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or
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Delaware 03-0491827
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(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 x No o

Indicate by check mark whether the registrant has submitted electronically every Interactive Data File required to be submitted pursuant to Rule 405 of
Regulation S-T (8§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the registrant was required to submit such
files). Yes x No o

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, a smaller reporting company or an
emerging growth company. See the definitions of “large accelerated filer,” “accelerated filer,” “smaller reporting company” and “emerging growth company”
in Rule 12b-2 of the Exchange Act.
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Large accelerated filer X Accelerated filer 0
Non-accelerated filer o Smaller reporting company o
Emerging growth company o

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or
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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

Various statements throughout this report are “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995.
Forward-looking statements may appear throughout this report. Words such as, but not limited to, “believe,” “expect,” “anticipate,” “estimate,” “intend,”
“plan,” “project,” “target,” “goal,” “likely,” “will,” “would,” and “could,” or the negative of these terms and similar expressions or words, identify forward-
looking statements. Forward-looking statements are based upon current expectations that involve risks, changes in circumstances, assumptions and
uncertainties. Important factors that could cause actual results to differ materially from those reflected in our forward-looking statements include, among
others:

»

«  the ability of Vanda Pharmaceuticals Inc. (we, our, the Company or Vanda) to continue to commercialize HETLIOZ® (tasimelteon) for the treatment
of Non-24-Hour Sleep-Wake Disorder (Non-24) in the United States (U.S.) and Europe;

»  uncertainty as to the ability to increase market awareness of Non-24 and the market acceptance of HETLIOZ®;

«  our ability to continue to generate U.S. sales of Fanapt® (iloperidone) for the treatment of schizophrenia;

+  our dependence on third-party manufacturers to manufacture HETLIOZ® and Fanapt® in sufficient quantities and quality;
+  our level of success in commercializing HETLIOZ® and Fanapt® in new markets;

+  our ability to prepare, file, prosecute, defend and enforce any patent claims and other intellectual property rights;

»  our ability to complete the clinical development and obtain regulatory approval of tradipitant for the treatment of chronic pruritus in atopic dermatitis
and the treatment of gastroparesis;

* aloss of rights to develop and commercialize our products under our license agreements;

+ the ability to obtain and maintain regulatory approval of our products, and the labeling for any approved products;

»  the timing and success of preclinical studies and clinical trials;

» afailure of our products to be demonstrably safe and effective;

«  the size and growth of the potential markets for our products and the ability to serve those markets;

*  our expectations regarding trends with respect to our revenues, costs, expenses, liabilities and cash, cash equivalents and marketable securities;
» the scope, progress, expansion, and costs of developing and commercializing our products;

*  our failure to identify or obtain rights to new products;

* aloss of any of our key scientists or management personnel;

+ limitations on our ability to utilize some or all of our prior net operating losses and orphan drug and research and development credits;
» the cost and effects of litigation;

*  our ability to obtain the capital necessary to fund our research and development or commercial activities;

* losses incurred from product liability claims made against us; and

» use of our existing cash, cash equivalents and marketable securities.

All written and verbal forward-looking statements attributable to us or any person acting on our behalf are expressly qualified in their entirety by the
cautionary statements contained or referred to in this section. We caution investors not to rely too heavily on the forward-looking statements we make or that
are made on our behalf. We undertake no obligation, and specifically decline any obligation, to update or revise publicly any forward-looking statements,
whether as a result of new information, future events or otherwise.

We encourage you to read Management’s Discussion and Analysis of our Financial Condition and Results of Operations and our unaudited condensed
consolidated financial statements contained in this quarterly report on Form 10-Q. In addition to the risks described below and in Item 1A of Part I of our
annual report on Form 10-K for the fiscal year ended December 31, 2017, other unknown or unpredictable factors also could affect our results. Therefore, the
information in this quarterly report should be read together with other reports and documents that we file with the Securities and Exchange Commission from
time to time, including on Form 10-Q and Form 8-K, which may supplement, modify, supersede or update those risk factors. As a result of these factors, we
cannot assure you that the forward-looking statements in this report will prove to be accurate. Furthermore, if our forward-looking statements prove to be
inaccurate, the inaccuracy may be material. In light of the significant uncertainties in these forward-looking statements, you should not regard these
statements as a representation or warranty by us or any other person that we will achieve our objectives and plans in any specified time frame, or at all.
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Part I — FINANCIAL INFORMATION

ITEM1

Financial Statements (Unaudited)

ASSETS

Current assets:

VANDA PHARMACEUTICALS INC.
CONDENSED CONSOLIDATED BALANCE SHEETS (Unaudited)

(in thousands, except for share and per share amounts)

Cash and cash equivalents $

Marketable securities

Accounts receivable, net

Inventory

Prepaid expenses and other current assets

Total current assets

Property and equipment, net

Intangible assets, net

Non-current inventory and other

Total assets $

LIABILITIES AND STOCKHOLDERS’ EQUITY

Current liabilities:

Accounts payable and accrued liabilities $

Product revenue allowances

Milestone obligations under license agreements

Total current liabilities

Other non-current liabilities
Total liabilities

Commitments and contingencies (Notes 8 and 14)

Stockholders’ equity:

Preferred stock, $0.001 par value; 20,000,000 shares authorized, and no shares issued or outstanding

Common stock, $0.001 par value; 150,000,000 shares authorized; 52,400,709 and 44,938,133 shares
issued and outstanding at September 30, 2018 and December 31, 2017, respectively

Additional paid-in capital

Accumulated other comprehensive income (loss)

Accumulated deficit

Total stockholders’ equity

Total liabilities and stockholders’ equity $

September 30, December 31,
2018 2017
60,778 33,627
179,801 109,786
25,259 17,601
887 840
12,082 8,003
278,807 169,857
4,579 5,306
24,922 26,069
3,629 4,193
311,937 205,425
19,046 20,335
27,196 23,028
= 27,000
46,242 70,363
4,278 3,675
50,520 74,038
52 45
607,873 492,802
70 (34)
(346,578) (361,426)
261,417 131,387
311,937 205,425

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements.
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VANDA PHARMACEUTICALS INC.

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS (Unaudited)

(in thousands, except for share and per share amounts)

Revenues:
Net product sales
Total revenues
Operating expenses:
Cost of goods sold excluding amortization
Research and development
Selling, general and administrative
Intangible asset amortization
Total operating expenses
Income (loss) from operations
Other income
Income (loss) before income taxes
Provision for income taxes
Net income (loss)
Net income (loss) per share:
Basic
Diluted
Weighted average shares outstanding:

Basic

Diluted

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements.

Three Months Ended Nine Months Ended
September 30, September 30, September 30, September 30,
2018 2017 2018 2017
49,135 41,336 140,077 120,807
49,135 41,336 140,077 120,807
5,068 4,525 14,841 13,057
11,390 10,178 30,672 28,393
26,047 31,124 80,829 92,792
397 432 1,147 1,318
42,902 46,259 127,489 135,560
6,233 (4,923) 12,588 (14,753)
1,030 396 2,440 1,073
7,263 (4,527) 15,028 (13,680)
92 23 180 49
7,171 (4,550) 14,848 (13,729)
0.14 (0.10) 0.30 (0.31)
0.13 (0.10) 0.28 (0.31)
52,389,012 44,885,287 50,321,640 44,669,201
54,709,749 44,885,287 52,315,642 44,669,201
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VANDA PHARMACEUTICALS INC.
CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE INCOME (LOSS) (Unaudited)

Three Months Ended Nine Months Ended

September 30, September 30, September 30, September 30,
(in thousands) 2018 2017 2018 2017

Net income (loss) $ 7171  $ (4,550) $ 14,848 $ (13,729)
Other comprehensive income (loss):

Net foreign currency translation gain (loss) 2) 5 (15) 26
Change in net unrealized gain (loss) on marketable

securities (7) 57 119 (11)
Tax provision on other comprehensive income (loss) — —

Other comprehensive income (loss), net of tax ) 62 104 15
Comprehensive income (loss) $ 7,162 $ (4,488) $ 14952 $ (13,714)

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements.
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VANDA PHARMACEUTICALS INC.
CONDENSED CONSOLIDATED STATEMENTS OF CHANGES IN STOCKHOLDERS’ EQUITY (Unaudited)

Common Stock Additional Other
Paid-in Comprehensive Accumulated

(in thousands, except for share amounts) Shares Par Value Capital Income Deficit Total
Balances at December 31, 2017 44,938,133 $ 45 % 492,802 $ B4 $ (361,426) $ 131,387
Net proceeds from public offering of common

stock 6,325,000 6 100,864 — — 100,870
Issuance of common stock from the exercise

of stock options and settlement of restricted

stock units 1,137,576 1 5,463 — — 5,464
Stock-based compensation expense — — 8,744 — — 8,744
Net income — — — — 14,848 14,848
Other comprehensive income, net of tax — — — 104 — 104
Balances at September 30, 2018 52,400,709 $ 52 $ 607,873 $ 70 $ (346,578) $ 261,417

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements.

7



Table of Contents

VANDA PHARMACEUTICALS INC.
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS (Unaudited)

(in thousands)
Cash flows from operating activities

Net income (loss)

Adjustments to reconcile net income (loss) to net cash used in operating activities:

Depreciation of property and equipment
Stock-based compensation
Amortization of discounts on marketable securities
Intangible asset amortization
Other non-cash adjustments, net
Changes in operating assets and liabilities:
Accounts receivable
Prepaid expenses and other assets
Inventory
Accounts payable and other liabilities
Product revenue allowances
Net cash provided by (used in) operating activities
Cash flows from investing activities
Acquisition of intangible asset
Purchases of property and equipment
Purchases of marketable securities
Maturities of marketable securities
Net cash used in investing activities
Cash flows from financing activities
Net proceeds from offering of common stock
Proceeds from the exercise of stock options
Net cash provided by financing activities
Effect of exchange rate changes on cash, cash equivalents and restricted cash
Net change in cash, cash equivalents and restricted cash
Cash, cash equivalents and restricted cash
Beginning of period
End of period

Nine Months Ended
September 30, September 30,
2018 2017
14,848 $ (13,729)
1,057 895
8,744 7,683
(1,386) (274)
1,147 1,318
153 399
(7,686) 2,089
(3,936) 1,023
215 (896)
(3,182) 4,552
4,749 (8,509)
14,723 (5,449)
(25,000) =
(346) (1,473)
(201,940) (109,396)
133,430 93,277
(93,856) (17,592)
100,870 =
5,464 5,170
106,334 5,170
(14) 34
27,187 (17,837)
34,335 41,256
61,522 $ 23,419

The accompanying notes are an integral part of these unaudited condensed consolidated financial statements.
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VANDA PHARMACEUTICALS INC.
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (Unaudited)

1. Business Organization and Presentation
Business organization

Vanda Pharmaceuticals Inc. (the Company) is a global biopharmaceutical company focused on the development and commercialization of innovative
therapies to address high unmet medical needs and improve the lives of patients. The Company commenced its operations in 2003 and operates in one
reporting segment. The Company’s portfolio includes the following products:

«  HETLIOZ® (tasimelteon), a product for the treatment of Non-24-Hour Sleep-Wake Disorder (Non-24), was approved by the U.S. Food and Drug
Administration (FDA) in January 2014 and launched commercially in the U.S. in April 2014. In July 2015, the European Commission (EC) granted
centralized marketing authorization with unified labeling for HETLIOZ® for the treatment of Non-24 in totally blind adults. HETLIOZ® was
commercially launched in Germany in August 2016. HETLIOZ® has potential utility in a number of other circadian rhythm disorders and is
presently in clinical development for the treatment of jet lag disorder, Smith-Magenis Syndrome (SMS) and Pediatric Non-24.

«  Fanapt® (iloperidone), a product for the treatment of schizophrenia, the oral formulation of which was approved by the FDA in May 2009 and
launched commercially in the U.S. by Novartis Pharma AG (Novartis) in January of 2010. Novartis transferred all the U.S. and Canadian
commercial rights to the Fanapt® franchise to the Company on December 31, 2014. Additionally, the Company’s distribution partners launched
Fanapt® in Israel in 2014. Fanapt® has potential utility in a number of other disorders. An assessment of new Fanapt® clinical opportunities is
ongoing.

*  Tradipitant (VLY-686), a small molecule neurokinin-1 receptor (NK-1R) antagonist, which is presently in clinical development for the treatment of
chronic pruritus in atopic dermatitis and the treatment of gastroparesis.

*  VTR-297, a small molecule histone deacetylase (HDAC) inhibitor presently in clinical development for the treatment of hematologic malignancies.
»  Portfolio of Cystic Fibrosis Transmembrane Conductance Regulator (CFTR) activators and inhibitors.

*  VQW-765, a Phase II alpha-7 nicotinic acetylcholine receptor partial agonist.

Basis of Presentation

The accompanying unaudited condensed consolidated financial statements have been prepared in accordance with U.S. generally accepted accounting
principles (GAAP) for interim financial information and the instructions to Form 10-Q and Article 10 of Regulation S-X. Accordingly, they do not include all
the information and footnotes required by GAAP for complete financial statements and should be read in conjunction with the Company’s consolidated
financial statements for the fiscal year ended December 31, 2017 included in the Company’s annual report on Form 10-K. The financial information as of
September 30, 2018 and for the three and nine months ended September 30, 2018 and 2017 is unaudited, but in the opinion of management, all adjustments
considered necessary for a fair statement of the results for these interim periods have been included. The condensed consolidated balance sheet data as of
December 31, 2017 was derived from audited financial statements but does not include all disclosures required by GAAP.

The results of the Company’s operations for any interim period are not necessarily indicative of the results that may be expected for any other interim period
or for a full fiscal year. The financial information included herein should be read in conjunction with the consolidated financial statements and notes in the
Company’s annual report on Form 10-K for the fiscal year ended December 31, 2017.

2. Summary of Significant Accounting Policies
Use of Estimates

The preparation of financial statements in conformity with accounting principles generally accepted in the United States of America requires management to
make estimates that affect the reported amounts of assets and liabilities at the date of the financial statements, disclosure of contingent assets and liabilities,
and the reported amounts of revenue and expenses during the reporting period. Management continually re-evaluates its estimates, judgments and
assumptions, and management’s evaluation could change. Actual results could differ from those estimates.
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Revenue Recognition

In accordance with Accounting Standards Codification (ASC) Subtopic 606 Revenue from Contracts with Customers (ASC 606), which the Company adopted
January 1, 2018, the Company accounts for a contract when it has approval and commitment from both parties, the rights of the parties are identified,
payment terms are identified, the contract has commercial substance and collectability of consideration is probable. The Company recognizes revenue when
control of the product is transferred to the customer in an amount that reflects the consideration the Company expects to be entitled to in exchange for those
product sales, which is typically once the product physically arrives at the customer. Sales taxes, value add taxes, and usage-based taxes are excluded from
revenues.

The Company’s revenues consist of net product sales of HETLIOZ® and net product sales of Fanapt®. Net sales by product for the three and nine months
ended September 30, 2018 and 2017 were as follows:

Three Months Ended Nine Months Ended
September 30, September 30, September 30, September 30,
(in thousands) 2018 2017 2018 2017
HETLIOZ® product sales, net $ 29,923 $ 22,279 $ 83,391 $ 64,968
Fanapt® product sales, net 19,212 19,057 56,686 55,839
$ 49,135 $ 41,336 $ 140,077 $ 120,807

Major Customers

HETLIOZ® is only available in the U.S. for distribution through a limited number of specialty pharmacies, and is not available in retail pharmacies. Fanapt® is
available in the U.S. for distribution through a limited number of wholesalers and is available in retail pharmacies. The Company invoices and records
revenue when its customers, specialty pharmacies and wholesalers, receive product from the third-party logistics warehouse which is the point at which
control is transferred to the customer. There were five major customers that each accounted for more than 10% of total revenues and, as a group, represented
90% of total revenues for the nine months ended September 30, 2018. There were five major customers that each accounted for more than 10% of accounts
receivable and, as a group, represented 95% of total accounts receivable at September 30, 2018. The Company evaluates outstanding receivables to assess
collectability. In performing this evaluation, the Company analyzes economic conditions, the aging of receivables and customer specific risks. Using this
information, the Company reserves an amount that it estimates may not be collected.

Reserves for Variable Consideration

The transaction price is determined based upon the consideration to which the Company will be entitled in exchange for transferring product to the customer.
The Company’s product sales are recorded net of applicable discounts, rebates, chargebacks, service fees, co-pay assistance and product returns that are
applicable for various government and commercial payors. The Company estimates the amount of variable consideration that should be included in the
transaction price utilizing the most likely amount method and updates its estimate at each reporting date. Variable consideration is included in the transaction
price if, in the Company’s judgment, it is probable that a significant future reversal of cumulative revenue under the contract will not occur. Reserves for
variable consideration for rebates, chargebacks and co-pay assistance are based upon the insurance benefits of the end customer, which are estimated using
historical activity and, where available, actual and pending prescriptions for which the Company has validated the insurance benefits. Reserves for variable
consideration are classified as product revenue allowances on the condensed consolidated balance sheets, with the exception of prompt-pay discounts which
are classified as reductions of accounts receivable. The reserve for product returns for which the product may not be returned for a period of greater than one
year from the balance sheet date is included as a component of other non-current liabilities in the condensed consolidated balance sheets. Uncertainties related
to variable consideration are generally resolved in the quarter subsequent to period end, with the exception of product returns which are resolved during the
product expiry period specified in the customer contract. The Company currently records sales allowances for the following:

Prompt-pay: Specialty pharmacies and wholesalers are offered discounts for prompt payment. The Company expects that the specialty pharmacies
and wholesalers will earn prompt payment discounts and, therefore, deducts the full amount of these discounts from total product sales when
revenues are recognized.

Rebates: Allowances for rebates include mandated and supplemental discounts under the Medicaid Drug Rebate Program as well as contracted
rebate programs with other payors. Rebate amounts owed after the final dispensing of the product to a benefit plan participant are based upon
contractual agreements or legal requirements with public
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sector benefit providers, such as Medicaid. The allowance for rebates is based on statutory or contracted discount rates and expected patient
utilization.

Chargebacks: Chargebacks are discounts that occur when contracted indirect customers purchase directly from specialty pharmacies and
wholesalers. Contracted indirect customers, which currently consist primarily of Public Health Service institutions, non-profit clinics, and Federal
government entities purchasing via the Federal Supply Schedule, generally purchase the product at a discounted price. The specialty pharmacy or
wholesaler, in turn, charges back the difference between the price initially paid by the specialty pharmacy or wholesaler and the discounted price
paid to the specialty pharmacy or wholesaler by the contracted customer.

Medicare Part D Coverage Gap: Medicare Part D prescription drug benefit mandates manufacturers to fund approximately 50% of the Medicare
Part D insurance coverage gap for prescription drugs sold to eligible patients. Vanda accounts for the Medicare Part D coverage gap using a point of
sale model. Estimates for expected Medicare Part D coverage gap are based in part on historical activity and, where available, actual and pending
prescriptions for which the Company has validated the insurance benefits.

Service Fees: The Company receives sales order management, data and distribution services from certain customers. These fees are based on
contracted terms and are known amounts. The Company accrues service fees at the time of revenue recognition, resulting in a reduction of product
sales and the recognition of an accrued liability, unless it is a payment for a distinct good or service from the customer in which case the fair value of
those distinct goods or services are recorded as selling, general and administrative expense.

Co-payment Assistance: Patients who have commercial insurance and meet certain eligibility requirements may receive co-payment assistance. Co-
pay assistance utilization is based on information provided by the Company’s third-party administrator.

Product Returns: Consistent with industry practice, the Company generally offers direct customers a limited right to return as defined within the
Company’s returns policy. The Company considers several factors in the estimation process, including historical return activity, expiration dates of
product shipped to specialty pharmacies and wholesalers, inventory levels within the distribution channel, product shelf life, prescription trends and
other relevant factors. The Company does not expect returned goods to be resalable. There was no right of return asset as of September 30, 2018 or
December 31, 2017.

Recent Accounting Pronouncements

In August 2018, the U.S. Securities and Exchange Commission (SEC) adopted the final rule under SEC Release No. 33-10532, Disclosure Update and
Simplification. This final rule amends certain disclosure requirements that are redundant, duplicative, overlapping, outdated or superseded. In addition, the
amendments expand the disclosure requirements on the analysis of stockholders' equity for interim financial statements. Under the amendments, an analysis
of changes in each caption of stockholders' equity presented in the balance sheet must be provided in a note or separate statement. The analysis should present
a reconciliation of the beginning balance to the ending balance of each period for which a statement of comprehensive income is required to be filed. This
final rule is effective for the Company for all filings made on or after November 5, 2018. The SEC staff clarified that the first presentation of the changes in
shareholders' equity may be included in the first Form 10-Q for the quarter that begins after the effective date of the amendments. The adoption of the final
rule did not have a material impact on the Company’s condensed consolidated financial statements. The Company will change its presentation of
shareholder's equity in the first quarter of 2019.

In November 2016, the Financial Accounting Standards Board (FASB) issued Accounting Standards Update (ASU) 2016-18, Restricted Cash. The new
standard requires that a statement of cash flows explain the change during the period in the total of cash, cash equivalents and amounts generally described as
restricted cash or restricted cash equivalents. Therefore, amounts generally described as restricted cash and restricted cash equivalents should be included
with cash and cash equivalents when reconciling the beginning-of-period and end-of-period total amounts shown on the statement of cash flows. The standard
is effective for annual reporting periods beginning after December 15, 2017, and interim periods within annual periods beginning after December 15, 2017.
The Company adopted this new standard in the first quarter of 2018 and applied the provisions retrospectively. As a result of the adoption of the new
guidance, the Company increased the beginning of year total amount shown on the condensed consolidated statements of cash flows by $0.7 million for the
nine months ended September 30, 2018, equal to the balance of restricted cash included in the condensed consolidated balance sheets as of December 31,
2017. The Company increased the beginning of year and end of year total amounts shown on the consolidated statements of cash flows by $0.8 million for the
nine months ended September 30, 2017, equal to the balance of restricted cash included in the condensed consolidated balance sheets as of the period ended
September 30, 2017 and December 31, 2016. Restricted cash relates primarily to amounts held as collateral for letters of credit for leases for office space at
the Company’s Washington, D.C.
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headquarters. As of September 30, 2018, restricted cash of $0.1 million and $0.6 million is included in prepaid and other current assets and other non-current
assets, respectively. As of December 31, 2017, restricted cash of $0.7 million is included in other non-current assets.

In August 2016, the FASB issued ASU 2016-15, Statement of Cash Flows — Classification of Certain Cash Receipts and Cash Payments, to clarify guidance
on the classification of certain cash receipts and cash payments in the statement of cash flow. The standard is effective for annual reporting periods beginning
after December 15, 2017, and interim periods within annual periods beginning after December 15, 2017. The Company’s adoption of this standard in the first
quarter of 2018 had no impact to the Company’s condensed consolidated financial statements.

In June 2016, the FASB issued ASU 2016-13, Financial Instruments — Credit Losses, related to the measurement of credit losses on financial instruments.
The standard will require the use of an “expected loss” model for instruments measured at amortized cost. The standard is effective for years beginning after
December 15, 2019, and interim periods within annual periods beginning after December 15, 2019. The Company is evaluating this standard to determine if
adoption will have a material impact on the Company’s consolidated financial statements.

In February 2016, the FASB issued ASU 2016-2, Leases, which was further clarified by ASU 2018-10, Codification Improvements to Topic 842, Leases, and
ASU 2018-11, Leases - Targeted Improvements, issued in July 2018. The new standard requires that lessees will need to recognize a right-of-use asset and a
lease liability for virtually all of their leases (other than leases that meet the definition of a short-term lease). The liability will be equal to the present value of
lease payments. The asset will be based on the liability subject to certain adjustments. For income statement purposes, the FASB retained a dual model,
requiring leases to be classified as either operating or finance. Operating leases will result in straight-line expense (similar to current operating leases) while
finance leases will result in a front-loaded expense pattern (similar to current capital leases). The new standard is effective for annual periods ending after
December 15, 2018, and interim periods within annual periods beginning after December 15, 2018. Early adoption is permitted. The new standard must be
applied using a modified retrospective transition approach to all leases existing as of the date of (i) the beginning of the earliest comparative period presented
in the financial statements or (ii) January 1, 2019. The Company has identified existing lease contracts and continues to evaluate the impact of this standard
on the Company’s consolidated financial statements, including the method of adoption and election of practical expedients. The Company expects that the
adoption of the new leasing standard will result in the recognition of material right-of-use asset and liabilities on the condensed consolidated balance sheets
for its operating lease commitments.

In May 2014, the FASB issued ASU 2014-9, Revenue from Contracts with Customers. This ASU supersedes the revenue recognition requirements in ASC
605, Revenue Recognition, and creates ASC 606, Revenue from Contracts with Customers. ASC 606 requires companies to recognize revenue when it
transfers promised goods or services to customers in an amount that reflects the consideration to which a company expects to be entitled in exchange for those
goods or services. Under the new standard, revenue is recognized when a customer obtains control of a good or service. The standard allows for two transition
methods—entities can either apply the new standard (i) retrospectively to each prior reporting period presented (full retrospective), or (ii) retrospectively with
the cumulative effect of initially applying the standard recognized at the date of initial adoption (modified retrospective). In July 2015, the FASB issued ASU
2015-14, Revenue from Contracts with Customers, which defers the effective date by one year to December 15, 2017 for fiscal years, and interim periods
within those fiscal years, beginning after that date. Early adoption of the standard is permitted, but not before the original effective date of December 15,
2016. In March 2016, the FASB issued ASU 2016-8 Revenue from Contracts with Customers, Principal versus Agent Considerations (Reporting Revenue
versus Net), in April 2016, the FASB issued ASU 2016-10, Revenue from Contracts with Customers, identifying Performance Obligations and Licensing, and
in May 2016, the FASB issued ASU 2016-12, Revenue from Contracts with Customers, Narrow-Scope Improvements and Practical Expedients, which
provide additional clarification on certain topics addressed in ASU 2014-9. ASU 2016-8, ASU 2016-10, and ASU 2016-12 follow the same implementation
guidelines as ASU 2014-9 and ASU 2015-14. The Company adopted this new standard in the first quarter of 2018 using the modified retrospective method to
those contracts which were not completed as of January 1, 2018. Results for reporting periods beginning after January 1, 2018 are presented under ASC 606,
while prior period amounts are not adjusted and continue to be reported in accordance with historic accounting under ASC 605. There was no impact to
opening retained earnings as of January 1, 2018 as a result of adoption of the new standard. The impact to the condensed consolidated statements of
operations if the Company had applied ASC 605 for the three and nine months ended September 30, 2018 is not material. As a result of adoption, the
Company reclassified the provision for product revenue returns of $4.3 million from accounts receivable, net to product revenue allowances and other non-
current liabilities in the condensed consolidated balance sheets as of September 30, 2018. The provision for product returns as of December 31, 2017 of $4.1
million is included in accounts receivable in the condensed consolidated balance sheet.
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3. Marketable Securities

The following is a summary of the Company’s available-for-sale marketable securities as of September 30, 2018, which all have contract maturities of less
than one year:

September 30, 2018 Gross Gross Fair
Amortized Unrealized Unrealized Market
(in thousands) Cost Gains Losses Value
U.S. Treasury and government agencies $ 67,449 $ — % 37) $ 67,412
Corporate debt 91,158 98 @) 91,252
Asset-backed securities 21,138 1 ) 21,137
$ 179,745 $ 9 $ “43) $ 179,801

The following is a summary of the Company’s available-for-sale marketable securities as of December 31, 2017, which all have contract maturities of less
than one year:

December 31, 2017 Gross Gross Fair
Amortized Unrealized Unrealized Market
(in thousands) Cost Gains Losses Value
U.S. Treasury and government agencies $ 60,681 $ — 3 63) $ 60,618
Corporate debt 49,168 12 (12) 49,168
$ 109,849 $ 12 $ 75) $ 109,786

4. Fair Value Measurements

Authoritative guidance establishes a three-tier fair value hierarchy, which prioritizes the inputs used in measuring fair value. These tiers include:
* Level 1 — defined as observable inputs such as quoted prices in active markets
» Level 2 — defined as inputs other than quoted prices in active markets that are either directly or indirectly observable

*  Level 3 — defined as unobservable inputs in which little or no market data exists, therefore requiring an entity to develop its own assumptions

Marketable securities classified in Level 1 and Level 2 as of September 30, 2018 and December 31, 2017 consist of available-for-sale marketable securities.
The valuation of Level 1 instruments is determined using a market approach, and is based upon unadjusted quoted prices for identical assets in active markets.
The valuation of investments classified in Level 2 also is determined using a market approach based upon quoted prices for similar assets in active markets, or
other inputs that are observable for substantially the full term of the financial instrument. Level 2 securities include certificates of deposit, commercial paper,
corporate notes and asset-backed securities that use as their basis readily observable market parameters. The Company did not transfer any assets between
Level 2 and Level 1 during the nine months ended September 30, 2018 and 2017.

As of September 30, 2018, the Company held certain assets that are required to be measured at fair value on a recurring basis, as follows:

Fair Value Measurement as of September 30, 2018 Using

Quoted Prices in Significant
Active Markets for Significant Other Unobservable
Identical Assets Observable Inputs Inputs
September 30,
(in thousands) 2018 (Level 1) (Level 2) (Level 3)
U.S. Treasury and government agencies $ 87,269 $ 87,269 § — 5 =
Corporate debt 94,243 — 94,243 —
Asset-backed securities 21,137 — 21,137 —
$ 202,649 $ 87,269 $ 115,380 $ —
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As of December 31, 2017, the Company held certain assets that are required to be measured at fair value on a recurring basis, as follows:

Fair Value Measurement as of December 31, 2017 Using

Quoted Prices in Significant
Active Markets for Significant Other Unobservable
Identical Assets Observable Inputs Inputs
December 31,
(in thousands) 2017 (Level 1) (Level 2) (Level 3)
U.S. Treasury and government agencies $ 60,618 $ 60,618 $ — 5 ==
Corporate debt 53,164 — 53,164 —
$ 113,782  $ 60,618 $ 53,164 $ =

Total assets measured at fair value as of September 30, 2018 and December 31, 2017 include $22.8 million and $4.0 million, respectively, of cash equivalents.

The Company also has financial assets and liabilities, not required to be measured at fair value on a recurring basis, which primarily consist of cash and cash
equivalents, accounts receivable, restricted cash, accounts payable and accrued liabilities, and milestone obligations under license agreements, the carrying
values of which materially approximate their fair values.

5. Inventory

The Company evaluates expiry risk by evaluating current and future product demand relative to product shelf life. The Company builds demand forecasts by
considering factors such as, but not limited to, overall market potential, market share, market acceptance and patient usa