AAIPharma shall not be liable in any way for its inability to do so. Firm Orders may be amended only by mutual
agreement of the Parties.

4.4 Delivery. AAIPharma shall use commercially reasonable efforts to make Product available for shipment within [***] of the delivery date requested
in the applicable Firm Order. Company shall pay all crating, skidding, rigging, customs, freight, shipping, insurance and common carrier charges on all
shipments in connection with Company’s chosen method of shipment of the Product. All Product(s) shall be shipped EX WORKS (Incoterms 2010)
AAIPharma’s manufacturing facility. Company shall be responsible for arranging the shipment of the Product(s) from AAIPharma’s manufacturing facility to
its final destination (and storage charges shall be imposed [***] after notice to Company that Product is available for shipment); provided, however, that
Company must provide AAIPharma with reasonable evidence (e.g. a copy of the current DEA registration for the destination, when applicable) that such
destination is
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authorized to handle the Product. Notwithstanding anything to the contrary in this Agreement, Company acknowledges and agrees that AAIPharma shall have
no obligation to release Product for shipment to any destination for which Company has not provided adequate evidence of authorization as required in this
Section 4.4. AAIPharma shall not be liable to Company for Product which is damaged or lost while in possession of a common carrier, and it shall be
Company’s responsibility to recover any and all damage directly from such common carrier.

4.5 Inspection, Acceptance and Rejection of Delivered Products.

(a) Company will have [***] days from Release To The Client to inspect and test Products for noncompliance with the applicable Specifications (the
“Inspection Period”).

(b) Except as provided in Section 4.5(c), Company shall give written notice if it intends to reject a Batch(es) of Product(s) - for not complying with the
Specifications - within [***] days after the Inspection Period expires; otherwise such Batch(es) shall be deemed accepted.

(c) If, after the Inspection Period, Company first discovers that a Batch(es) of Product(s) do not comply with the applicable Specifications, then
Company shall so notify AAIPharma if it intends to reject such Batch(es) within [***] days after such discovery; otherwise such Batch(es) shall be deemed
accepted. AAIPharma will only be responsible for Batch(es) of Product(s) rejected after the Inspection Period solely to the extent that AAIPharma is
responsible for said non-conformity.

(d) Notwithstanding anything to the contrary herein, AAIPharma shall not be responsible for damages to Product during shipment, and in no event shall
AAIPharma be responsible for noncompliance with Specifications for Product that met Specifications at time of Release To The Client or from non-
conformities that result from a deficiency or change in the API utilized in such Batch(es) of Product(s) or a defect in the Specifications for the Products.

(e) In the event that Company rejects Product(s) as provided in this Agreement, AAIPharma shall use commercially reasonable efforts (but within [***]
days after AAIPharma’s receipt of Company’s notice of noncompliance) to replace the defective Product(s) or give notice that it disagrees with the rejection.
If Company and AAIPharma do not agree whether the Product(s) failed to meet applicable Specifications at the time of Release To The Client, such Products
shall be submitted for testing to an independent laboratory or other authority of national reputation acceptable to both Parties for the purpose of determining
the results. Any determination by such authority shall be final and binding upon the Parties hereto. If Company’s rejection is substantiated by the authority,
AAIPharma shall pay the expenses associated with such analyses; otherwise Company shall pay such expenses and purchase the Product.

4.6 Non-Conforming Product(s). Notwithstanding any other provisions of this Agreement, Company agrees, if so requested by AAIPharma, to return
to AAIPharma any Product(s) that fail to meet Specifications or otherwise to dispose of such Product(s) as AAIPharma may direct, each at AAIPharma’s
expense.
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4.7 Postponement or Cancellation of Manufacture.

(a) Postponement of Manufacturing. Company, on not less than [***] days notice (prior to the delivery date as communicated to Company pursuant to
Section 4.2 herein) to AAIPharma, may postpone any or all outstanding purchase orders. In the event of postponement pursuant to this Section 4.7(a),
AAIPharma shall use commercially reasonable efforts to reschedule the postponed order to a date agreeable to both Parties. If less than the prior defined
notice of postponement is provided and if AAIPharma’s commercially reasonable efforts to reallocate the suite to manufacture another product on the
originally scheduled date prove unsuccessful, AAIPharma may invoice Company for, and Company shall be required to pay to AAIPharma an amount equal
to [***] as provided in Exhibit A attached hereto. Notwithstanding the foregoing, purchase orders may be postponed only to the extent that no Manufacturing
processes have taken place with respect to such Product.

(b) Cancellation or Failure to Issue Purchase Orders. In the event that Company cancels a purchase order, for Product, that has previously been issued
pursuant to Section 4.2 and AAIPharma is unable to reallocate the suite to manufacture another product on the originally scheduled Manufacture date,
AAIPharma shall be entitled to invoice Company and Company shall be required to pay: [***].

ARTICLE 5
PRICE, TERMS OF PAYMENT

5.1 Purchase of Product(s). The initial prices to be paid for the Products by Company to AAIPharma shall be set forth in Exhibit A attached hereto
and incorporated herein by reference (the “Purchase Prices”). The Purchase Prices are in United States dollars, and are exclusive of applicable taxes.
Company shall be responsible for the payment of any and all taxes applicable to the Products and services described herein.

5.2 Price Change; Notice. AAIPharma may increase the Purchase Prices during the Term by the amount equal to the sum of (i) AAIPharma’s increase
in Raw Materials for each Batch to which such increased prices pertain (“Raw Material Costs”), and (ii) annual Purchase Price increases, not to exceed the
Pharmaceutical Producers Price Index for pharmaceutical manufacturing for the previous twelve (12) month period, for Product to be delivered after
January 1st for each year during the Term of this Agreement. Upon request by Company, AAIPharma shall provide reasonable documentation that reflects the
increase in cost of Raw Material Costs. AAIPharma shall provide written notification of any annual increase in the Purchase Prices prior to the January 1st
effective date of the increase in Purchase Prices, or as increases in the cost of Raw Materials occur, as applicable.

5.3 API Loss Coverage. The initial fee for any annual Stock Throughput or Liability Coverage desired by Company pursuant to Section 3.10 shall also
be set forth on Exhibit A hereto and invoiced upon execution of this Agreement. Each year at least [***] days prior to the renewal of such coverage,
AAIPharma shall invoice Company for the fee for such coverage for the succeeding year, if available. Company shall pay such invoice within thirty (30) days
if it desires to continue or add such coverage for the next year. If so, AAIPharma shall renew such coverage. If not, then Company shall be deemed not to
have elected such coverage for the succeeding year under Section 3.10.
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5.4 Invoices. Title and risk of loss of Product shall pass to Company and AAIPharma shall provide invoices to Company for the Product(s) upon each
Release To The Client (e.g. finished bulk, finished packaged, or finished packaged and labeled), and Company shall pay each such invoice, in United States
dollars, within thirty (30) days after the date of each invoice regardless of when or whether Company has arranged for shipment of the Product(s) to its final
destination. Company shall make no setoff or deduction of any kind from any payments due to AAIPharma unless Company receives written authorization
from AAIPharma authorizing such setoff or deduction. [***]. Should any part of the invoice be in dispute, Company shall pay the undisputed amount
according to the terms and conditions described herein while said dispute is being resolved. Should payment of undisputed amounts not be received within
sixty (60) days of invoice date, and after due notice to Company, AAIPharma reserves the right to cease all work. In the event of default in payment,
Company shall be responsible for all collection fees and expenses incurred by AAIPharma, including reasonable attorney’s fees.

ARTICLE 6
REGULATORY MATTERS; RECORDS

6.1 Annual Review and Stability Testing. AAIPharma will conduct an annual product review for the Products and upon completion of such review
will forward a copy to Company. The Parties agree that AAIPharma’s Manufacturing process and the Purchase Prices do not include stability testing or any
other work not specifically set forth herein or in an Exhibit hereto. Stability testing services and other services shall be provided at the then current
AAIPharma rates for such services.

6.2 Access to AAIPharma’s Facilities by Company Representatives. Upon reasonable prior written notice, and during normal business hours, and at
mutually agreed upon times, AAIPharma will permit Company to inspect AAIPharma’s Manufacturing facilities once per calendar year to ensure cGMP
compliance, unless product quality issues require further action as reasonably determined by Company. Such audits shall be performed in a manner that does
not unreasonably interfere with AAIPharma’s conduct of business. Company representatives, or Company’s agents reasonably acceptable to AAIPharma,
conducting such audits shall execute confidentiality agreements and follow all security and facility access procedures as are reasonably required by
AAIPharma. The Parties agree to use commercially reasonable efforts to resolve any quality issues discovered during such inspections and agree that the
results of such inspections shall be subject to the confidentiality provisions set forth in Section 10.1 herein.

6.3 Inspections by Governmental or Regulatory Authority. AAIPharma shall be responsible for handling and responding to any FDA or other
governmental body inspections or inquiries received by Company or AAIPharma regarding the Manufacturing of any Product during the Term. In cases
where AAIPharma is required to provide significant Company or Product specific support to such inspections or inquiries, Company agrees to pay
AAIPharma for the time required at the then current AAIPharma regulatory support rate. Each Party shall
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promptly notify the other regarding any such inquiries and provide the other Party copies of any pertinent correspondence from such authorities related to the
Product or services covered in this Agreement. AAIPharma shall provide to Company and any governmental body any information reasonably requested by
Company and/or such governmental body concerning any governmental inspection related to any Product (with all information provided to Company being
subject to the confidentiality provisions in Section 10.1 herein and with AAIPharma being able to redact any information provided to Company to remove
third party confidential information that does not relate to the Products). Company agrees to fully cooperate with and assist AAIPharma in fulfilling its
obligations pursuant to this Section 6.3.

6.4 Complaints, Recalls, and Insurance

(a) Complaints. Product complaints received by Company with respect to Product Manufactured by AAIPharma hereunder shall be faxed to
AAIPharma within [***] business days after receipt to:

AAIPharma Services Corp.
Attention: Corporate Quality
2320 Scientific Park Drive
Wilmington, NC 28405
Facsimile No.: (910) 815-2387

As more fully described in the Quality Agreement, AAIPharma shall investigate all complaints directly associated with the Manufacture of Product(s)
and shall provide an update every thirty (30) days and a report to Company regarding its investigation and any conclusions. Company shall investigate all
other complaints associated with the Product(s).

(b) Recall Procedures. In the event that a recall, withdrawal or field correction of any Product (a “Recall”) is initiated, whether by a statutory or
regulatory authority in any jurisdiction or by Company, subject to Section 8 AAIPharma shall reimburse Company for all costs and expenses incurred in
procuring or complying with the requirements of such Recall to the extent that such Recall is initiated as a result of AAIPharma’s breach of this Agreement
(which shall include but not be limited to AAIPharma’s noncompliance or nonconformity with the Specifications, GMP, or any Applicable Laws), intentional
misconduct, negligence, or defective manufacturing, processing, testing, packing, or storage of Product prior to delivery to Company (if such fault is agreed
to by the Parties or resulting from a final adjudication of liability hereinafter “AAIPharma’s Fault”), and, in addition, AAIPharma shall refund to Company an
amount equal to the then current replacement cost of all API supplied to AAIPharma and incorporated into the recalled Product to the extent specified in
Section 3.10. Company shall be responsible for all other costs and expenses associated with a Recall. AAIPharma shall reasonably cooperate with Company
in connection with any Recall.

6.5 Insurance. At all times while this Agreement is in effect and for three (3) years thereafter, AAIPharma and Company shall each:

[***]
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AAIPharma and Company shall each obtain all the insurance policies described in clauses 6.5(i) through (iii) from insurers having A.M. Best ratings of
A–VII or higher.

AAIPharma shall also, at its own cost and expense, obtain and maintain in full force and effect during the Term of this Agreement the insurance, if any,
required by Sections 3.10 and 5.3.

6.6 Quality Agreement. The Parties intend to enter into a quality agreement acceptable to both Parties (the “Quality Agreement”) as soon as
practicable after the Effective Date. The Quality Agreement will detail the quality and regulatory obligations and responsibilities of the Parties with respect to
the Products to the extent these obligations and responsibilities are not fully covered in this Agreement; provided, however, that in the event of conflict
between the terms of this Agreement and the Quality Agreement, (i) the provisions of the Quality Agreement will prevail with respect to all matters pertaining
to, or governed by, GMP and (ii) in all other respects, the provisions of this Agreement will prevail.

ARTICLE 7
REPRESENTATIONS AND WARRANTIES

7.1 Representations and Warranties of AAIPharma. AAIPharma hereby represents and warrants as follows:

(a) As of Release To The Client, all Product(s) delivered to Company during the Term of the Agreement: (i) shall have been Manufactured by
AAIPharma in material compliance with this Agreement, the Quality Agreement, the Marketing Authorizations and cGMP, in each case, as in effect at the
time of Manufacture, (ii) assuming compliance by Company with Section 3.7, shall not be adulterated or misbranded within the meaning of the Act, and
(iii) shall not have been Manufactured by AAIPharma in violation of any Applicable Law in any material respect.

(b) Upon Release To The Client, AAIPharma shall convey good title to all Product(s) so delivered to Company.

(c) The execution, delivery and performance of this Agreement and the consummation of the transactions contemplated hereby are within AAIPharma’s
powers and have been duly authorized by all necessary action on the part of AAIPharma. This Agreement has been duly executed and delivered by
AAIPharma and constitutes legal, valid and binding obligations of AAIPharma, enforceable against AAIPharma in accordance with its terms.

(d) The execution, delivery and performance by AAIPharma of this Agreement does not and will not (i) contravene or conflict with the organizational
documents of AAIPharma Services Corp., (ii) contravene or conflict with or constitute a violation of any Applicable Laws, or (iii) breach or constitute a
default under the provisions of any material contract, agreement or instrument to which it is a party or by which it is bound.
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(e) AAIPharma is not debarred and has not and shall not knowingly and intentionally use in any capacity the services of any third person debarred
under subsections 306(a) or (b) of the Generic Drug Enforcement Act of 1992.

EXCEPT AS SET FORTH IN THIS SECTION 7.1, AAIPHARMA MAKES NO REPRESENTATIONS OR WARRANTIES, EXPRESS OR
IMPLIED, AND SPECIFICALLY DISCLAIMS ALL SUCH REPRESENTATIONS AND WARRANTIES, INCLUDING, WITHOUT
LIMITATION, ANY IMPLIED WARRANTIES OF MERCHANTABILITY, INFRINGEMENT, TITLE OR FITNESS FOR A PARTICULAR
PURPOSE OR USE.

7.2 Representations and Warranties of Company. Company hereby represents and warrants as follows:

(a) The execution, delivery and performance of this Agreement and the consummation of the transactions contemplated hereby are within Company’s
powers and have been duly authorized by all necessary action on the part of Company. This Agreement has been duly executed and delivered by Company
and constitutes legal, valid and binding obligations of Company, enforceable against Company in accordance with its terms.

(b) The execution, delivery and performance by Company of this Agreement does not and will not (i) contravene or conflict with the organizational
documents of Company, (ii) contravene or conflict with or constitute a violation of any Applicable Laws, or (iii) breach or constitute a default under the
provisions of any material contract, agreement or instrument to which it is a party or by which it is bound.

(c) Company shall comply in all material respects with all Applicable Laws relating to its Commercialization of the Product(s).

(d) To the extent that Company supplies any Raw Materials, or API, or other information to AAIPharma (including packaging and labeling
requirements) or engages in manufacturing with respect to any of the Products (either directly or indirectly through a third party), all such Raw Materials, API
or other information and formulas will comply with the Specifications and applicable laws, including GMP.

(e) Company represents that to the best of its knowledge, the manufacture or the sale of the Products does not and will not infringe any third party
intellectual property rights or other rights and that it is not aware of any patents existing in the Territory in which Company markets or distributes such
Products relating in any manner to the Products or any use, method, activity or application relating thereto which could adversely impact upon or prevent
AAIPharma from Manufacturing the Products as contemplated by the terms hereof.

ARTICLE 8
INDEMNIFICATION

8.1 By AAIPharma. AAIPharma hereby indemnifies Company and its directors, officers, employees, Affiliates, stockholders, agents, attorneys,
representatives, successors and Permitted Assigns (collectively, the “Company Indemnified Parties”) against and agrees to hold
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each of them harmless from any and all product liability claims associated with the Products, losses, liabilities, obligations, damages, costs and expenses
(“Losses”) incurred by any Company Indemnified Party as a result of third party claims, actions or proceedings (collectively, “Third Party Claims”) to the
extent based upon, attributable to or resulting from: (a) any material misrepresentation or material breach of warranty made by AAIPharma in this Agreement,
(b) any material breach of any covenant or agreement made or to be performed by AAIPharma pursuant to this Agreement, and (c) the negligence or willful
misconduct by an AAIPharma Indemnified Party in connection with this Agreement; except in each case, to the extent such Losses are attributable to
Company’s material breach of this Agreement or arising from the negligence or willful misconduct of Company.

8.2 By Company. Company hereby indemnifies AAIPharma and its directors, officers, employees, Affiliates, stockholders, agents, attorneys,
representatives, successors and assigns (collectively, the “AAIPharma Indemnified Parties”) against and agrees to hold each of them harmless from any and
all Third Party Claims, including Losses incurred by any AAIPharma Indemnified Party to the extent based upon, attributable to or resulting from the
performance of this Agreement and services hereunder by AAIPharma (including, without limitation, any products liability claims related to Company
products) other than for Losses for which AAIPharma is obligated to indemnify the Company Indemnified Parties under Section 8.1 above.

8.3 Indemnification Procedures.

(a) The indemnified Party shall give the indemnifying Party prompt notice of any such claim or lawsuit (“Indemnification Claim”) (including a copy
thereof) served upon it and shall fully cooperate with the indemnifying Party and its legal representatives in the investigation of any matter the subject of
indemnification. The indemnifying Party may enter into a settlement agreement with a claimant but shall not admit liability to a claimant without the prior
written permission of the party or parties seeking indemnification, which permission shall not be unreasonably withheld.

(b) The failure of the indemnified Party to give reasonably prompt notice of any Indemnification Claim shall not release, waive or otherwise affect the
indemnifying Party’s obligations with respect thereto except to the extent that the indemnifying Party can demonstrate actual loss and prejudice as a result of
such failure.

8.4 Limitation on Liability. Except as set forth in Section 8.6 (Exceptions), neither Party shall be liable, whether in contract, tort (including
negligence) or otherwise, for any punitive, special, indirect, incidental, consequential or exemplary damages (including lost profit or business interruption
even if notified in advance of such possibility) arising out of or pertaining to the subject matter of this Agreement.

8.5 Aggregate Cap. Except as set forth in Section 8.6 (Exceptions), the total aggregate liability of either Party to the other Party arising out of this
Agreement shall be limited to the [***]. Such liability cap amount does not alter each Party’s insurance obligations under Section 6.5 (Insurance).
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8.6 Exceptions. Sections 8.4 (Limitation on Liability) and 8.5 (Aggregate Cap) shall not apply to the following: (a) a Party’s obligations to indemnify
the other for Claims under Sections 8.1 and 8.2 (Indemnification); or (b) damages due to a Party’s breach of its confidentiality obligations or claims for
infringement of proprietary rights; or (c) replacement of lost or damaged API by AAIPharma in the event of its negligence or willful misconduct (but only to
the extent required by Section 3.10).

ARTICLE 9
TERM AND TERMINATION

9.1 Term of the Agreement. Unless earlier terminated in accordance with this Article 9, this Agreement shall take effect and commence on the
Effective Date and continue in effect, on a Product-by-Product basis, for three (3) years from the Effective Date (the “Initial Term”). In addition, after the
expiration of the Initial Term with respect to a particular Product, the Agreement will automatically renew with respect to such Product for consecutive two
(2) year terms (each, a “Renewal Period”) unless either of the Parties terminates this Agreement with respect to such Product at the end of the applicable
Initial Term or any applicable Renewal Period by providing the other Party with written notice, in the case of Company, at least [***] months, and in the case
of AAIPharma, at least [***], prior to the end of the applicable Initial Term or applicable Renewal Period. The Initial Term and all Renewal Periods for each
Product shall be collectively referred to herein as the “Term” for such Product.

9.2 Termination. Notwithstanding Section 9.1 herein, this Agreement may be terminated as follows:

(a) by the Company, upon [***] month’s advance written notice, for any reason; or

(b) immediately upon the delivery of written notice by one Party, if the other Party materially breaches any of the provisions of this Agreement and
such breach is not cured within sixty (60) calendar days after receipt of written notice identifying such breach (or if cure has been commenced during such
period, if it is not diligently prosecuted to completion); or

(c) immediately upon the delivery of written notice by one Party, if the other Party has been unable to perform its obligations hereunder for [***]
calendar days by reason of force majeure (as defined in Section 12.11).

(d) either Party at its sole option may immediately terminate this Agreement upon written notice, but without prior advance notice, to the other Party in
the event that (i) the other Party is declared insolvent or bankrupt by a court of competent jurisdiction; (ii) a voluntary petition of bankruptcy is filed in any
court of competent jurisdiction by such other Party; (iii) ceases or threatens to cease to carry on business, or (iv) this Agreement is assigned by such other
Party for the benefit of creditors.

(e) Company may terminate this Agreement as to any Product upon [***] days’ written notice in the event that any governmental agency takes any
action, or raises any objection, that prevents Company from importing, exporting, purchasing or selling such Product.
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(f) Company may at any time unilaterally terminate this Agreement only with respect to an individual Product if: (i) such individual Product is
withdrawn from the market; (ii) Company divests, out-licenses or otherwise disposes of such individual Product to a party other than an Affiliate of
Company; provided, however, for greater certainty, that this Subsection 9.2(f) shall not entitle Company to terminate this Agreement in whole or in part in
connection with a sale or other disposition of all or substantially of its interest in the Products as a whole or any significant portion thereof; or (iii) such
individual Product is found to infringe a third party’s Intellectual Property.

Company shall provide to AAIPharma not less than six (6) months’ advance written notice of such partial termination of the Agreement except where it
results from either a market withdrawal at the mandate of a competent authority having jurisdiction or an infringement as in Subsection 9.2(f)(iii) above, in
which cases the termination can be effective immediately; provided, however, in respect of Subsection 9.2(f)(ii), Company may provide less than the six
(6) months advance notice if the acquiring party agrees in writing to purchase the particular individual Product from AAIPharma for the balance of the notice
period on the same terms and conditions as contained herein.

Any termination pursuant to this Section 9.2 may be effected with respect to this entire Agreement or with respect to any individual Product or
Products, at the discretion of the terminating Party, and shall be effected by delivering written notice of such termination to the other Party and shall be
effective upon the date of such written notice unless a later date is specified in such written notice.

9.3 Effect of Termination. Upon termination or expiration of this Agreement, in its entirety or with respect to any particular Product(s):

(a) Cessation of Activities. Except as provided in Section 9.3(c), AAIPharma shall stop the Manufacturing of Products; each Party shall return to the
other any Confidential Information of such other Party concerning the Product(s) subject to such termination or expiration.

(b) Payments; Company to Take Product. In the event of termination by AAIPharma pursuant to Section 9.2(b), (c), or (d) above, Company shall pay
AAIPharma [***] and any fees payable in accordance with the cancellation policy noted in 4.7(b). Company shall, at its option and with respect to any
Products that are subject to termination, be permitted to take delivery for any Raw Materials, work-in-process (at AAIPharma’s material costs) or finished
Product (at prices then in effect under this Agreement).

(c) Firm Orders. If this Agreement is terminated by Company pursuant to Section 9.2(b), at Company’s option, Firm Orders with respect to the
Product(s) not yet started shall be cancelled, or, if requested by Company in writing, AAIPharma will, with respect to the Product(s) subject to such
termination, complete or cause the completion of the Manufacturing of any work-in-process that is subject to a valid and effective Firm Order on the date on
which the termination is effective. Once such work-in-process is completed, the resulting Product(s) shall be shipped in accordance with Company’s Firm
Orders and paid for by Company in accordance with Section 5.4.
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9.4 Survival. The Parties agree that the following provisions shall survive the termination of this Agreement; the definitions of Article 1 to the extent
such Definitions pertain to terms in surviving provisions, Sections 4.5, 4.6, 4.7, 6.4, 6.5, and Articles 3, 5, 7, 8, 9, 10, 11 and 12.

ARTICLE 10
CONFIDENTIALITY AND PUBLIC DISCLOSURE

10.1 AAIPharma will hold in strict confidence, and shall not disclose to any third party without Company’s prior written consent, all proprietary or
confidential information concerning Product, API and all materials and information provided by Company (collectively, “Company Information”).
AAIPharma further agrees that it shall not use Company Information for any purpose other than the Manufacturing of Products for Company under this
Agreement.

10.2 Company will hold in strict confidence, and shall not disclose to any third party without AAIPharma’s prior written consent, all proprietary or
confidential information and materials belonging to AAIPharma or its Affiliates (“AAIPharma Information”).

10.3 “Confidential Information” shall mean Company Information and AAIPharma Information. Each Party may disclose Confidential Information
only to its, and its Affiliates’, directors, officers, independent contractors and employees who have need to know Confidential Information for the purposes of
this Agreement, and each Party will be responsible for ensuring that all its, and its Affiliates’, directors, officers, and employees to whom Confidential
Information is disclosed will also observe such obligations of confidentiality and non-use as provided herein.

10.4 The above confidentiality obligation shall not apply or shall cease to apply to any information which the receiving party can demonstrate by
documentary proof:

(a) is already in the possession of the receiving party at the time it is disclosed by the disclosing party;

(b) is in the public domain at the time it is disclosed by the disclosing party;

(c) enters the public domain through sources independent of the receiving party and through no fault of the receiving party;

(d) is lawfully obtained by the receiving party without any confidentiality restrictions from a third party who has a right to disclose such information to
the receiving party;

(e) has been at any time developed by the receiving party independently of disclosure from the disclosing party.
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10.5 Neither Party (nor any of their respective Affiliates) shall issue any press release or make any public announcement with respect to this Agreement
and the transactions contemplated hereby without obtaining the prior written consent of the other Party (such consent not to be unreasonably withheld or
delayed), except as may be required by Applicable Law upon the advice of counsel and only if the disclosing Party provides the non-disclosing Party with a
reasonable opportunity to first review the release or other public announcement, to the extent practicable.

10.6 These confidentiality obligations shall survive termination or expiration of this Agreement for a period of ten (10) years.

ARTICLE 11
INTELLECTUAL PROPERTY

11.1 AAIPharma further agrees that all Company Information, know-how, data, discoveries and inventions relating to Product and API which result
from the Manufacture of Products shall constitute the sole and exclusive property of Company. AAIPharma hereby assigns to Company all right, title and
interest throughout the world in and to all inventions (whether or not patentable), processes, techniques, improvements, discoveries and developments
discovered and reduced to practice by AAIPharma (collectively, “Project IP”) in the course of providing Services which are directly and solely related to the
Manufacture of Product hereunder. AAIPharma will, at the expense and the written request of Company, do all reasonable acts and things and execute all
documents as Company may reasonably request to transfer to and vest in Company the ownership and registration of all intellectual property rights that may
exist in such Project IP.

11.2 Company acknowledges that AAIPharma possesses certain inventions, processes, techniques, improvements, know-how, trade secrets, discoveries
and other intellectual property and other proprietary assets, including drug delivery technologies (hereinafter, “AAIPharma Proprietary Technology”) which
have been independently developed by AAIPharma. In the event Company chooses to further develop and/or commercialize a technology comprising, in
whole or in part, AAIPharma Proprietary Technology, Company will obtain a license from AAIPharma to use such AAIPharma Proprietary Technology. Such
license agreement shall be memorialized in a separate agreement to be negotiated in good faith by the Parties.

11.3 Company acknowledges that AAIPharma is in the business of providing services for a variety of organizations other than Company. Accordingly,
nothing in this Agreement shall preclude or limit AAIPharma from providing services or developing materials for itself or other clients, or from utilizing the
general knowledge gained during the course of its performance hereunder to perform similar services for other clients, provided that such provision of
services or development of materials do not constitute a breach of confidentiality under Article 10 herein.
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ARTICLE 12
MISCELLANEOUS

12.1 Successors and Assigns. This Agreement shall be binding upon and shall inure to the benefit of the Parties hereto and their respective successors
and permitted assigns; provided, however, that the Parties may not assign any of their rights, duties or obligations hereunder without the prior written consent
of the other Party, which consent may not be unreasonably withheld, conditioned or delayed. No assignment by either Party of this Agreement or any of its
rights or obligations hereunder shall be permitted, nor shall it be effective as between the Parties, unless and until the assignee shall have executed and
delivered to the other Party an instrument in writing reasonably satisfactory to the other Party pursuant to which the assignee covenants in writing to be bound
by all the obligations of the assigning Party hereunder. No assignment shall relieve the assignor of any of its obligations hereunder. Notwithstanding the
foregoing, either Party may transfer or assign its rights and obligations under this Agreement to a successor to all or substantially all of its business or assets
relating to this Agreement whether by sale, merger, operation of law or otherwise.

12.2 Notices. Any notice required or permitted under this Agreement shall be in writing, shall specifically refer to this Agreement, and shall be sent by
hand, recognized overnight courier, confirmed facsimile transmission, or registered or certified mail service, postage prepaid, return receipt requested, to the
following addresses or facsimile numbers of the Parties:

Company:

Corcept Therapeutics Inc.
149 Commonwealth Drive
Menlo Park, CA 94025
Attn: Chief Financial Officer
Fax: 650 327-3218

AAIPharma:

AAIPharma Services Corp.
2320 Scientific Park Drive
Wilmington, NC 28405
Attn: Legal Department
Fax: (910) 815-2340

All notices under this Agreement shall be deemed received (i) upon receipt when sent by hand, (ii) two (2) business days after deposit with a
recognized overnight courier, (iii) upon confirmation of delivery when sent by facsimile, and (iv) five (5) business days after deposit in registered or certified
mail service. A Party may change its contact information immediately upon written notice to the other Party in the manner provided in this Section.

12.3 Waiver. No delay on the part of AAIPharma or Company in exercising any right, power or privilege hereunder shall operate as a waiver thereof,
nor shall any waiver on the part of either Party of any right, power or privilege hereunder operate as a waiver of any other right,
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power or privilege hereunder, nor shall any single or partial exercise of any right, power or privilege hereunder preclude any other or further exercise thereof
or the exercise of any other right, power or privilege hereunder. Any provision of this Agreement may be waived if, and only if, such waiver is in writing and
signed by the Party against whom the waiver is to be effective.

12.4 Entire Agreement. This Agreement and the Quality Agreement constitute the entire agreement between the Parties with respect to the subject
matter hereof and supersede all prior agreements, understanding and negotiations, both written and oral, between the Parties with respect to the subject matter
of this Agreement.

12.5 Amendment. This Agreement may be modified or amended only by written agreement of the Parties hereto.

12.6 Counterparts. This Agreement may be executed by facsimile and in any number of counterparts, each of which shall be deemed an original but
all of which together shall constitute a single instrument. This Agreement may be executed on signature pages exchanged by facsimile, in which event each
Party shall promptly deliver to the others such number of original executed copies as the others may reasonably request.

12.7 Governing Law; Jurisdiction. This Agreement shall be governed and construed in accordance with the laws of the State of Delaware excluding
any choice of law rules which may direct the application of the law of another state.

12.8 Severability. If any provision of this Agreement is held to be illegal, invalid or unenforceable under any present or future law, and if the rights or
obligations of any Party hereto under this Agreement will not be materially and adversely affected thereby, (a) such provision will be fully severable, (b) this
Agreement will be construed and enforced as if such illegal, invalid or unenforceable provision had never comprised a part hereof, (c) the remaining
provisions of this Agreement will remain in full force and effect and will not be affected by the illegal, invalid or unenforceable provision or by its severance
herefrom, and (d) in lieu of such illegal, invalid or unenforceable provision, there will be added automatically as a part of this Agreement a legal, valid and
enforceable provision as similar to the terms to such illegal, invalid or unenforceable provision as may be possible and reasonably acceptable to the Parties
herein.

12.9 No Third Party Rights. Except as otherwise expressly set forth herein, no provision of this Agreement shall be deemed or construed in any way
to result in the creation of any rights or obligations in any person not a Party to this Agreement.

12.10 Exhibits. The Exhibits referenced in this Agreement are an integral part of this Agreement and are incorporated herein by reference.

12.11 Force Majeure. If either Party is prevented from complying, either totally or in part, with any of the terms or provisions set forth herein by
reason of force majeure, including, by way of example and not of limitation, fire, flood, explosion, storm, hurricane, strike, lockout or other labor dispute,
riot, war, rebellion, accidents, acts of God, or acts of governmental agencies or instrumentalities, in each case to the extent beyond its control despite its
commercially reasonable efforts to avoid, minimize, and resolve such cause as promptly as
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possible, said Party shall (a) provide written notice of same to the other Party, and (b) subject to the obligations set forth above with respect to said Party’s
efforts to remove the disability, its obligations that are prevented from compliance by such force majeure are suspended, without liability, during such period
of force majeure. Said notice shall be provided within ten (10) business days of the occurrence of such event and shall identify the requirements of this
Agreement or such of its obligations as may be affected. The Party so affected shall give to the other Party a good faith estimate of the continuing effect of the
force majeure condition and the duration of the affected Party’s nonperformance.

12.12 No Other Relationship. It is expressly agreed that AAIPharma, on the one hand, and Company, on the other hand, shall be independent
contractors and that nothing contained herein shall be deemed to create any joint venture or partnership between the Parties hereto, and, except as is expressly
set forth herein, neither Party shall have any right by virtue of this Agreement to bind the other Party in any manner whatsoever.

12.13 Additional Product. The Parties covenant and agree that additional products may be added to this Agreement and such additional products shall
be governed by the general conditions hereof with any special terms (including, without limitation, price) governed by an addendum hereto.

12.14 Dispute Resolution.

(a) Negotiated Settlement. In the event of a dispute regarding payment or the performance of Services pursuant to this Agreement (each, a “Dispute”),
the Parties shall endeavor to negotiate in good faith an agreeable solution. If after ten (10) business days following receipt of a Party’s written notification of a
Dispute such Dispute has not been resolved, the Dispute shall be brought to the attention of the senior management of each Party and such senior manager or
his/her designee will negotiate in good faith to define and implement a final resolution. The intent of this Section 12.14 is to encourage the Parties to work
together to resolve any Dispute without having to rely on arbitration or any other legal proceeding. However, nothing in this Section 12.14 shall prevent or
inhibit either Party to institute any other action to resolve such Dispute(s).

(b) Binding Arbitration. If not resolved in accordance with the preceding paragraph (a) then any controversy or claim arising out of or relating to this
Agreement, or the breach thereof, shall be settled by arbitration administered by the American Arbitration Association in accordance with its Commercial
Arbitration Rules, and judgment on the award rendered by the arbitrator(s) may be entered in any court having jurisdiction thereof.

[SIGNATURE PAGE FOLLOWS]
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IN WITNESS WHEREOF, the Parties hereto have executed this Agreement as of the date first above written.
 

Corcept Therapeutics Incorporated

By:  /s/ Steven Lo
Printed Name: Steven Lo
Title: Sr. Vice President and Chief Commercial Officer
Date:  4/9/14

AAIPharma Services Corp.

By:  /s/ R. Goshert
Printed Name: Rob Goshert
Title:  Vice President, Sales and Client Services
Date:  4/7/14
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Exhibit A

Commercial Purchase Pricing

300 mg Mifepristone Immediate Release Film Coated Tablets at a Batch size of [***]

Purchase Price was calculated using 2013 pricing, which is subject to the adjustment terms of this Agreement.

Table 1. Purchase Price Summary
 

Annual Batch
Production   

Cost per Tablet
(USD)  

Cost per
28-count Bottle (USD) 

Cost per
280-count Bottle (USD)

[***]   [***]  [***]  [***]

Batch Production Fee is the per bottle cost multiplied by the assumed bottle yield, respectively.

Purchase Price presented above is based on the following criteria:
 

 •  Method of manufacture: [***].
 

 •  Each Batch of tablets will be packaged as [***].
 

 •  Pricing includes:
 

 •  Cost for excipients and packaging components [***]. See Table 2 for item costs.
 

 •  Cost of disposable processing containment materials. See Table 2 for item costs.
 

 •  The cost of Product materials [***].
 

 •  Pricing excludes:
 

 •  [***].
 

 •  The Parties agree that if Company would supply any Raw Materials to AAIPharma for the Product in addition to the API, the Purchase Price
shall be adjusted accordingly.

API Loss Coverage

There will be no initial fee for any annual Stock Throughput or Liability Coverage pursuant to Section 3.10 of this Agreement as such insurance not elected
by Company.

[REMAINDER OF PAGE INTENTIONALLY LEFT BLANK]
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Table 2. Raw Material, Packaging Components and Processing Containment Materials Cost
 

Raw Material   Spec #   $ per Kg (USD)
[***]   [***]   [***]

Packaging Component     $ Each (USD)
[***]   [***]   [***]

Processing Containment Materials     $ Each (USD)
[***]     [***]
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Exhibit B

Specifications

(Example attached.)
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Exhibit 10.3

SECOND AMENDMENT TO
COMMERCIAL OUTSOURCING SERVICES AGREEMENT

This Second Amendment to the Commercial Outsourcing Services Agreement (this “Amendment”) is between Corcept Therapeutics, Inc. (the
“Company”) and Integrated Commercialization Solutions, Inc. (“ICS”). This Amendment is effective as of June 11, 2014 (the “Amendment Effective Date”).

RECITALS
 
A. The Company and ICS are parties to a Commercial Outsourcing Services Agreement dated April 14, 2011, as amended by the First Amendment dated

April 14, 2014 (as amended, the “Agreement”);
 
B. Pursuant to the Agreement, among other things, the Company engaged ICS to perform commercialization services for certain pharmaceutical products; and
 
C. The parties now wish to amend the Agreement in certain respects.

AMENDMENT

NOW THEREFORE, the parties agree as follows:
 
1. Defined Terms. Capitalized terms in this Amendment that are not defined in this Amendment have the meanings given to them in the Agreement. If there is

any conflict between the Agreement and any provision of this Amendment, this Amendment will control.
 
2. Term. Section 4.1 of the Agreement is deleted in its entirety and replaced with the following:

Term. This Agreement will be effective as of the Effective Date and will continue until August 14, 2014 (the “Term”), unless sooner terminated in
accordance with the terms of this Agreement. The Term may be extended upon written mutual agreement of the parties.

 
3. No Other Changes. Except as otherwise provided in this Amendment, the terms and conditions of the Agreement will continue in full force.

IN WITNESS WHEREOF, the parties have executed this Amendment as of the Amendment Effective Date.
 
Integrated Commercialization Solutions, Inc.  Corcept Therapeutics, Inc.

By:  /s/ Doug Cook    By:  /s/ David Panake

Name:  Doug Cook    Name:  David Panake

Title:  President, Global Specialty Logistics    Title:  Director, Commercial Operations



Exhibit 31.1

CERTIFICATION

I, Joseph K. Belanoff, M.D., certify that:
 

1. I have reviewed this Quarterly Report on Form 10-Q for the period ended June 30, 2014 of Corcept Therapeutics Incorporated;
 

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.
 

/s/ Joseph K. Belanoff
Joseph K. Belanoff, M.D.
Chief Executive Officer
August 8, 2014



Exhibit 31.2

CERTIFICATION

I, G. Charles Robb, certify that:
 

1. I have reviewed this Quarterly Report on Form 10-Q for the period ended June 30, 2014 of Corcept Therapeutics Incorporated;
 

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.
 

/s/ G. Charles Robb
G. Charles Robb
Chief Financial Officer
August 8, 2014



Exhibit 32.1

Corcept Therapeutics Incorporated

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,

AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Corcept Therapeutics Incorporated (the “Company”) on Form 10-Q for the period ended June 30, 2014, as filed with
the Securities and Exchange Commission on the date hereof (the “Report”), I, Joseph K. Belanoff, M.D., Chief Executive Officer of the Company, certify,
pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:
 

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

 (2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
/s/ Joseph K. Belanoff
Joseph K. Belanoff, M.D.
Chief Executive Officer
August 8, 2014

This certification is not deemed filed with the Securities and Exchange Commission and is not to be incorporated by reference into any filing of Corcept
Therapeutics Incorporated under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, as amended, irrespective of any general
incorporation language contained in such filing.



Exhibit 32.2

Corcept Therapeutics Incorporated

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,

AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report of Corcept Therapeutics Incorporated (the “Company”) on Form 10-Q for the period ended June 30, 2014, as filed with
the Securities and Exchange Commission on the date hereof (the “Report”), I, G. Charles Robb, Chief Financial Officer of the Company, certify, pursuant to 18
U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:
 

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

 (2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.
 
/s/ G. Charles Robb
G. Charles Robb
Chief Financial Officer
August 8, 2014

This certification is not deemed filed with the Securities and Exchange Commission and is not to be incorporated by reference into any filing of Corcept
Therapeutics Incorporated under the Securities Act of 1933, as amended, or the Securities Exchange Act of 1934, as amended, irrespective of any general
incorporation language contained in such filing.


