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ACT OF 1934
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OR

.TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT
OF 1934
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INTERCEPT PHARMACEUTICALS, INC.

(Exact Name of Registrant as Specified in Its Charter)

Delaware 22-3868459
(State or Other Jurisdiction of (I.R.S. Employer

Incorporation or Organization) Identification No.)

10 Hudson Yards, 37th Floor
New York, NY 10001

(Address of Principal Executive Office and Zip Code)

(646) 747-1000

(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 *

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 (§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 ~
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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.

Large accelerated filer x Accelerated filer ~
Non-accelerated filer © Smaller reporting company ~
Emerging growth company

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 revised financial accounting standards provided pursuant to Section 13(a) of the
Exchange Act.

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

As of September 30, 2018, there were 29,654,468 shares of the registrant’s common stock, par value $0.001 per share,
outstanding.
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Signatures 68

Unless the context otherwise requires, references in this Quarterly Report on Form 10-Q to “we,” “our,” “us” and the
“Company” refer, collectively, to Intercept Pharmaceuticals, Inc., a Delaware corporation, and its consolidated
subsidiaries.
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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

This Quarterly Report on Form 10-Q contains forward-looking statements, including, but not limited to, statements
regarding the progress, timing and results of our clinical trials, including our clinical trials for the treatment of
nonalcoholic steatohepatitis (“NASH”), the safety and efficacy of our approved product, Ocaliva (obeticholic acid or
“OCA”), the potential approval of OCA for indications other than primary biliary cholangitis (“PBC”), the timing and
potential commercial success of OCA and any other product candidates we may develop and our strategy, future
operations, future financial position, future revenue, projected costs, financial guidance, prospects, plans, objectives of
management and expected market growth.

These statements constitute forward-looking statements within the meaning of Section 27A of the Securities Act of

1933, as amended (the “Securities Act”), and Section 21E of the Securities Exchange Act of 1934, as amended (the

“Exchange Act”). The words “anticipate,” “believe,” “estimate,” “expect,” “intend,” “may,” “plan,” “predict,” “project,” “targe
“will,” “would,” “could,” “should,” “possible,” “continue” and similar expressions are intended to identify forward-looking
statements, although not all forward-looking statements contain these identifying words. Readers are cautioned not to

place undue reliance on these forward-looking statements, which speak only as of their dates, and we undertake no

obligation to update any forward-looking statement except as required by law. These forward-looking statements are

based on estimates and assumptions by our management that, although believed to be reasonable, are inherently

uncertain and subject to a number of risks.

99 ¢ EEINT3 LT3 99 ¢ 99 <.

The following represent some, but not necessarily all, of the factors that could cause actual results to differ materially
from historical results or those anticipated or predicted by our forward-looking statements:

. our ability to successfully commercialize Ocaliva for PBC;
our ability to maintain our regulatory approval of Ocaliva for PBC in the United States, Europe, Canada, Israel,
"Australia and other jurisdictions in which we have or may receive marketing authorization;
the initiation, timing, cost, conduct, progress and results of our research and development activities, preclinical
-studies and clinical trials, including any issues, delays or failures in identifying patients, enrolling patients, treating
patients or completing and timely reporting the results of our NASH or PBC clinical trials;
our ability to timely and cost-effectively obtain regulatory approval of our product candidates, including OCA for
'NASH;
conditions that may be imposed by regulatory authorities on our marketing approvals for our products and
product candidates, such as the need for clinical outcomes data (and not just results based on achievement of
a surrogate endpoint), and any related restrictions, limitations and/or warnings contained in the label of any
of our products or product candidates;
any potential side effects associated with Ocaliva for PBC, OCA for NASH or our other product candidates that
-could delay or prevent approval, require that an approved product be taken off the market, require the inclusion of
safety warnings or precautions or otherwise limit the sale of such product or product candidate;
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our ability to maintain our relationships with, and the performance of, third-party vendors upon whom we are
substantially dependent, including contract research organizations for our clinical trials and our third-party suppliers
and manufacturers;
. our ability to identify, develop and commercialize our products and product candidates;
our ability to obtain and maintain intellectual property protection for our products and product candidates;
. our ability to successfully commercialize our product candidates, if approved;
-the size and growth of the markets for our products and product candidates and our ability to serve those markets;
the degree of market acceptance of Ocaliva for PBC and, if approved, OCA for NASH or our other product
-candidates, which may be affected by the ability of patients and healthcare providers to obtain coverage or
reimbursement from payors for our products and the extent to which such coverage or reimbursement is provided;
our ability to establish and maintain an effective sales and marketing infrastructure directly or through collaborations
"with third parties;
. competition from existing drugs or new drugs that become available;
our ability to prevent system failures, data breaches or violations of data protection laws;
costs and outcomes relating to any disputes, governmental inquiries or investigations, legal proceedings or litigation,
‘including any securities, intellectual property, employment, product liability or other litigation;
our collaborators’ election to pursue research, development and commercialization activities;
- our ability to attract and maintain collaborators with development, regulatory and commercialization expertise;
our need for and ability to obtain additional financing;
our estimates regarding expenses, revenues and capital requirements and the accuracy thereof;
. our use of cash and short-term investments;
our ability to acquire, license and invest in businesses, technologies, product candidates and products;
: our ability to attract and retain key personnel to manage our business effectively;
our ability to manage the growth of our operations, infrastructure, personnel, systems and controls;
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: our ability to obtain and maintain adequate insurance coverage; and
the other risks and uncertainties identified under the captions “Risk Factors” and ‘“Management's Discussion and
Analysis of Financial Condition and Results of Operations” and elsewhere in this Quarterly Report on Form 10-Q and

"in our other periodic filings filed with the U.S. Securities and Exchange Commission (the “SEC”), including our
Annual Report on Form 10-K for the year ended December 31, 2017.

NOTE REGARDING TRADEMARKS

The Intercept Pharmaceuticals® name and logo and the Ocaliva® name and logo are either registered or unregistered
trademarks or trade names of the Company in the United States and/or other countries. All other trademarks, trade
names and service marks appearing in this Quarterly Report on Form 10-Q are the property of their respective owners.
Solely for convenience, trademarks and trade names referred to in this Quarterly Report on Form 10-Q may appear
without the ® and ™ symbols, but those references are not intended to indicate, in any way, that we will not assert, to
the fullest extent under applicable law, our rights or that the applicable owner will not assert its rights to these
trademarks and trade names.
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PART I

Item 1.

Financial Statements.

INTERCEPT PHARMACEUTICALS, INC.
Condensed Consolidated Balance Sheets

(In thousands, except share and per share data)

Assets

Current assets:

Cash and cash equivalents

Investment securities, available-for-sale
Accounts receivable, net

Prepaid expenses and other current assets
Total current assets

Fixed assets, net

Inventory, net

Security deposits

Total assets

Liabilities and Stockholders’ Equity
Current liabilities:

Accounts payable, accrued expenses and other liabilities
Short-term interest payable

Short-term portion of deferred revenue
Total current liabilities

Long-term liabilities:

Long-term debt

Long-term other liabilities

Long-term portion of deferred revenue
Total liabilities

Stockholders’ equity:

Common stock par value $0.001 per share; 45,000,000 shares authorized; 29,654,468
and 25,172,678 shares issued and outstanding as of September 30, 2018 and

December 31, 2017, respectively

September 30,
2018
(Unaudited)

$59,382
429,711
22,080
17,745
528,918
11,322
7,475
9,238

$556,953

$ 83,058
3,737
1,622
88,417

367,233
4,278
1,216
461,144

30

December 31,
2017
(Audited)

$70,013
344,904
16,501
16,889
448,307
16,184
3,480
16,376

$484,347

$94,777
7,475
1,782
104,034

355,677
5,578
2,672
467,961

25



Edgar Filing: INTERCEPT PHARMACEUTICALS, INC. - Form 10-Q

Additional paid-in capital 1,788,205
Accumulated other comprehensive loss, net (1,646 )
Accumulated deficit (1,690,780 )
Total stockholders’ equity 95,809

Total liabilities and stockholders’ equity $ 556,953

See accompanying notes to the condensed consolidated financial statements.

1,486,690
(786 )
(1,469,543 )
16,386
$484,347

10
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INTERCEPT PHARMACEUTICALS, INC.
Condensed Consolidated Statements of Operations

(Unaudited)
(In thousands, except per share amounts)

Three Months Ended Nine Months Ended

September 30, September 30,
2018 2017 2018 2017

Revenue:
Product revenue, net $46,581 $40,889 $124,908 $91,933
Licensing revenue 405 445 1,616 1,336
Total revenue 46,986 41,334 126,524 93,269
Operating expenses:
Cost of sales 519 172 1,512 548
Selling, general and administrative 56,812 61,356 184,503 189,363
Research and development 47,941 45,977 144,028 134,001
Total operating expenses 105,272 107,505 330,043 323,912
Operating loss (58,286 ) (66,171) (203,519) (230,643)
Other income (expense):
Interest expense (7,671 ) (7,354 ) (22,769 ) (21,840 )
Other income, net 1,503 924 5,051 3,388

(6,168 ) (6,430 ) (17,718 ) (18,452 )
Net loss $(64,454 ) $(72,601 ) $(221,237) $(249,095)
Net loss per common and potential common share:
Basic and diluted $22.18 ) $(2.89 ) $(7.89 ) $(996 )
Weighted average common and potential common shares
outstanding:
Basic and diluted 29,615 25,104 28,057 25,021

See accompanying notes to the condensed consolidated financial statements.

11
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INTERCEPT PHARMACEUTICALS, INC.
Condensed Consolidated Statements of Comprehensive Loss

(Unaudited)
(In thousands)
gl;(rjeezMonths Nine Months Ended
September 30, September 30,
2018 2017 2018 2017
Net loss $(64,454) $(72,601) $(221,237) $(249,095)
Other comprehensive loss:
Unrealized gains securities:
Unrealized holding gains arising during the period 368 409 119 1,114
Net unrealized gains on marketable investment securities $368 $409 $119 $1,114
Foreign currency translation adjustments 63 488 979 ) 1,055
Comprehensive loss $(64,023) $(71,704) $(222,097) $(246,926)

See accompanying notes to the condensed consolidated financial statements.

12
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INTERCEPT PHARMACEUTICALS, INC.
Condensed Consolidated Statements of Cash Flows
(Unaudited)

(In thousands)

Nine Months Ended September 30,

2018 2017
Cash flows from operating activities:
Net loss $ (221,237 ) $ (249,095
Adjustments to reconcile net loss to net cash used in operating activities:
Stock-based compensation 38,415 41,584
Amortization of investment premium 266 2,777
Amortization of deferred financing costs 1,144 1,052
Depreciation 3,551 3,256
Loss on disposal of fixed assets 1,331 -
Accretion of debt discount 10,412 9,576
Unrealized gain on investments (119 ) -
Changes in operating assets:
Prepaid expenses and other current assets (856 ) (4,924
Accounts receivable (5,579 ) (5,361
Inventory (3,995 ) (1,618
Security deposits 7,138 -
Changes in operating liabilities:
Accounts payable, accrued expenses and other current liabilities (11,719 ) 16,519
Long-term other liabilities (1,300 ) 6,068
Interest payable (3,738 ) (3,530
Deferred revenue (1,616 ) (5,247
Net cash used in operating activities (187,902 ) (188,943
Cash flows from investing activities:
Purchases of investment securities (378,261 ) (127,002
Refund of security deposits - 941
Sales of investment securities 293,307 398,543
Purchases of equipment, leasehold improvements, and furniture and fixtures 45 ) (10,102
Net cash (used in) provided by investing activities (84,999 ) 262,380
Cash flows from financing activities:
Proceeds from issuance of common stock, net of issuance costs 261,362 -
Proceeds from exercise of options, net 3,201 2,077
Payments of employee withholding taxes related to stock-based awards (1,458 ) -
Net cash provided by financing activities 263,105 2,077
Effect of exchange rate changes (835 ) 1,055
Net (decrease) increase in cash and cash equivalents (10,631 ) 76,569
Cash and cash equivalents — beginning of period 70,013 43,675

Cash and cash equivalents — end of period $ 59,382 $ 120,244
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See accompanying notes to the condensed consolidated financial statements.

14
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INTERCEPT PHARMACEUTICALS, INC.
Notes to Condensed Consolidated Financial Statements

(Unaudited)

1.0Overview of Business

Intercept Pharmaceuticals, Inc. (the “Company”) is a biopharmaceutical company focused on the development and
commercialization of novel therapeutics to treat progressive non-viral liver diseases, including primary biliary

cholangitis (“PBC”), nonalcoholic steatohepatitis (“NASH”), primary sclerosing cholangitis (“PSC”) and biliary atresia. The
Company currently has one marketed product, Ocaliva (obeticholic acid or “OCA”). Founded in 2002 in New York, the
Company has operations in the United States, Europe and Canada.

2.Basis of Presentation

The Company’s financial statements have been prepared in conformity with accounting principles generally accepted
in the United States of America (“U.S. GAAP”). All intercompany accounts and transactions have been eliminated.
Certain information that is normally required by U.S. GAAP has been condensed or omitted in accordance with rules
and regulations of the Securities and Exchange Commission (“SEC”). Operating results for the three and nine months
ended September 30, 2018 are not necessarily indicative of the results that may be expected for any future period or
for the year ending December 31, 2018. In the opinion of management, these unaudited condensed consolidated
financial statements include all normal and recurring adjustments considered necessary for a fair presentation of these
interim unaudited condensed consolidated financial statements.

These unaudited condensed consolidated financial statements should be read in conjunction with the Company's
audited consolidated financial statements and the notes thereto for the year ended December 31, 2017, included in the
Company’s 2017 Annual Report on Form 10-K filed with the SEC.

Use of Estimates

The preparation of these unaudited consolidated condensed financial statements in accordance with U.S. GAAP
requires management to make estimates and assumptions that affect the reported amounts of assets, liabilities,
expenses, revenues and related disclosures. Significant estimates include: clinical trial accruals, revenues and
stock-based compensation expense. The Company bases its estimates on historical experience and other
market-specific or other relevant assumptions that it believes to be reasonable under the circumstances. Actual results

15
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may differ from those estimates or assumptions.

3.Summary of Significant Accounting Policies

The Company’s significant accounting policies are described in Note 3 of Notes to Consolidated Financial Statements
included in its Annual Report on Form 10-K for the year ended December 31, 2017.

Revenue Recognition

Product Revenue, Net

The Company commenced its commercial launch of Ocaliva for the treatment of PBC in the United States in June
2016. In December 2016, the European Commission granted conditional approval for Ocaliva for the treatment of
PBC and the Company commenced its European commercial launch in January 2017. Since January 2017, Ocaliva

has also received regulatory approval in several of the Company’s target markets outside the United States and Europe,
including Canada, Israel and Australia. The Company sells Ocaliva to a limited number of specialty pharmacies which
dispense the product directly to patients. The specialty pharmacies are referred to as the Company’s customers.

The Company provides the right of return to its customers for unopened product for a limited time before and after its
expiration date. Prior to July 2017, given the Company’s limited sales history for Ocaliva and the inherent uncertainties
in estimating product returns, the Company determined that the shipments of Ocaliva made to its customers did not
meet the criteria for revenue recognition at the time of shipment. Accordingly, the Company recognized revenue when
the product was sold through by its customers, provided all other revenue recognition criteria were met. The Company
invoiced its customers upon shipment of Ocaliva to them and recorded accounts receivable, with a corresponding
liability for deferred revenue equal to the gross invoice price. The Company then recognized revenue when Ocaliva
was sold through as specialty pharmacies dispensed product directly to the patients (sell-through basis).

The Company re-evaluated its revenue recognition policy in the third quarter of 2017, which included the
accumulation and review of customer-related transactions since the Company’s commercial launch in the second
quarter of 2016. The Company concluded it had accumulated sufficient data to reasonably estimate product returns
and, therefore, began to recognize revenue at the time of shipment to its customers (sell-in basis). During the third
quarter of 2017, the Company recorded an adjustment related to this change in estimate to recognize previously
deferred revenue. The net effect was an increase in net sales of Ocaliva of $4.1 million for the three and nine months
ended September 30, 2017. The Company also established a new reserve of $0.7 million during the third quarter of
2017 related to future returns from its customers.

16
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Effective January 1, 2018, the Company began recognizing revenue under Accounting Standards Codification (“ASC”)
Topic 606, Revenue from Contracts with Customers (“ASC 606”). The core principle of this new revenue standard is
that a company should recognize revenue to depict the transfer of promised goods or services to customers in an
amount that reflects the consideration to which the company expects to be entitled in exchange for those goods or
services. The following five steps are applied to achieve that core principle:

Step 1: Identify the contract with the customer
Step 2: Identify the performance obligations in the contract
. Step 3: Determine the transaction price
Step 4: Allocate the transaction price to the performance obligations in the contract
Step 5: Recognize revenue when the company satisfies a performance obligation

In order to identify the performance obligations in a contract with a customer, a company must assess the promised
goods or services in the contract and identify each promised good or service that is distinct. A performance obligation
meets ASC 606’s definition of a “distinct” good or service (or bundle of goods or services) if both of the following
criteria are met:

The customer can benefit from the good or service either on its own or together with other resources that are readily
available to the customer (i.e., the good or service is capable of being distinct).

The entity’s promise to transfer the good or service to the customer is separately identifiable from other promises in
the contract (i.e., the promise to transfer the good or service is distinct within the context of the contract).

If a good or service is not distinct, the good or service is combined with other promised goods or services until a
bundle of goods or services is identified that is distinct.

The transaction price is the amount of consideration to which an entity expects to be entitled in exchange for
transferring promised goods or services to a customer, excluding amounts collected on behalf of third parties (for
example, some sales taxes). The consideration promised in a contract with a customer may include fixed amounts,
variable amounts, or both. Variable consideration is included in the transaction price only to the extent that it is
probable that a significant reversal in the amount of cumulative revenue recognized will not occur when the
uncertainty associated with the variable consideration is subsequently resolved.

The transaction price is allocated to each performance obligation on a relative standalone selling price basis. The
transaction price allocated to each performance obligation is recognized when that performance obligation is satisfied,
at a point in time or over time as appropriate.

18
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Under ASC 606, the Company has written contracts with each of its customers that have a single performance
obligation — to deliver products upon receipt of a customer order — and these obligations are satisfied when delivery
occurs and the customer receives Ocaliva. The Company evaluates the creditworthiness of each of its customers to
determine whether collection is reasonably assured. The Company estimates variable revenue by calculating gross
product revenues based on the wholesale acquisition cost that the Company charges its customers for Ocaliva, and
then estimating its net product revenues by deducting (i) trade allowances, such as invoice discounts for prompt
payment and customer fees, (ii) estimated government rebates and discounts related to Medicare, Medicaid and other
government programs, and (iii) estimated costs of incentives offered to certain indirect customers including patients.

Trade Allowances

The Company provides invoice discounts on Ocaliva sales to certain of its customers for prompt payment and records
these discounts as a reduction to gross product revenues. These discounts are based on contractual terms.

Rebates and Discounts

The Company contracts with Centers for Medicare & Medicaid Services and other government agencies to make
Ocaliva available to eligible patients. As a result, the Company estimates any rebates and discounts and deducts these
estimated amounts from its gross product revenues at the time the revenues are recognized. The Company’s estimates
of rebates and discounts are based on the government mandated discounts, which are statutorily-defined and
applicable to these government funded programs. These estimates are recorded in accounts payable, accrued expenses
and other liabilities on the condensed consolidated balance sheet.

Other Incentives

Other incentives that the Company offers to indirect customers include co-pay assistance cards provided by the
Company for PBC patients who reside in states that permit co-pay assistance programs. The Company’s co-pay
assistance program is intended to reduce each participating patient’s portion of the financial responsibility for Ocaliva
purchase price to a specified dollar amount. The Company estimates the amount of co-pay assistance provided to
eligible patients based on the terms of the program when product is dispensed by the specialty pharmacies to the
patients. These estimates are based on redemption information provided by third-party claims processing
organizations and are recorded in accounts payable, accrued expenses and other liabilities on the condensed
consolidated balance sheet.

10
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Because the Company changed its revenue recognition polices to the sell-in basis during the third quarter of 2017, the
adoption of ASU 2014-09 (as defined below), via a modified retrospective approach applied to all contracts not
completed at January 1, 2018, did not result in an adjustment to amounts previously recognized as revenue under ASC
Topic 605, Revenue Recognition (“ASC 605”), and there were no other significant changes impacting the timing or
measurement of the Company’s revenue or the Company’s business processes and controls.

Licensing Revenue

Under ASC 606, the Company accounts for the development, regulatory and sales milestones within an arrangement
as variable consideration that is included in the transaction price only to the extent that it is probable that a significant
reversal in the amount of cumulative revenue recognized will not occur when the uncertainty associated with the
variable consideration is subsequently resolved. Because the achievement of the milestones triggering these payments
is highly susceptible to factors outside the entity’s influence, and the uncertainty about the amount of consideration for
some of the milestones is not expected to be resolved for a long period of time, the Company does not expect to record
the associated revenue until achievement of each milestone is imminent or has already occurred. Adoption of ASC
606 did not result in any adjustment to licensing revenue previously recognized under ASC 605.

Recent Accounting Pronouncements

In May 2014, the Financial Accounting Standards Board (“FASB”) issued Accounting Standards Update (“ASU”’) No.
2014-09, “Revenue from Contracts with Customers (Topic 606)” (“ASU 2014-09”), and subsequently issued
modifications or clarifications in ASU No. 2015-14, “Revenue from Contracts with Customers (Topic 606): Deferral of
the Effective Date,” ASU No. 2016-08, “Revenue from Contracts with Customers (Topic 606): Principal versus Agent
Considerations (Reporting Revenue Gross versus Net),” ASU No. 2016-10, “Revenue from Contracts with Customers
(Topic 606): Identifying Performance Obligations and Licensing” and ASU No. 2016-12, “Revenue from Contracts with
Customers (Topic 606): Narrow-Scope Improvements and Practical Expedients.” The revenue recognition principle in
ASU 2014-09 and the related guidance is that an entity should recognize revenue to depict the transfer of 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. ASU 2014-09 prescribes a five-step process for evaluating contracts and
determining revenue recognition. In addition, new and enhanced disclosures are required. Companies may adopt the
new standard using either the full retrospective approach, a modified retrospective approach with practical expedients,
or a cumulative effect upon adoption approach. The Company adopted the new standard on January 1, 2018, using the
modified retrospective approach, applied only to contracts that were not completed as of January 1, 2018.

In January 2016, FASB issued ASU No. 2016-01, “Financial Instruments—Overall (Subtopic 825-10): Recognition and
Measurement of Financial Assets and Financial Liabilities” (“ASU 2016-01"). ASU 2016-01 requires equity investments
to be measured at fair value with changes in fair value recognized in net income; simplifies the impairment assessment

20
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of equity investments without readily determinable fair values by requiring a qualitative assessment to identify
impairment; eliminates the requirement for public business entities to disclose the method(s) and significant
assumptions used to estimate the fair value that is required to be disclosed for financial instruments measured at
amortized cost on the balance sheet; requires public business entities to use the exit price notion when measuring the
fair value of financial instruments for disclosure purposes; requires an entity to present separately in other
comprehensive income the portion of the total change in the fair value of a liability resulting from a change in the
instrument-specific credit risk when the entity has elected to measure the liability at fair value in accordance with the
fair value option for financial instruments; requires separate presentation of financial assets and financial liabilities by
measurement category and form of financial assets on the balance sheet or the accompanying notes to the financial
statements and clarifies that an entity should evaluate the need for a valuation allowance on a deferred tax asset related
to available-for-sale securities in combination with the entity’s other deferred tax assets. ASU 2016-01 is effective for
financial statements issued for fiscal years beginning after December 15, 2017, and interim periods within those fiscal
years. The Company adopted ASU 2016-01 on January 1, 2018 and its adoption did not have a material impact on the
Company’s consolidated financial statements and related disclosures.

In February 2016, the FASB issued ASU No. 2016-02, “Leases (Topic 842)” (“ASU 2016-02”") which supersedes ASC
Topic 840, Leases. ASU 2016-02 requires lessees to recognize a right-of-use asset and a lease liability on their

balance sheets for all the leases with terms greater than twelve months. Based on certain criteria, leases will be
classified as either financing or operating, with classification affecting the pattern of expense recognition in the
income statement. For leases with a term of twelve months or less, a lessee is permitted to make an accounting policy
election by class of underlying asset not to recognize lease assets and lease liabilities. If a lessee makes this election, it
should recognize lease expense for such leases generally on a straight-line basis over the lease term. ASU 2016-02 is
effective for fiscal years beginning after December 15, 2018, and interim periods within those years, with early
adoption permitted. In transition, lessees and lessors are required to recognize and measure leases at the beginning of
the earliest period presented using a modified retrospective approach. In July 2018, the FASB issued ASU No.
2018-11, “Leases (Topic 842): Targeted Improvements” that allows entities to apply the provisions of the new standard
at the effective date (e.g. January 1, 2019), as opposed to the earliest period presented under the modified retrospective
transition approach (January 1, 2017) and recognize a cumulative-effect adjustment to the opening balance of retained
earnings in the period of adoption. The modified retrospective approach includes a number of optional practical
expedients primarily focused on leases that commenced before the effective date of Topic 842, including continuing to
account for leases that commence before the effective date in accordance with previous guidance, unless the lease is
modified. The Company currently expects that most of its operating lease commitments will be subject to the new
standard and recognized as operating lease liabilities and right-of-use assets upon its adoption of Topic 842, which

will increase the total assets and total liabilities that the Company reports relative to such amounts prior to adoption.
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In May 2017, the FASB issued ASU No. 2017-09, “Compensation-Stock Compensation (Topic 718): Scope of
Modification Accounting” (“ASU 2017-09”), which clarifies when to account for a change to the terms or conditions of a
stock-based payment award as a modification. Under the new guidance, modification accounting is required only if

the fair value, the vesting conditions, or the classification of the award (as equity or liability) changes as a result of the
change in terms or conditions. It is effective prospectively for the annual period ending December 31, 2018 and

interim periods within that annual period. Early adoption is permitted. The Company adopted ASU 2017-09 on

January 1, 2018 and its adoption did not have a material impact on the consolidated financial statements and related
disclosures.

In July 2017, the FASB issued ASU No. 2017-11, “Earnings Per Share (Topic 260), Distinguishing Liabilities from
Equity (Topic 480) and Derivatives and Hedging (Topic 815): I. Accounting for Certain Financial Instruments with
Down Round Features; II. Replacement of the Indefinite Deferral for Mandatorily Redeemable Financial Instruments
of Certain Nonpublic Entities and Certain Mandatorily Redeemable Noncontrolling Interests with a Scope Exception”
(“ASU 2017-117). Part I of this update addresses the complexity of accounting for certain financial instruments with
down round features. Down round features are features of certain equity-linked instruments (or embedded features)
that result in the strike price being reduced on the basis of the pricing of future equity offerings. Current accounting
guidance creates cost and complexity for entities that issue financial instruments (such as warrants and convertible
instruments) with down round features that require fair value measurement of the entire instrument or conversion
option. Part II of this update addresses the difficulty of navigating ASC Topic 480, Distinguishing Liabilities from
Equity, because of the existence of extensive pending content in the FASB Accounting Standards Codification. This
pending content is the result of the indefinite deferral of accounting requirements about mandatorily redeemable
financial instruments of certain nonpublic entities and certain mandatorily redeemable noncontrolling interests. The
amendments in Part II of this update do not have an accounting effect. This ASU is effective for fiscal years, and
interim periods within those years, beginning after December 15, 2018. The Company is currently assessing the
potential impact of adopting ASU 2017-11 on its financial statements and related disclosures, but does not expect it to
have a significant impact.

In June 2018, the FASB issued ASU No. 2018-07, “Improvements to Nonemployee Share-Based Payment Accounting”,
which simplifies the accounting for share-based payments granted to nonemployees for goods and services. Under this
ASU, most of the guidance on such payments to nonemployees would be aligned with the requirements for

share-based payments granted to employees. The changes take effect for public companies for fiscal years starting

after December 15, 2018, including interim periods within that fiscal year. For all other entities, the amendments are
effective for fiscal years beginning after December 15, 2019, and interim periods within fiscal years beginning after
December 15, 2020. Early adoption is permitted, but no earlier than an entity’s adoption date of ASC 606. The
Company is currently evaluating the impact of adopting this standard on its financial statements and related

disclosures.

In August 2018, the FASB issued ASU 2018-13, “Fair Value Measurement (Topic 820): Disclosure Framework —
Changes to the Disclosure Requirements for Fair Value Measurement” (“ASU 2018-13"), which modifies certain
disclosure requirements associated with fair value measurements. ASU 2018-13 is effective for fiscal years beginning
after December 15, 2019, and interim periods within those fiscal years. Early adoption is permitted. The Company
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does not expect the adoption of ASU 2018-13 to have a material impact on its financial statements and related
disclosures.

4.Significant Agreements

Sumitomo Dainippon Pharma Co., Ltd.

In March 2011, the Company entered into an exclusive license agreement (the “Original License Agreement”) with
Sumitomo Dainippon Pharma Co., Ltd. (“Sumitomo Dainippon”), pursuant to which the Company granted to Sumitomo
Dainippon an exclusive license to research, develop and commercialize OCA for the treatment of PBC and NASH in
Japan and China (excluding Taiwan) and an option to research, develop and commercialize OCA in certain countries
outside of such territories (the “Country Option”). The Company received an upfront payment from Sumitomo
Dainippon of $15.0 million under the terms of the Original License Agreement. In May 2014, Sumitomo Dainippon
exercised the Country Option in part to add Korea as part of its licensed territories and paid the Company a $1.0
million upfront fee in connection therewith. In February 2018, the Company and Sumitomo Dainippon entered into
Amendment No. 3 (the “Sumitomo Amendment”) to the Original License Agreement (as amended, the “License
Agreement”). Pursuant to the Sumitomo Amendment, (i) Sumitomo Dainippon agreed to return the rights to develop
and commercialize OCA in Japan and Korea and waived its rights to the Country Option, (ii) the Company agreed to
forego any further milestone or royalty payments relating to the development and commercialization of OCA in Japan
and Korea and (iii) certain milestone payment obligations with respect to the development and commercialization of
OCA were adjusted. In addition, the Company and Sumitomo Dainippon agreed that if certain clinical development
milestones in China are not met by December 31, 2020, Sumitomo Dainippon may choose either to make a milestone
payment to the Company or terminate the License Agreement. As of September 30, 2018, the Company had achieved
$6.0 million of development milestones under the License Agreement. The Company may be eligible to receive
additional milestone payments under the License Agreement in an aggregate amount of up to approximately $23.0
million based on the occurrence of certain clinical trial and regulatory-related events and tiered royalty payments up to
the mid-twenties in percentage terms based on net sales of OCA products in China (excluding Taiwan). Sumitomo
Dainippon is responsible for the costs of developing and commercializing OCA in its territory.
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The Company has concluded that Sumitomo Dainippon does not represent a customer of the Company, and therefore
the License Agreement is outside of the scope of ASC 606. The Company has accounted, and continues to account,
for this agreement under the legacy accounting guidance. Under ASC 605, the Company evaluated this agreement and
determined that it is a revenue arrangement with multiple deliverables, or performance obligations. The Company’s
substantive performance obligations under this agreement include an exclusive license to its technology, technical and
scientific support to the development plan and participation on a joint steering committee. The Company determined
that these performance obligations represent a single unit of accounting, since, initially, the license does not have
stand-alone value to Sumitomo Dainippon without the Company’s technical expertise and steering committee
participation during the development of OCA. The development period is currently estimated as continuing through
June 2020 and, as such, the $15.0 million upfront payment is being recognized ratably over this period. During the
three months ended September 30, 2018 and 2017, the Company recorded licensing revenue of approximately $0.4
million and $0.4 million, respectively, under this agreement. During the nine months ended September 30, 2018 and
2017, the Company recorded licensing revenue of approximately $1.6 million and $1.3 million, respectively, under
this agreement. Included in licensing revenue for the nine months ended September 30, 2018 is $0.4 million related to
the accelerated recognition, as a result of the Sumitomo Amendment, of the remaining portion of deferred revenue
associated with the $1.0 million upfront payment that the Company received under the Original License Agreement in
connection with Sumitomo Dainippon’s exercise of the Country Option with respect to Korea.

The Company recognizes milestone payments when the associated milestones are achieved. As of September 30,
2018, and December 31, 2017, the Company had recorded deferred revenues of $2.8 million and $4.5 million,
respectively, under this agreement.
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5.Cash, Cash Equivalents and Investments

The following table summarizes the Company’s cash, cash equivalents and investments as of September 30, 2018 and
December 31, 2017:

As of September 30, 2018

Gross Gross
Unrealized Unrealized
Amortized Gashs Losses Fair Value
(In thousands)
Cash and cash equivalents:
Cash and money market funds $59.382 $ - $ - $59,382
Investment securities:
Commercial paper 53,929 - 43 ) 53,886
Corporate debt securities 370,449 8 (615 ) 369,842
U.S. government and agency securities 5,997 - (14 ) 5,983
Total investments 430,375 8 (672 ) 429,711
Total cash, cash equivalents and investments $489,757 $ 8 $ (672 ) $489,093
As of December 31, 2017
Gross Gross
Unrealized Unrealized
Amortized Gasnhs Losses Fair Value
(In thousands)
Cash and cash equivalents:
Cash and money market funds $70,013 $ - $ - $70,013
Investment securities:
Commercial paper 2,986 - A3 ) 2,983
Corporate debt securities 333,958 - (752 ) 333,206
U.S. government and agency securities 8,743 - (28 ) 8,715
Total investments 345,687 - (783 ) 344,904
Total cash, cash equivalents and investments $415,700 $ - $ (783 ) $414917

As of September 30, 2018, the Company held a total of sixteen positions that were in a continuous unrealized loss
position for more than twelve months. The Company has determined that the unrealized losses are deemed to be
temporary impairments as of September 30, 2018. The Company believes that the unrealized losses generally are
caused by increases in the risk premiums required by market participants rather than an adverse change in cash flows
or a fundamental weakness in the credit quality of the issuer or underlying assets. Because the Company has the
ability and intent to hold these investments until a recovery of fair value, which may be maturity, it does not consider
the investments to be other-than-temporarily impaired at September 30, 2018.
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6.Fixed Assets, Net

Fixed assets are stated at cost and depreciated or amortized using the straight-line method based on useful lives as
follows:

Useful lives

(Years) ggf)tze(;llll;er December 31, 2017
(In thousands)

Office equipment and software 3 $4,005 $ 5,048

Leasehold improvements Over life of lease 14,394 14,665

Furniture and fixtures 7 3,873 5,257

Subtotal 22,272 24,970

Less: accumulated depreciation (10,950) (8,786 )
Fixed assets, net $11,322 $ 16,184

7.Inventory, Net

Inventories are stated at the lower of cost or market. Inventories consisted of the following:

igf)tze(;‘lll ger December 31, 2017
(In thousands)
Work-in-process $ 7,312 $ 3,249
Finished goods 163 231

Inventory,net $7,475 $ 3,480

8.Accounts Payable, Accrued Expenses and Other Liabilities

Accounts payable, accrued expenses and other liabilities consisted of the following:

ggf)tzeonllger December 31, 2017
(In thousands)

Accounts payable $6,922 $ 6,965

Accrued contracted services 44,433 51,154
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Accrued employee compensation 17,652 27,118
Other liabilities 14,051 9,540
Accounts payable, accrued expenses and other liabilities $83,058 $ 94,777

9.Fair Value Measurements

The carrying amounts of the Company’s receivables and payables approximate their fair value due to their short
maturities.

Accounting principles provide guidance for using fair value to measure assets and liabilities. The guidance includes a
three-level hierarchy of valuation techniques used to measure fair value, defined as follows:

Unadjusted Quoted Prices — The fair value of an asset or liability is based on unadjusted quoted prices in active

"markets for identical assets or liabilities (Level 1).

15

28



Edgar Filing: INTERCEPT PHARMACEUTICALS, INC. - Form 10-Q

Pricing Models with Significant Observable Inputs — The fair value of an asset or liability is based on information
-derived from either an active market quoted price, which may require further adjustment based on the attributes of the
financial asset or liability being measured, or an inactive market transaction (Level 2).

Pricing Models with Significant Unobservable Inputs — The fair value of an asset or liability is primarily based on
-internally derived assumptions surrounding the timing and amount of expected cash flows for the financial
instrument. Therefore, these assumptions are unobservable in either an active or inactive market (Level 3).

The Company considers an active market as one in which transactions for the asset or liability occur with sufficient
frequency and volume to provide pricing information on an ongoing basis. Conversely, the Company views an
inactive market as one in which there are few transactions for the asset or liability, the prices are not current, or price
quotations vary substantially either over time or among market makers. Where appropriate, non-performance risk, or
that of a counterparty, is considered in determining the fair values of liabilities and assets, respectively.

The Company’s cash deposits and money market funds are classified within Level 1 of the fair value hierarchy because
they are valued using bank balances or quoted market prices. Investments are classified as Level 2 instruments based
on market pricing and other observable inputs.

Financial assets carried at fair value are classified in the tables below in one of the three categories described above:

Fair Value Measurements Using

Total Level 1 Level 2 Level 3
(In thousands)
September 30, 2018
Assets:
Money market funds (included in cash and cash equivalents) $31,028 $ 31,028 $- $ -
Available for sale securities:
Commercial paper 53,886 - 53,886 -
Corporate debt securities 369,842 - 369,842 -
U.S. government and agency securities 5,983 - 5,983 -
Total financial assets: $460,739 $ 31,028 $ 429,711 $ -
December 31, 2017
Assets:
Money market funds (included in cash and cash equivalents) $13,361 $ 13,361 $- $ -
Available for sale securities:
Commercial paper 2,983 - 2,983 -
Corporate debt securities 333,206 - 333,206 -
U.S. government and agency securities 8,715 - 8,715 -
Total financial assets $358,265 $ 13,361 $ 344,904 $ -
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The estimated fair value of marketable debt securities (commercial paper, corporate debt securities and U.S.
government and agency securities), by contractual maturity, are as follows:

Fair Value as of
September
30, 2018
(In thousands)
Due in one year or less $338,805 $ 282,159
Due after 1 year through 2 years 90,906 62,745
Total investments in debt securities $429,711 $ 344,904

December 31, 2017

Actual maturities may differ from contractual maturities because issuers may have the right to call or prepay
obligations without call or prepayment penalties.
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10.Long-Term Debt

Debt, net of discounts and deferred financing costs, consists of the following:

September
30, 2018
(In thousands)
Long-term debt $367,233 $ 355,677
Less current portion
Long-term debt outstanding $367 233§ 355 677

December 31, 2017

On July 6, 2016, the Company issued $460.0 million aggregate principal amount of 3.25% Convertible Senior Notes
due 2023 (the “Convertible Notes”). The Company received net proceeds of $447.6 million after deducting underwriting
discounts and estimated offering expenses of approximately $12.4 million. The Company used approximately $38.4
million of the net proceeds from the offering to fund the payment of the cost of the Capped Call Transactions (as
defined below) that were entered into in connection with the issuance of the Convertible Notes.

The Convertible Notes are senior unsecured obligations of the Company. Interest is payable semi-annually on January
1 and July 1 of each year, beginning on January 1, 2017. The Convertible Notes mature on July 1, 2023, unless earlier
repurchased, redeemed or converted. The Convertible Notes are convertible at the option of holders, under certain
circumstances and during certain periods, into cash, shares of the Company’s common stock or a combination of cash
and shares of the Company’s common stock, at the Company’s election. The initial conversion rate of the Convertible
Notes is 5.0358 shares of the Company’s common stock per $1,000 principal amount of Convertible Notes, which is
equivalent to an initial conversion price of approximately $198.58 per share of the Company’s common stock. The
conversion rate is subject to adjustment upon the occurrence of certain events. The Company may redeem for cash all
or part of the Convertible Notes, at its option, on or after July 6, 2021, under certain circumstances at a redemption
price equal to 100% of the principal amount of the Convertible Notes to be redeemed, plus accrued and unpaid interest
to, but excluding, the redemption date.

On June 30, 2016, in connection with the pricing of the Convertible Notes, the Company entered into
privately-negotiated capped call transactions (the “Base Capped Call Transactions”) with each of Royal Bank of
Canada, UBS AG, London Branch, and Credit Suisse Capital LLC (the “Option Counterparties”). On July 1, 2016, in
connection with the underwriters’ exercise of their over-allotment option in full, the Company entered into additional
capped call transactions (the “Additional Capped Call Transactions” and, together with the Base Capped Call
Transactions, the “Capped Call Transactions”) with the Option Counterparties. The Capped Call Transactions are
expected generally to reduce the potential dilution upon conversion of the Convertible Notes in the event that the
market price per share of the Company’s common stock, as measured under the terms of the Capped Call Transactions,
is greater than the strike price of the Capped Call Transactions, which initially corresponds to the conversion price of
the Convertible Notes, and is subject to anti-dilution adjustments generally similar to those applicable to the
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conversion rate of the Convertible Notes. The cap price of the Capped Call Transactions is initially $262.2725 per
share, and is subject to certain adjustments under the terms of the Capped Call Transactions. If, however, the market
price per share of the Company’s common stock, as measured under the terms of the Capped Call Transactions,
exceeds the cap price of the Capped Call Transactions, there would nevertheless be dilution upon conversion of the
Convertible Notes to the extent that such market price exceeds the cap price of the Capped Call Transactions.

In accordance with ASC Subtopic 470-20, “Debt with Conversion and Other Options,” the Company used an effective
interest rate of 8.4% to determine the liability component of the Convertible Notes. This resulted in the recognition of
$334.4 million as the liability component of the Convertible Notes and the recognition of the residual $113.1 million
as the debt discount with a corresponding increase to additional paid-in capital for the equity component of the
Convertible Notes.

Interest expense was $7.7 million and $7.4 million for the three months ended September 30, 2018 and 2017,
respectively, and $22.8 million and $21.8 million for the nine months ended September 30, 2018 and 2017,
respectively, related to the Convertible Notes. Accrued interest on the Convertible Notes was approximately $3.7
million and $7.5 million as of September 30, 2018 and December 31, 2017, respectively. The Company recorded debt
issuance costs of $12.4 million, which are being amortized using the effective interest method. As of September 30,
2018, $9.2 million of debt issuance costs are recorded on the unaudited condensed consolidated balance sheet in
long-term debt, in accordance with ASU No. 2015-03, “Interest — Imputation of Interest (Subtopic 835-30): Simplifying
the Presentation of Debt Issuance Costs.” As of September 30, 2018, $460.0 million aggregate principal amount of the
Convertible Notes was outstanding.
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11.Product Revenue, Net

The Company recognized net sales of Ocaliva of $46.6 million and $40.9 million for the three months ended
September 30, 2018 and 2017, respectively, and $124.9 million and $91.9 million for the nine months ended
September 30, 2018 and 2017, respectively.

The table below summarizes consolidated product revenue, net by region:

Three Months
Ended September Nine Months Ended September 30,
30,
2018 2017 2018 2017
(In thousands)
Product revenue, net:
U.S. $36,684 $36,176 $ 99,697 $ 83,829
ex-U.S. 9,897 4,713 25,211 8,104
Total product revenue, net $46,581 $40,889 $ 124,908 $ 91,933

12.Stockholders’ Equity

On April 9, 2018, the Company issued and sold (i) 2,695,313 shares of common stock in a registered public offering
(including 351,563 shares issued and sold upon the exercise in full of the underwriters’ option to purchase additional
shares), at a price to the public of $64.00 per share (the “Public Offering”) and (ii) 1,562,500 shares of common stock
(the “Private Placement Shares”) in a private placement (the “Concurrent Private Placement”) exempt from the registration
requirements of the Securities Act of 1933, as amended, at a purchase price per share equivalent to the price to the
public set in the Public Offering and pursuant to a securities purchase agreement (the “Securities Purchase Agreement”)
that the Company entered into with the purchasers in the Concurrent Private Placement (the “Private Placement
Purchasers”). Pursuant to the Securities Purchase Agreement, the Company granted to the Private Placement
Purchasers certain registration rights requiring the Company, upon request of the Private Placement Purchasers

(and/or certain affiliate transferees thereof) on or after June 5, 2018 and subject to certain terms and conditions, to
register the resale by such Private Placement Purchasers (and/or such affiliates) of the Private Placement Shares held
by them. As of the date of this Quarterly Report on Form 10-Q, no Private Placement Purchaser has exercised any

such registration rights.

The net proceeds to the Company from the Public Offering and the Concurrent Private Placement were approximately
$261.4 million, after deducting underwriting discounts, commissions and estimated offering expenses of
approximately $11.1 million.
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13.Stock Compensation

The Company’s 2012 Equity Incentive Plan (2012 Plan”) became effective upon the pricing of its initial public offering
in October 2012. At the same time, the Company’s 2003 Stock Incentive Plan (2003 Plan”) was terminated and 555,843
shares available under the 2003 Plan were added to the 2012 Plan.

On January 1, 2018, the number of shares available for issuance under the 2012 Plan increased by 1,010,693 shares, as
a result of the automatic increase provisions thereof.

The estimated fair value of the options granted in the nine months ended September 30, 2018 was determined utilizing
the Black-Scholes option-pricing model at the date of grant. The fair value of the restricted stock units (“RSUs”) and
restricted stock awards (“RSAs”) granted in the nine months ended September 30, 2018 was determined utilizing the
closing price of the Company’s common stock on the date of grant. The fair value of the performance stock units
(“PSUs”) and performance share awards (“PSAs”) granted in the nine months ended September 30, 2018 was determined
utilizing the Monte Carlo pricing model.
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The following table summarizes stock option activity during the nine months ended September 30, 2018:

Outstanding at December 31, 2017
Granted

Exercised

Cancelled/forfeited

Expired

Outstanding at September 30, 2018

Expected to vest
Exercisable

Number
of Shares
(In thousands)

1,808
690
(108
(226
(164

2,000
1,072

925

Weighted
Average
Weighted Remaining
Average Contractual
Exercise Price Term (years)
$ 114.70 7.4
$ 63.77 -
) $ 2637 -
) $ 106.45 -
) $ 170.29 -
$ 9691 7.6
$ 84.84 8.9
$ 110.90 6.0

Aggregate
Intrinsic Value
(In thousands)
$ 14,648

@ PH LH L

$ 87,186
$ 49,438
$ 37,749

As of September 30, 2018, there was approximately $43.1 million of total unrecognized compensation expense related
to the unvested stock options shown in the table above, which is expected to be recognized over a weighted average

period of 1.4 years.

The fair value of the Company's option awards were estimated using the assumptions below:

Nine Months Ended

September 30,

2018 2017
Volatility 58.9-75.8 60.9 -65.4%
Expected term (in years) 6.0-6.0 6.0-9.9
Risk-free rate 1.8-29% 1.8-2.4%
Expected dividend yield —% —%

The following table summarizes the aggregate RSU, RSA, PSU and PSA activity during the nine months ended

September 30, 2018:

Weighted
Number of Average Fair
Awards Value
(In thousands)

35



Edgar Filing: INTERCEPT PHARMACEUTICALS, INC. - Form 10-Q

Non-vested shares outstanding, December 31, 2017 493 $ 113.60
Granted 597 $ 64.34
Vested (161 ) $ 127.54
Forfeited (116 ) $ 94.00
Non-vested shares outstanding, September 30, 2018 813 $ 77.04

As of September 30, 2018, there was approximately $51.1 million of total unrecognized compensation expense related
to unvested RSUs, RSAs, PSUs and PSAs, which is expected to be recognized over a weighted average period of 1.5
years.

During the nine months ended September 30, 2018, the Company granted a total of 51,200 PSUs and 4,300 PSAs to
certain of the Company’s executive officers. The performance criterion for such PSUs and PSAs is based on the Total
Shareholder Return (“TSR”) of the Company’s common stock relative to the TSR of the companies comprising the S&P
Biotechnology Select Industry Index (the “TSR Peer Group”) over a 3-year performance period and is accounted for as a
market condition under ASC Topic 718, Compensation — Stock Compensation. The TSR for the Company or a member
of the TSR Peer Group is calculated by dividing (a) the difference of the ending average stock price minus the
beginning average stock price by (b) the beginning average stock price. The beginning average stock price equals the
average closing stock price over the one calendar month period prior to the beginning of the performance period, after
adjusting for dividends, as applicable. The ending average stock price equals the average closing price over the one
calendar month period ending on the last day of the performance period, after adjusting for dividends, as applicable.

The Company’s relative TSR is then used to calculate the payout percentage, which may range from zero percent (0%)
to one hundred and fifty percent (150%) of the target award. The Company utilized a Monte Carlo Simulation to
determine the grant date fair value of such PSUs and PSAs. The Company recorded approximately $1.0 million of
stock-based compensation related to such PSUs and PSAs during the nine months ended September 30, 2018.
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The Company accounts for forfeitures when they occur. Ultimately, the actual expense recognized over the vesting
period will be for only those shares that vest and are not forfeited. The Company has in the past, and may in the
future, grant performance-based awards with vesting terms based on the achievement of specified goals. To the extent
such awards do not contain a market condition, the Company recognizes no expense until achievement of the
performance requirement is deemed probable.

Stock-based compensation expense has been reported in the Company’s condensed consolidated statements of
operations as follows:

Three Months

Ended September Nine Months Ended September 30,

30,

2018 2017 2018 2017

(In thousands)
Selling, general and administrative $9,436 $9,449 § 28,875 $ 28,338
Research and development 2,558 3,788 9,540 13,246
Total stock-based compensation $11,994 $13,237 $ 38,415 $ 41,584

14.Net Loss Per Share

The following table presents the historical computation of basic and diluted net loss per share:

Three Months Nine Months Ended September
Ended September
30,
30,
2018 2017 2018 2017

(In thousands, except per share amounts)
Historical net loss per share Numerator:
Net loss $(64,454) $(72,601) $ (221,237 ) $ (249,095 )
Denominator:
Weighted average shares used in calculating net loss per

share - basic and diluted 29,615 25,104 28,057 25,021
Net loss per share:
Basic and diluted $2.18 ) $(2.89 ) $(7.89 ) $(9.96 )

The following potentially dilutive securities have been excluded from the computations of diluted weighted average
shares outstanding as the inclusion would be anti-dilutive:
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Three Months
Ended Nine Months Ended September 30,
September 30,
2018 2017 2018 2017
(In thousands)
2,316 2,316 2,316 2,316
1,997 1,811 1,997 1,811
447 464 447 464
4,760 4,591 4,760 4,591
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Item 2.Management’s Discussion and Analysis of Financial Condition and Results of Operations.

You should read the following discussion and analysis together with our condensed consolidated financial statements
and accompanying notes included elsewhere in this Quarterly Report on Form 10-Q and our audited consolidated
financial statements included in our Annual Report on Form 10-K for the year ended December 31, 2017 (the
“Annual Report”). This discussion and analysis contains forward-looking statements, which involve risks and
uncertainties. As a result of many factors, such as those described under “Cautionary Note Regarding
Forward-Looking Statements,” “Risk Factors” and elsewhere in this Quarterly Report on Form 10-Q and in our
Annual Report, our actual results may differ materially from those anticipated in these forward-looking statements.

Overview

We are a biopharmaceutical company focused on the development and commercialization of novel therapeutics to
treat progressive non-viral liver diseases with high unmet medical need utilizing our proprietary bile acid chemistry.
Our one marketed product, Ocaliva (obeticholic acid or “OCA”), and portfolio of clinical product candidates have the
potential to treat orphan and more prevalent liver diseases for which, currently, there are limited therapeutic solutions.

OCA was approved in the United States in May 2016 for use in patients with primary biliary cholangitis (“PBC”), under
the brand name Ocaliva® (obeticholic acid). OCA is a bile acid analog, a chemical substance that has a structure based
on a naturally occurring human bile acid, that selectively binds to and activates the farnesoid X receptor. We believe
OCA has broad liver-protective properties and may effectively counter a variety of chronic insults to the liver that
cause fibrosis, or scarring, which can eventually lead to cirrhosis, liver transplant and death. We commenced sales and
marketing of Ocaliva in the United States shortly after receiving marketing approval, and Ocaliva is now available to
patients primarily through a network of specialty pharmacy distributors. In December 2016, the European
Commission granted conditional approval for Ocaliva for the treatment of PBC and we commenced our European
commercial launch in January 2017. We have submitted dossiers and obtained, or are otherwise being reviewed for,
reimbursement from a number of national authorities in the European Union. Since January 2017, Ocaliva has also
received regulatory approval in several of our target markets outside the United States and Europe, including Canada,
Israel and Australia. We are also pursuing marketing authorization for OCA for PBC in other target markets.

We are currently developing OCA for other progressive non-viral liver diseases such as nonalcoholic steatohepatitis
(“NASH”). OCA achieved the primary endpoint in a Phase 2b clinical trial for the treatment of NASH, known as the
FLINT trial, which was sponsored by the U.S. National Institute of Diabetes and Digestive and Kidney Diseases, a
part of the National Institutes of Health. The FLINT trial was completed in late July 2014. We have an ongoing Phase
3 clinical trial in non-cirrhotic NASH patients with liver fibrosis, known as the REGENERATE trial. REGENERATE
includes a pre-planned histology-based interim analysis after 72 weeks of treatment. We completed enrollment of the
interim analysis cohort for the REGENERATE trial in 2017 and anticipate top-line results from the interim analysis in
the first half of 2019. We have also completed a Phase 2 clinical trial, known as the CONTROL trial, the goal of
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which was to characterize the lipid metabolic effects of OCA and cholesterol management effects of concomitant
statin administration in NASH patients. We announced that this trial met its primary endpoint in July 2017. We
continue to work towards expanding our overall NASH development program with additional trials and studies,
including our ongoing Phase 3 trial in NASH patients with compensated cirrhosis, known as the REVERSE trial.

In addition to PBC and NASH, we continue to invest in research of OCA for additional patient populations with other
liver diseases. For example, in July 2017, we announced top-line results of our Phase 2 AESOP trial in primary
sclerosing cholangitis (“PSC”), which evaluated the effects of 24 weeks of treatment with varying doses of OCA
compared to placebo. This trial achieved its primary endpoint, which we believe establishes a proof-of-concept of

OCA in a second cholestatic liver disease.We are evaluating our future development strategy for PSC. OCA has
received orphan drug designation in the United States and the European Union for the treatment of PBC and PSC and
breakthrough therapy designation from the U.S. Food and Drug Administration (the “FDA”) for the treatment of NASH
patients with liver fibrosis.

Financial Overview

Revenue

We commenced our commercial launch of Ocaliva for the treatment of PBC in the United States in June 2016. In
December 2016, the European Commission granted conditional approval for Ocaliva for the treatment of PBC and we
commenced our European commercial launch in January 2017. Since January 2017, Ocaliva has also received
regulatory approval in several of our target markets outside the United States and Europe, including Canada, Israel
and Australia. We sell Ocaliva to a limited number of specialty pharmacies which dispense the product directly to
patients. The specialty pharmacies are referred to as our customers.
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Effective January 1, 2018, we began recognizing revenue under Accounting Standards Codification (“ASC”) Topic 606,
Revenue from Contracts with Customers (“ASC 606”). The core principle of this new revenue standard is that a
company should recognize revenue to depict the transfer of promised goods or services to customers in an amount that
reflects the consideration to which the company expects to be entitled in exchange for those goods or services. The
following five steps are applied to achieve that core principle:

Step 1: Identify the contract with the customer
Step 2: Identify the performance obligations in the contract
. Step 3: Determine the transaction price
Step 4: Allocate the transaction price to the performance obligations in the contract
Step 5: Recognize revenue when the company satisfies a performance obligation

Product Revenue, Net

We provide the right of return to our customers for unopened product for a limited time before and after its expiration
date. Prior to July 2017, given our limited sales history for Ocaliva and the inherent uncertainties in estimating
product returns, we determined that the shipments of Ocaliva made to our customers did not meet the criteria for
revenue recognition at the time of shipment. Accordingly, we recognized revenue when the product was sold through
by our customers, provided all other revenue recognition criteria were met. We invoiced our customers upon shipment
of Ocaliva to them and recorded accounts receivable, with a corresponding liability for deferred revenue equal to the
gross invoice price. We then recognized revenue when Ocaliva was sold through as specialty pharmacies dispensed
product directly to the patients (sell-through basis). We re-evaluated our revenue recognition policy in the third
quarter of 2017, which included the accumulation and review of customer-related transactions since our commercial
launch in the second quarter of 2016. We concluded we had accumulated sufficient data to reasonably estimate
product returns and, therefore, began to recognize revenue at the time of shipment to our customers (sell-in basis).
During the third quarter of 2017, we recorded an adjustment related to this change in estimate to recognize previously
deferred revenue. The net effect was an increase in net sales of Ocaliva of $4.1 million for the three and nine months
ended September 30, 2017. We also established a new reserve of $0.7 million during the third quarter of 2017 related
to future returns from our customers.

Under ASC 606, we have written contracts with each of our customers that have a single performance obligation — to
deliver products upon receipt of a customer order — and these obligations are satisfied when delivery occurs and the
customer receives Ocaliva. We evaluate the creditworthiness of each of our customers to determine whether collection
is reasonably assured. We estimate variable revenue by calculating gross product revenues based on the wholesale
acquisition cost that we charge our customers for Ocaliva, and then estimating our net product revenues by deducting
(i) trade allowances, such as invoice discounts for prompt payment and customer fees, (ii) estimated government
rebates and discounts related to Medicare, Medicaid and other government programs, and (iii) estimated costs of
incentives offered to certain indirect customers including patients.
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We recognized net sales of Ocaliva of $46.6 million and $40.9 million for the three months ended September 30, 2018
and 2017, respectively, and $124.9 million and $91.9 million for the nine months ended September 30, 2018 and
2017, respectively.

Licensing Revenue

In March 2011, we entered into an exclusive license agreement (the “Original License Agreement”) with Sumitomo
Dainippon Pharma Co., Ltd. (“Sumitomo Dainippon”), pursuant to which we granted to Sumitomo Dainippon an
exclusive license to research, develop and commercialize OCA for the treatment of PBC and NASH in Japan and
China (excluding Taiwan) and an option to research, develop and commercialize OCA in certain countries outside of
such territories (the “Country Option”). We received an upfront payment from Sumitomo Dainippon of $15.0 million
under the terms of the Original License Agreement. In May 2014, Sumitomo Dainippon exercised the Country Option
in part to add Korea as part of its licensed territories and paid us a $1.0 million upfront fee in connection therewith. In
February 2018, we and Sumitomo Dainippon entered into Amendment No. 3 (the “Sumitomo Amendment”) to the
Original License Agreement (as amended, the “License Agreement”), pursuant to which (i) Sumitomo Dainippon agreed
to return the rights to develop and commercialize OCA in Japan and Korea and waived its rights to the Country
Option, (ii) we agreed to forego any further milestone or royalty payments relating to the development and
commercialization of OCA in Japan and Korea and (iii) certain milestone payment obligations with respect to the
development and commercialization of OCA were adjusted. In addition, we and Sumitomo Dainippon agreed that if
certain clinical development milestones in China are not met by December 31, 2020, Sumitomo Dainippon may
choose either to make a milestone payment to us or terminate the License Agreement. As of September 30, 2018, we
had achieved $6.0 million of development milestones under the License Agreement. We may be eligible to receive
additional milestone payments under the License Agreement in an aggregate amount of up to approximately $23.0
million based on the occurrence of certain clinical trial and regulatory-related events and tiered royalty payments up to
the mid-twenties in percentage terms based on net sales of OCA products in China (excluding Taiwan).

For accounting purposes, the upfront payments were recorded as deferred revenue and amortized over time and
milestone payments are recognized once earned. For the nine months ended September 30, 2018 and 2017, we
recognized $1.6 million and $1.3 million, respectively, in licensing revenue related to the amortization of upfront
payments under the License Agreement. Included in licensing revenue for the nine months ended September 30, 2018
is $0.4 million related to the accelerated recognition, as a result of the Sumitomo Amendment, of the remaining
portion of deferred revenue associated with the $1.0 million upfront payment that we received under the Original
License Agreement in connection with Sumitomo Dainippon’s exercise of the Country Option with respect to Korea.
We anticipate that we will recognize revenue of approximately $1.6 million per year through June 2020, related to the
amortization of upfront payments under the License Agreement.
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Selling, General and Administrative Expenses

We have incurred and expect to continue to incur significant selling, general and administrative expenses as a result
of, among other initiatives, the launch and commercialization of Ocaliva for PBC in the United States, Europe and our
other target markets, the preparation for the potential commercialization of OCA for NASH, if approved, and our
other future approved products, if any, and the build-out of our general and administrative infrastructure in the United
States and abroad.

Research and Development Expenses

Since our inception, we have focused significant resources on our research and development activities, including
conducting preclinical studies and clinical trials, pursuing regulatory approvals and engaging in other product
development activities. We recognize research and development expenses as they are incurred.

We have incurred and expect to continue to incur significant research and development expenses as a result of, among
other initiatives, our clinical development programs for OCA for PBC and NASH, our other earlier stage research
programs and our regulatory approval efforts.

Results of Operations

Comparison of the Three Months Ended September 30, 2018 and 2017

The following table summarizes our results of operations for the three months ended September 30, 2018 and 2017:

g:;f:nlq\g(e)?gh& Ended Dollar Change
2018 2017
(In thousands)
Revenue:
Product revenue, net $46,581 $40,889 $ 5,692
Licensing revenue 405 445 (40 )

43



Edgar Filing: INTERCEPT PHARMACEUTICALS, INC. - Form 10-Q

Total revenue 46,986 41,334 5,652
Operating expenses:
Cost of sales 519 172 347
Selling, general and administrative 56,812 61,356 (4,544 )
Research and development 47,941 45,977 1,964
Total operating expenses 105,272 107,505 (2,233 )
Operating loss (58,286 ) (66,171 ) 7,885
Other income (expense):
Interest expense (7,671 ) (7,354 ) (317 )
Other income, net 1,503 924 579

(6,168 ) (6,430 ) 262
Net loss $(64,454 ) $(72,601 ) $ 8,147
Revenues

Product revenue, net was $46.6 million and $40.9 million for the three months ended September 30, 2018 and 2017,
respectively. For the three months ended September 30, 2018 and 2017, product revenue, net was comprised of U.S.
Ocaliva net sales of $36.7 million and $36.2 million, respectively, and ex-U.S. Ocaliva net sales of $9.9 million and
$4.7 million, respectively. We commenced our commercial launch of Ocaliva for the treatment of PBC in the United
States and certain European countries in June 2016 and January 2017, respectively. Since January 2017, Ocaliva has
also received regulatory approval in several of our target markets outside the United States and Europe, including
Canada, Israel and Australia. Included in product revenue, net for the three months ended September 30, 2017 is $4.1
million of previously deferred revenue recognized in connection with our adoption of a sell-in basis revenue
recognition policy in the third quarter of 2017. For the three months ended September 30, 2018 and 2017, licensing
revenue was approximately $0.4 million and $0.4 million, respectively, in each case, related to the amortization of
upfront payments under the License Agreement.
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Cost of sales

Cost of sales was $0.5 million and $0.2 million for the three months ended September 30, 2018 and 2017,
respectively. Prior to the FDA’s approval of Ocaliva, we expensed costs related to the manufacturing and buildup of
our Ocaliva commercial launch supplies. As a result, our cost of sales for the quarters ended September 30, 2018 and
2017 consisted primarily of packaging and labeling expenses.

Selling, general and administrative expenses

Selling, general and administrative expenses were $56.8 million and $61.4 million for the three months ended
September 30, 2018 and 2017, respectively. The $4.5 million net decrease between periods is primarily due to a
decrease in consultant spend of $3.3 million, a decrease in personnel-related costs of $1.3 million and a decrease of
$0.1 million related to commercialization, market research and medical affairs activities. The decrease was partially
offset by a net increase in legal and other expenses of $0.1 million and a loss related to sub-leases and disposal of
fixed assets of $0.1 million.

Research and development expenses

Research and development expenses were $47.9 million and $46.0 million for the three months ended September 30,
2018 and 2017, respectively, representing a net increase of $1.9 million. The net increase in research and development
expenses primarily reflects increases in OCA research and development activities of approximately $2.4 million and
other costs of $3.1 million, partially offset by decreased expenses of approximately $3.5 million in
compensation-related costs.

Interest expense

Interest expense was $7.7 million and $7.4 million for the three months ended September 30, 2018 and 2017,
respectively, in each case, related to the $460.0 million aggregate principal amount of 3.25% Convertible Senior
Notes due 2023 (the “Convertible Notes™) that we issued in July 2016.

Other income, net
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Other income, net was $1.5 million and $0.9 million in the three months ended September 30, 2018 and 2017,
respectively. Such income is primarily attributable to interest income earned on cash, cash equivalents and investment
securities.

Income taxes

For the three months ended September 30, 2018 and 2017, no income tax expense or benefit was recognized. Our
deferred tax assets are comprised primarily of net operating loss carryforwards. We maintain a full valuation
allowance on our deferred tax assets since we have not yet achieved sustained profitable operations. As a result, we
have not recorded any income tax benefit since our inception.

Comparison of the Nine Months Ended September 30, 2018 and 2017

The following table summarizes our results of operations for the nine months ended September 30, 2018 and 2017:

Nine Months Ended

September 30, Dollar Change
2018 2017
(In thousands)
Revenue:
Product revenue, net $124,908 $91,933 $ 32,975
Licensing revenue 1,616 1,336 280
Total revenue 126,524 93,269 33,255
Operating expenses:
Cost of sales 1,512 548 964
Selling, general and administrative 184,503 189,363 (4,860 )
Research and development 144,028 134,001 10,027
Total operating expenses 330,043 323,912 6,131
Operating loss (203,519 ) (230,643 ) 27,124
Other income (expense):
Interest expense (22,769 ) (21,840 ) (929 )
Other income, net 5,051 3,388 1,663
(17,718 ) (18,452 ) 734
Net loss $(221,237 ) $(249,095 ) $ 27,858
24
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Revenues

Product revenue, net was $124.9 million and $91.9 million for the nine months ended September 30, 2018 and 2017,
respectively. For the nine months ended September 30, 2018 and 2017, product revenue, net was comprised of U.S.
Ocaliva net sales of $99.7 million and $83.8 million, respectively, and ex-U.S. Ocaliva net sales of $25.2 million and
$8.1 million, respectively. We commenced our commercial launch of Ocaliva for the treatment of PBC in the United
States and certain European countries in June 2016 and January 2017, respectively. Since January 2017, Ocaliva has
also received regulatory approval in several of our target markets outside the United States and Europe, including
Canada, Israel and Australia. Included in product revenue, net for the nine months ended September 30, 2017 is $4.1
million of previously deferred revenue recognized in connection with our adoption of a sell-in basis revenue
recognition policy in the third quarter of 2017. For the nine months ended September 30, 2018 and 2017, licensing
revenue was approximately $1.6 million and $1.3 million, respectively, in each case, related to the amortization of
upfront payments under the License Agreement. The increase in licensing revenue related to the accelerated
recognition of certain upfront payments under the License Agreement resulting from the Sumitomo Amendment,
which was entered into in the first quarter of 2018.

Cost of sales

Cost of sales was $1.5 million and $0.5 million for the nine months ended September 30, 2018 and 2017, respectively.
Prior to the FDA’s approval of Ocaliva, we expensed costs related to the manufacturing and buildup of our Ocaliva
commercial launch supplies. As a result, our cost of sales for the nine months ended September 30, 2018 and 2017
consisted primarily of packaging and labeling expenses.

Selling, general and administrative expenses

Selling, general and administrative expenses were $184.5 million and $189.4 million for the nine months ended
September 30, 2018 and 2017, respectively. The $4.9 million net decrease between periods is primarily due to a net
decrease of $6.0 million related to commercialization, market research and medical affairs activities, a decrease in
consultant spend of $5.1 million and a net decrease of $0.3 million in legal and other expenses, partially offset by a
loss related to sub-leases and disposal of fixed assets of $1.9 million and an increase in personnel-related costs of $4.6
million.

Research and development expenses
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Research and development expenses were $144.0 million and $134.0 million for the nine months ended September 30,
2018 and 2017, respectively, representing a net increase of $10.0 million. The net increase in research and
development expenses primarily reflects increases in OCA research and development activities of approximately
$21.7 million, partially offset by decreased expenses of approximately $11.5 million in compensation-related costs
and $0.2 million in other costs.

Interest expense

Interest expense was $22.8 million and $21.8 million for the nine months ended September 30, 2018 and 2017,
respectively, in each case, related to the Convertible Notes.

Other income, net

Other income, net was $5.1 million and $3.4 million in the nine months ended September 30, 2018 and 2017,
respectively. Such income is primarily attributable to interest income earned on cash, cash equivalents and investment
securities.

Income taxes

For the nine months ended September 30, 2018 and 2017, no income tax expense or benefit was recognized. Our
deferred tax assets are comprised primarily of net operating loss carryforwards. We maintain a full valuation
allowance on our deferred tax assets since we have not yet achieved sustained profitable operations. As a result, we
have not recorded any income tax benefit since our inception.
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Liquidity and Capital Resources

Cash Flows

The following table sets forth the significant sources and uses of cash for the periods indicated:

Nine Months Ended September 30,

2018 2017

(In thousands)
Net cash provided by (used in):
Operating activities $ (187,902 ) $ (188,943 )
Investing activities (84,999 ) 262,380
Financing activities 263,105 2,077
Effect of exchange rate changes (835 ) 1,055
Net (decrease) increase in cash and cash equivalents (10,631 ) 76,569

Operating Activities. Net cash used in operating activities of approximately $187.9 million during the nine months
ended September 30, 2018 was primarily a result of our $221.2 million net loss and a net decrease in operating assets
and liabilities of $21.7 million, partially offset by $38.4 million in stock-based compensation, $10.4 million for
accretion of the discount on the Convertible Notes, $1.3 million for the loss on disposal of fixed assets and $3.6
million of depreciation.

Net cash used in operating activities of approximately $188.9 million during the nine months ended September 30,
2017 was primarily a result of our $249.1 million net loss, partially offset by $41.6 million in stock-based
compensation, $9.6 million for accretion of the discount on the Convertible Notes, $2.8 million for the amortization of
investment premium and $3.3 million of depreciation.

Investing Activities. For the nine months ended September 30, 2018, net cash used in investing activities primarily
reflects the purchase of investment securities of $378.3 million, partially offset by the sale of investment securities of
$293.3 million.

For the nine months ended September 30, 2017, net cash provided by investing activities primarily reflects the sale of
investment securities of $398.5 million, partially offset by the purchase of investment securities of $127.0 million and
$9.2 million of capital expenditures related to the build out of our new corporate office.
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Financing Activities. Net cash provided by financing activities in the nine months ended September 30, 2018

consisted primarily of net proceeds of $261.4 million from our issuance and sale of common stock in a public offering
and concurrent private placement (the “Concurrent Private Placement”) in April 2018 and $1.7 million from the exercise
of options to purchase common stock net of payments of employee withholding taxes related to stock-based awards.

Net cash provided by financing activities in the nine months ended September 30, 2017 consisted primarily of $2.1
million from the exercise of options to purchase common stock.

26

50



Edgar Filing: INTERCEPT PHARMACEUTICALS, INC. - Form 10-Q

Future Funding Requirements

As of September 30, 2018, we had $489.1 million in cash, cash equivalents and investment securities. We currently
expect to continue to incur significant operating expenses in the fiscal year ending December 31, 2018. These
expenses are planned to support, among other initiatives, the continued commercialization of Ocaliva for PBC in the
United States and our other markets, our continued clinical development of OCA for PBC and NASH and our other
earlier stage research programs. Although we believe that our existing capital resources, together with our net sales of
Ocaliva for PBC, will be sufficient to fund our anticipated operating requirements for the next twelve months, we may
need to raise additional capital to fund our operating requirements beyond that period. Furthermore, in light of the
numerous risks and uncertainties associated with pharmaceutical product development and commercialization, any
delays in, or unanticipated costs associated with, our development, regulatory or commercialization efforts could
significantly increase the amount of capital required by us to fund our operating requirements. Accordingly, we may
seek to access the public or private capital markets whenever conditions are favorable, even if we do not have an
immediate need for additional capital at that time. Our forecast regarding the period of time through which our
financial resources will be adequate to support our operations is a forward-looking statement that involves risks and
uncertainties, and actual results, including the costs to maintain our currently planned operations, could vary
materially.

Our forecasts regarding the period of time that our existing capital resources will be sufficient to meet our operating
requirements and the timing of our future funding requirements, both near and long-term, will depend on a variety of
factors, many of which are outside of our control. Such factors include, but are not limited to:

. our ability to successfully commercialize Ocaliva for PBC;
our ability to maintain our regulatory approval of Ocaliva for PBC in the United States, Europe, Canada, Israel,
"Australia and other jurisdictions in which we have or may receive marketing authorization;
the initiation, timing, cost, conduct, progress and results of our research and development activities, preclinical
-studies and clinical trials, including any issues, delays or failures in identifying patients, enrolling patients, treating
patients or completing and timely reporting the results of our NASH or PBC clinical trials;
our ability to timely and cost-effectively obtain regulatory approval of our product candidates, including OCA for
'NASH;
conditions that may be imposed by regulatory authorities on our marketing approvals for our products and
product candidates, such as the need for clinical outcomes data (and not just results based on achievement of
a surrogate endpoint), and any related restrictions, limitations and/or warnings contained in the label of any
of our products or product candidates;
any potential side effects associated with Ocaliva for PBC, OCA for NASH or our other product candidates that
-could delay or prevent approval, require that an approved product be taken off the market, require the inclusion of
safety warnings or precautions or otherwise limit the sale of such product or product candidate;
our ability to maintain our relationships with, and the performance of, third-party vendors upon whom we are
-substantially dependent, including contract research organizations for our clinical trials and our third-party suppliers
and manufacturers;
our ability to identify, develop and commercialize our products and product candidates;
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our ability to obtain and maintain intellectual property protection for our products and product candidates;
. our ability to successfully commercialize our product candidates, if approved;
-the size and growth of the markets for our products and product candidates and our ability to serve those markets;
the degree of market acceptance of Ocaliva for PBC and, if approved, OCA for NASH or our other product
-candidates, which may be affected by the ability of patients and healthcare providers to obtain coverage or
reimbursement from payors for our products and the extent to which such coverage or reimbursement is provided;
our ability to establish and maintain an effective sales and marketing infrastructure directly or through collaborations
"with third parties;
. competition from existing drugs or new drugs that become available;
our ability to prevent system failures, data breaches or violations of data protection laws;
costs and outcomes relating to any disputes, governmental inquiries or investigations, legal proceedings or litigation,
‘including any securities, intellectual property, employment, product liability or other litigation;
our collaborators’ election to pursue research, development and commercialization activities;
- our ability to attract and maintain collaborators with development, regulatory and commercialization expertise;
our need for and ability to obtain additional financing;
our estimates regarding expenses, revenues and capital requirements and the accuracy thereof;
. our use of cash and short-term investments;
our ability to acquire, license and invest in businesses, technologies, product candidates and products;
: our ability to attract and retain key personnel to manage our business effectively;

our ability to manage the growth of our operations, infrastructure, personnel, systems and controls;
: our ability to obtain and maintain adequate insurance coverage; and
the other risks and uncertainties identified under the captions “Risk Factors” and “Management’s Discussion and
Analysis of Financial Condition and Results of Operations” and elsewhere in this Quarterly Report on Form 10-Q and
"in our other periodic filings filed with the U.S. Securities and Exchange Commission (the “SEC”), including our
Annual Report.
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We have no committed external sources of funding and additional funds may not be available when we need them on
terms that are acceptable to us, or at all. If adequate funds are not available to us, we may not be able to make
scheduled debt payments on a timely basis, or at all, and may be required to delay, limit, reduce or cease our
operations.

Contractual Obligations and Commitments

There have been no material changes to our contractual obligations and commitments outside the ordinary course of
business from those disclosed under the heading “Management’s Discussion and Analysis of Financial Condition and
Results of Operations—Contractual Obligations and Commitments” in our Annual Report.

Off-Balance Sheet Arrangements

As of September 30, 2018, we did not have any off-balance sheet arrangements as defined under the rules of the SEC.

Item 3. Quantitative and Qualitative Disclosures About Market Risk.

Our primary exposure to market risk is interest income sensitivity, which is affected by changes in the general level of
U.S. interest rates and there have been no material changes to our market risk from that disclosed under the caption
“Quantitative and Qualitative Disclosures About Market Risk™ in our Annual Report.

Item 4. Controls and Procedures.

Evaluation of Disclosure Controls and Procedures

Based on the evaluation of our disclosure controls and procedures (as defined in Rules 13a-15(e) or 15d-15(e) of the
Securities Exchange Act of 1934, as amended (the “Exchange Act”)) required by Rules 13a-15(b) or 15d-15(b) of the
Exchange Act, our Chief Executive Officer and Chief Financial Officer have concluded that as of the end of the period
covered by this Quarterly Report on Form 10-Q, our disclosure controls and procedures were effective.
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Changes in Internal Control over Financial Reporting

There were no changes in our internal control over financial reporting that occurred during our most recent fiscal
quarter 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 involved in various disputes, governmental inquiries and investigations, legal proceedings and litigation in the
course of our business, including the matters described below and, from time to time, intellectual property,
employment and other litigation. These matters, which could result in damages, fines or other administrative, civil or
criminal remedies, liabilities or penalties, are often complex and the outcome of such matters is often uncertain. We
may from time to time enter into settlements to resolve such matters.

On September 27, 2017, a purported shareholder class action, initially styled DeSmet v. Intercept Pharmaceuticals,
Inc., et al, was filed in the United States District Court for the Southern District of New York, naming us and certain
of our officers as defendants. The Court appointed lead plaintiffs in the lawsuit on June 1, 2018, and the lead plaintiffs
filed an amended complaint on July 31, 2018, captioned Hou Liu and Amy Fu v. Intercept Pharmaceuticals, Inc., et
al., naming us and certain of our current and former officers as defendants. The lead plaintiffs claim to be suing on
behalf of anyone who purchased or otherwise acquired our common stock between June 9, 2016 and September 20,
2017. This lawsuit alleges that material misrepresentations and/or omissions of material fact were made in our public
disclosures during the period from June 9, 2016 to September 20, 2017, in violation of Sections 10(b) and 20(a) of the
Exchange Act and Rule 10b-5 promulgated thereunder. The alleged improper disclosures relate to statements
regarding Ocaliva dosing, use and pharmacovigilance-related matters, as well as our operations, financial performance
and prospects. The plaintiffs seek unspecified monetary damages on behalf of the putative class, an award of costs and
expenses, including attorney’s fees, and rescissory damages. On September 14, 2018, we filed a motion to dismiss the
amended complaint. Separately, on January 5, 2018, a follow-on derivative suit, styled Davis v. Pruzanski et al., was
filed in New York state court by shareholder Gregg Davis based on substantially the same allegations as those set
forth in the securities case. On December 1, 2017, a purported shareholder demand was made on the Company based
on substantially the same allegations as those set forth in the securities case.

While we believe that we have a number of valid defenses to the claims described above and intend to vigorously
defend ourselves, the matters are in the early stages of litigation and no assessment can be made as to the likely
outcome of the matters or whether they will be material to us. Accordingly, an estimate of the potential loss, or range
of loss, if any, to us relating to the matters is not possible at this time.

In May 2018, we received a subpoena from the SEC requesting information in connection with our patient assistance
program and certain of our commercial activities. The SEC’s letter enclosing the subpoena states that the investigation
and the subpoena do not mean that we or anyone else has broken the law, or that the SEC has a negative opinion of
any person, entity or security. We are cooperating fully with the SEC in this matter. At this time, we are unable to
predict whether any proceeding may be instituted in connection with the subpoena, or the outcome of any such

55



Edgar Filing: INTERCEPT PHARMACEUTICALS, INC. - Form 10-Q

proceeding, if instituted.

In August 2018, we received an inquiry from the U.S. Department of Justice acting through the U.S. Attorney’s office
for the District of Massachusetts (the “DOJ”) requesting the voluntary production of certain information regarding the
Company’s activities and public statements concerning Ocaliva’s dosing, use, adverse events, marketing and
reimbursement. We are cooperating fully with the DOJ in connection with this inquiry. At this time, we have not
received a subpoena from the DOJ and are unable to predict whether any proceeding may be instituted in connection
with this inquiry, or the outcome of any such proceeding, if instituted.

Item 1A.Risk Factors.

Investing in our securities involves a high degree of risk. The following risk factors and other information included in
this Quarterly Report on Form 10-Q and in our Annual Report on Form 10-K for the year ended December 31, 2017
should be carefully considered before deciding whether to invest in shares of our common stock or the Convertible
Notes. The risks and uncertainties described below and in our other filings are not the only ones we face. Additional
risks and uncertainties not presently known to us or that we presently deem less significant may also impair our
business operations. If any of the following risks, or such unknown risks, occur, our business, financial condition,
results of operations and future growth prospects could be materially and adversely affected. In that case, the market
price of our securities could decline, and you may lose all or part of your investment.

Risks Related to Our Financial Position and Need for Additional Capital

We are currently dependent on the successful commercialization of Ocaliva for PBC. To the extent Ocaliva is not
commercially successful, our business, financial condition and results of operations may be materially adversely
affected and the price of our common stock may decline.

Ocaliva is our only drug that has been approved for sale and it has only been approved for the treatment of PBC in
combination with ursodeoxycholic acid (or ursodiol) in adults with an inadequate response to ursodiol or as
monotherapy in adults unable to tolerate ursodiol.
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Our ability to generate profits from operations and become profitable currently depends on the commercial success of
Ocaliva for PBC. However, the successful commercialization of Ocaliva for PBC is subject to many risks. We have
not launched or commercialized a drug before, and there is no guarantee that we will be able to do so successfully.
There are numerous examples of unsuccessful product launches and commercial efforts, as well as failures to meet
expectations of market potential, including by pharmaceutical companies with greater experience and resources than
us.

The commercial success of Ocaliva for PBC depends on the extent to which patients, physicians and payers accept
and adopt Ocaliva as a treatment for PBC, and we do not know whether our or others’ estimates in this regard will be
accurate. As such, there is significant uncertainty in the degree of market acceptance that Ocaliva will have for PBC.
For example, if the patient population suffering from PBC is smaller than we estimate, or even if the patient
population matches our estimates but Ocaliva is not widely accepted as a treatment for PBC, the commercial potential
of Ocaliva for PBC will be limited. Physicians may not prescribe Ocaliva and patients may be unwilling to use
Ocaliva if coverage is not provided or reimbursement is inadequate to cover a significant portion of the cost.
Additionally, the use of Ocaliva in a non-trial setting may result in the occurrence of unexpected or a greater incidence
of side effects, adverse reactions or misuse that may negatively affect the commercial prospects of Ocaliva for PBC.
Furthermore, any negative development in any other development program for OCA or our failure to satisfy the
post-marketing regulatory commitments and requirements to which we are or may become subject, including the
completion of our Phase 4 COBALT trial, may materially and adversely impact the commercial results and potential
of Ocaliva for PBC. See “—Risks Related to the Commercialization of Our Products” and “—Risks Related to the
Development and the Regulatory Review and Approval of Our Products and Product Candidates” below.

As aresult, it is uncertain whether Ocaliva net sales for PBC will in the future sustain our operations and it may take a
significant amount of time before Ocaliva net sales for PBC sustain our operations even if Ocaliva becomes accepted
as a therapy for PBC. Furthermore, Ocaliva may not receive regulatory approval for PBC in jurisdictions beyond those
in which it is currently approved, which may also limit our prospects. If the commercialization of Ocaliva for PBC is
unsuccessful or perceived to be unsuccessful, the long-term prospects of Ocaliva for PBC, as well as the long-term
prospects of our company, may be materially and adversely affected.

We have never been profitable. We expect to incur losses for the foreseeable future, and we may never achieve or
sustain profitability.

We have never been profitable and do not expect to be profitable in the foreseeable future. We incurred net losses of
$360.4 million, $412.8 million and $226.4 million for the years ended December 31, 2017, 2016 and 2015,
respectively, and $221.2 million and $249.1 million for the nine months ended September 30, 2018 and 2017,
respectively. To date, we have financed our operations primarily through public and private securities offerings, sales
of product and payments received under our licensing and collaboration agreements. At September 30, 2018, we had
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$489.1 million in cash, cash equivalents and investment securities.

We have devoted substantially all of our resources to the development of our product candidates, including the
conduct of our clinical trials, the launch and commercialization of Ocaliva for PBC, preparation for the potential
launch of OCA for NASH and general and administrative operations, including the protection of our intellectual

property.

We expect to continue to incur losses for the foreseeable future, and we expect these losses to be significant as we,
among other things, continue to commercialize Ocaliva for PBC, develop and seek regulatory approvals for OCA for
NASH and other indications, and build-out the infrastructure in the United States and internationally necessary to
support our product development and commercialization efforts. We believe our prospects and ability to significantly
grow revenues will be dependent on our ability to successfully develop and commercialize OCA for indications other
than PBC, such as NASH. As a result, we expect a significant amount of resources to continue to be devoted to our
development programs for OCA.

As part of our product development activities, we anticipate that we will continue our Phase 4 COBALT trial of

Ocaliva for PBC and our Phase 3 clinical program of OCA for NASH, including our Phase 3 REGENERATE trial in
non-cirrhotic NAS