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FORWARD‑LOOKING STATEMENTS

This Quarterly Report on Form 10-Q contains forward-looking statements that involve substantial risks and
uncertainties. All statements, other than statements related to present facts or current conditions or historical facts, contained in
this Quarterly Report on Form 10-Q, including statements regarding our strategy, future operations, future financial position,
future revenues, projected costs, prospects, plans and objectives of management, are forward-looking statements. Such
statements relate to, among other things, the development and activity of our lead product, COPIKTRA and our
Phosphoinositide 3-kinase (PI3K) and Focal Adhesion Kinase (FAK) programs generally, the potential commercial success of
COPIKTRA, the anticipated adoption of COPIKTRA by patients and physicians, the structure of our planned and pending
clinical trials, and the timeline and indications for clinical development, regulatory submissions and commercialization of
activities. The words “anticipate,” “believe,” “estimate,” “expect,” “intend,” “may,” “plan,” “predict,” “project,” “target,”
“potential,” “will,” “would,” “could,” “should,” “continue” and similar expressions are intended to identify forward-looking
statements, although not all forward-looking statements contain these identifying words.

 

Forward-looking statements are not guarantees of future performance and our actual results could differ materially
from the results discussed in the forward-looking statements we make. Applicable risks and uncertainties include the risks and
uncertainties, among other things, regarding: the commercial success of COPIKTRA in the United States; physician and
patient adoption of COPIKTRA, including those related to the safety and efficacy of COPIKTRA; the uncertainties inherent in
research and development of COPIKTRA, such as negative or unexpected results of clinical trials; whether and when any
applications for COPIKTRA may be filed with regulatory authorities in any other jurisdictions; whether and when regulatory
authorities in any other jurisdictions may approve any such other applications that may be filed for COPIKTRA, which will
depend on the assessment by such regulatory authorities of the benefit-risk profile suggested by the totality of the efficacy and
safety information submitted and, if approved, whether COPIKTRA will be commercially successful in such jurisdictions; our
ability to obtain, maintain and enforce patent and other intellectual property protection for COPIKTRA and our other product
candidates; the scope, timing, and outcome of any legal proceedings; decisions by regulatory authorities regarding labeling and
other matters that could affect the availability or commercial potential of COPIKTRA; the fact that regulatory authorities in the
U.S. or other jurisdictions, if approved, could withdraw approval; whether preclinical testing of our product candidates and
preliminary or interim data from clinical trials will be predictive of the results or success of ongoing or later clinical trials; that
the timing, scope and rate of reimbursement for our product candidates is uncertain; that third-party payors (including
government agencies) may not reimburse for COPIKTRA; that there may be competitive developments affecting our product
candidates; that data may not be available when expected; that enrollment of clinical trials may take longer than expected; that
COPIKTRA or our other product candidates will cause unexpected safety events, experience manufacturing or supply
interruptions or failures, or result in unmanageable safety profiles as compared to their levels of efficacy; that COPIKTRA will
be ineffective at treating patients with lymphoid malignancies; that we will be unable to successfully initiate or complete the
clinical development and eventual commercialization of our product candidates; that the development and commercialization
of our product candidates will take longer or cost more than planned; that we may not have sufficient cash to fund our
contemplated operations; that we, CSPC Pharmaceutical Group Limited, Yakult Honsha Co. Ltd., or Infinity Pharmaceuticals,
Inc. will fail to fully perform under the duvelisib license agreements; that we may be unable to make additional draws under
our debt facility or obtain adequate financing in the future through product licensing, co-promotional arrangements, public or
private equity, debt financing or otherwise; that we will not pursue or submit regulatory filings for our product candidates,
including for duvelisib in patients with chronic lymphocytic leukemia/small lymphocytic lymphoma (CLL/SLL) or indolent
non-Hodgkin lymphoma (iNHL) in other jurisdictions; and that our product candidates will not receive regulatory approval,
become commercially successful products, or result in new treatment options being offered to patients. Other risks and
uncertainties include those identified in our Annual Report on Form 10-K for the year ended December 31, 2018 as filed with
the Securities and Exchange Commission (SEC) on March 12, 2019, and in any subsequent filings with the SEC.

 

As a result of these and other factors, we may not achieve the plans, intentions or expectations disclosed in our
forward-looking statements, and you should not place undue reliance on our forward-looking statements. Our forward-looking
statements do not reflect the potential impact of any future acquisitions, mergers, dispositions, joint ventures or investments we
may make. The forward-looking statements contained in this Quarterly Report on Form 10-Q reflect our views as of the date
hereof. We do not assume and specifically disclaim any obligation to update any forward-looking statements, whether as a
result of new information, future events or otherwise, except as required by law.
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PART I—FINANCIAL INFORMATION

 
Item 1.  Condensed Consolidated Financial Statements (unaudited).
 

Verastem, Inc.
CONDENSED CONSOLIDATED BALANCE SHEETS

(in thousands, except per share amounts)
 
        

        
  March 31,  December 31,  
     2019     2018  
Assets  (unaudited)     
Current assets:        

Cash and cash equivalents  $ 91,525  $ 129,867  
Short-term investments   120,134   119,786  
Accounts receivable, net   558   306  
Inventory   306   327  
Prepaid expenses and other current assets   4,073   2,973  

Total current assets   216,596   253,259  
Property and equipment, net   1,256   1,369  
Right-of-use asset, net   3,303    —  
Intangible assets, net   21,185   21,577  
Other assets   1,025   1,031  
Total assets  $ 243,365  $ 277,236  
Liabilities and stockholders’ equity        
Current liabilities:        

Accounts payable  $ 8,593  $ 10,253  
Accrued expenses   19,828   21,108  
Lease liability, short-term   203    —  
Current portion of long-term debt    —   5,716  

Total current liabilities   28,624   37,077  
Non-current liabilities:        

Long-term debt   24,814   19,506  
Convertible senior notes   97,159   95,231  
Lease liability, long-term   3,808    —  
Other non-current liabilities   500   1,123  

Total liabilities   154,905   152,937  
Stockholders’ equity:        

Preferred stock, $0.0001 par value; 5,000 shares authorized, no shares issued
and outstanding at March 31, 2019 and December 31, 2018, respectively    —    —  
Common stock, $0.0001 par value; 200,000 shares authorized, 73,877 and 73,806 shares
issued and outstanding at March 31, 2019 and December 31, 2018, respectively    7    7  
Additional paid-in capital   502,021   499,741  
Accumulated other comprehensive income   110   127  
Accumulated deficit   (413,678)  (375,576) 

Total stockholders’ equity   88,460   124,299  
Total liabilities and stockholders’ equity  $ 243,365  $ 277,236  

 
See accompanying notes to the condensed consolidated financial statements.

4

 



Table of Contents

Verastem, Inc.
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS AND COMPREHENSIVE LOSS

(unaudited)
(in thousands, except per share amounts)

 
        

  Three months ended March 31,  
     2019     2018  
Revenue:        

Product revenue, net  $ 1,671  $  —  
Total revenue   1,671    —  
Operating expenses:        

Costs of revenues, excluding amortization of acquired intangible assets   158    —  
Research and development   9,758   10,934  
Selling, general and administrative   26,033   9,827  
Amortization of acquired intangible assets   392    —  

Total operating expenses   36,341   20,761  
Loss from operations   (34,670)  (20,761) 
Interest income   1,497   191  
Interest expense   (4,929)  (480) 
Net loss  $ (38,102) $ (21,050) 
Net loss per share—basic and diluted  $ (0.52) $ (0.41) 
Weighted average common shares outstanding used in computing net loss per share—basic
and diluted   73,854   50,835  

        
Net loss  $ (38,102) $ (21,050) 
Unrealized (loss) gain on available-for-sale securities   (17)   2  
Comprehensive loss  $ (38,119) $ (21,048) 

 
See accompanying notes to the condensed consolidated financial statements.
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Verastem, Inc.

CONSOLIDATED STATEMENTS OF STOCKHOLDERS’ EQUITY
(unaudited)

(in thousands, except share data)
                   

          Accumulated       
          other      
       Additional  comprehensive    Total  
  Common stock  paid-in  (loss)  Accumulated  stockholders'  
     Shares     Amount     capital     income     deficit     equity  
Balance at December 31, 2018  73,806,344  $  7  $ 499,741  $ 127  $ (375,576) $ 124,299  

Net loss   —    —    —    —   (38,102)  (38,102) 
Unrealized loss on available-for-sale marketable securities   —    —    —   (17)   —   (17) 
Issuance of common stock resulting from exercise
of stock options  46,803    —   75    —    —   75  
Issuance of common stock resulting from vesting of restricted
stock units and payment of tax withholdings  23,792    —   (43)   —    —   (43) 
Stock-based compensation expense   —    —   2,248    —    —   2,248  

Balance at March 31, 2019  73,876,939  $  7  $ 502,021  $ 110  $ (413,678) $ 88,460  

 
 
                   

Balance at December 31, 2017  50,800,908  $  5  $ 360,823  $ (2) $ (303,142) $ 57,684  
Net loss   —    —    —    —   (21,050)  (21,050) 
Unrealized gain on available-for-sale marketable securities   —    —    —    2    —    2  
Issuance of common stock resulting from at-the-market
transactions, net of issuance costs of $0  167,065    —   588    —    —   588  
Stock-based compensation expense   —    —   1,328    —    —   1,328  

Balance at March 31, 2018  50,967,973  $  5  $ 362,739  $  —  $ (324,192) $ 38,552  

 
See accompanying notes to the condensed consolidated financial statements.

 
 
 
 

6

 



Table of Contents

 
Verastem, Inc.

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(unaudited)

(in thousands)
 

        

  Three months ended March 31,  
     2019     2018  
Operating activities        
Net loss  $ (38,102) $ (21,050) 
Adjustments to reconcile net loss to net cash used in operating activities:        

Depreciation   113   125  
Amortization of acquired intangible asset   392    —  
Amortization of right-of-use asset and lease liability   57     
Stock-based compensation expense   2,248   1,328  
Amortization of deferred financing costs, debt discounts and premiums and discounts on
available-for-sale marketable securities   1,608   83  
Gain on sale of fixed assets    —   (33) 

Changes in operating assets and liabilities:        
Accounts receivable, net   (252)   —  
Inventory   21    —  
Prepaid expenses, other current assets and other assets   (1,094)  (694) 
Accounts payable   (1,660)  (2,078) 
Accrued expenses and other liabilities   (2,111)  (135) 

Net cash used in operating activities   (38,780)  (22,454) 
Investing activities        
Purchases of property and equipment    —   (102) 
Sales of property and equipment    —   37  
Purchases of investments   (37,637)   —  
Maturities of investments   38,000   4,500  
Net cash provided by investing activities   363   4,435  
Financing activities        
Proceeds from the exercise of stock options   75    —  
Proceeds from the issuance of common stock, net    —   299  
Net cash provided by financing activities   75   299  
Decrease in cash, cash equivalents and restricted cash   (38,342)  (17,720) 
Cash, cash equivalents and restricted cash at beginning of period   130,608   82,338  
Cash, cash equivalents and restricted cash at end of period  $ 92,266  $ 64,618  
Supplemental disclosure of non-cash investing and financing activities        
Purchases of property and equipment in accounts payable  $  —  $ 169  
Common stock issuance costs included in accounts payable and accrued expenses  $ 15  $ 35  

 
See accompanying notes to the condensed consolidated financial statements.
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Verastem, Inc.
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS

(unaudited)
 

 
1. Nature of business

Verastem, Inc. (the Company) is a biopharmaceutical company focused on developing and commercializing
medicines to improve the survival and quality of life of cancer patients. On September 24, 2018, the Company’s first
commercial product, COPIKTRA™ (duvelisib), was approved by the U.S. Food and Drug Administration (the FDA) for the
treatment of patients with hematologic cancers including chronic lymphocytic leukemia (CLL) and small lymphocytic
lymphoma (SLL) and follicular lymphoma (FL). Both its marketed product, COPIKTRA, and most advanced product
candidate, defactinib, utilize a multi-faceted approach designed to treat cancers originating either in the blood or major organ
systems. The Company is currently developing its product candidates in both preclinical and clinical studies as potential
therapies for certain cancers, including leukemia, lymphoma, lung cancer, ovarian cancer, mesothelioma, and pancreatic
cancer. The Company believes that these compounds may be beneficial as therapeutics either as single agents or when used
in combination with immuno-oncology agents or other current and emerging standard of care treatments in aggressive
cancers that are poorly served by currently available therapies.

The Company is subject to the risks associated with other life science companies, including, but not limited to,
possible failure of preclinical testing or clinical trials, competitors developing new technological innovations, market
acceptance and the commercial success of COPIKTRA, or any of the Company’s investigational product candidates
following receipt of regulatory approval, protection of proprietary technology and the continued ability to obtain adequate
financing to fund the Company’s future operations. If the Company does not successfully commercialize COPIKTRA or any
of its other product candidates, it will be unable to generate product revenue or achieve profitability and may need to raise
additional capital.

The Company has historical losses from operations and anticipates that it will continue to incur losses for the
foreseeable future as it continues the commercialization of COPIKTRA and the research and development of its product
candidates. As of March  31, 2019, the Company had cash, cash equivalents and short-term investments of $211.7 million
and accumulated deficit of $413.7 million.  The Company expects that its cash, cash equivalents and short-term
investments will be sufficient to fund its U.S. commercial scale-up, development plans and other operational activities for at
least twelve months from the date of issuance of these condensed consolidated financial statements.

2. Summary of significant accounting policies
 
Basis of Presentation
 

The accompanying unaudited condensed consolidated financial statements of the Company have been prepared in
accordance with generally accepted accounting principles in the United States (GAAP) for interim financial reporting and as
required by Regulation S-X, Rule 10-01. Accordingly, they do not include all of the information and footnotes required by
GAAP for complete financial statements. In the opinion of management, all adjustments (including those which are normal
and recurring) considered necessary for a fair presentation of the interim financial information have been included. When
preparing financial statements in conformity with GAAP, the Company must make estimates and assumptions that affect the
reported amounts and related disclosures at the date of the financial statements. Actual results could differ from those
estimates. Additionally, operating results for the three months ended March 31, 2019 are not necessarily indicative of the
results that may be expected for any other interim period or for the year ending December 31, 2019. For further information,
refer to the financial statements and footnotes included in the Company’s Annual Report on Form 10-K for the year ended
December 31, 2018, as filed with the Securities and Exchange Commission (SEC) on March 12, 2019.
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Significant Accounting Policies
 

The significant accounting policies identified in the Company’s Annual Report on Form 10-K for the year ended
December 31, 2018 that require the Company to make estimates and assumptions include accrued research and development
expenses, stock-based compensation, revenue recognition, collaborative arrangements, accounts receivable, inventory and
intangible assets. During the three months ended March 31, 2019, there were no material changes to the significant
accounting policies, except for the adoption of Accounting Standards Codification (ASC) 842, Leases, issued by the
Financial Accounting Standards Board (the FASB), which is detailed below.

Leases

Effective January 1, 2019, the Company adopted ASC 842.  This standard requires lessees to recognize in the
statement of financial position a liability to make lease payments and a right-of-use asset representing its right to use the
underlying asset for the lease term for both finance and operating leases. 

At the inception of an arrangement, the Company determines whether the arrangement is or contains a lease based
on the unique facts and circumstances within the arrangement.  A lease is identified where an arrangement conveys the right
to control the use of identified property, plant, and equipment for a period of time in exchange for consideration.  Leases
which are identified within the scope of ASC 842 and which have a term greater than one year are recognized on the
Company’s condensed consolidated balance sheets as right-of-use assets, lease liabilities and, if applicable, long-term lease
liabilities. The Company has elected not to recognize leases with terms of one year or less on its condensed consolidated
balance sheets. Operating lease liabilities and their corresponding right-of-use assets are recorded based on the present value
of lease payments over the expected remaining lease term. However, certain adjustments to the right-of-use asset may be
required for items such as initial direct costs paid or incentives received. The interest rate implicit in lease contracts is
typically not readily determinable. As a result, the Company utilizes its incremental borrowing rates to calculate the present
value of lease payments.  Incremental borrowing rates are the rates the Company incurs to borrow on a collateralized basis
over a similar term an amount equal to the lease payments in a similar economic environment.

In accordance with ASC 842, components of a lease are split into three categories: lease components (e.g., land,
building, etc.), non-lease components (e.g., common area maintenance, maintenance, consumables, etc.), and non-
components (e.g., property taxes, insurance, etc.). The fixed and in-substance fixed contract consideration (including any
related to non-components) must be allocated based on fair values to the lease components and non-lease components.
Although separation of lease and non-lease components is required, certain practical expedients are available. Entities may
elect the practical expedient to not separate lease and non-lease components. Rather, they would account for each lease
component and the related non-lease component together as a single component. The Company has elected to account for the
lease and non-lease components of each of its operating leases as a single lease component and allocate all of the contract
consideration to the lease component only. The lease component results in an operating right-of-use asset being recorded on
the condensed consolidated balance sheets and amortized on a straight-line basis as lease expense. 

Revenue Recognition

The Company recognizes revenue when its customer obtains control of promised goods or services, in an amount
that reflects the consideration which the Company expects to receive in exchange for those goods or services in accordance
with ASC 606 Revenue from Contracts with Customers. To determine revenue recognition for contracts with its customers,
the Company performs the following five step assessment: (i) identify the contract(s) with a customer; (ii) identify the
performance obligations in the contract; (iii) determine the transaction price; (iv) allocate the transaction price to the
performance obligations in the contract; and (v) recognize revenue when (or as) the entity satisfies a performance obligation.
The Company only applies the five-step model to contracts when it is probable that the entity will collect the consideration it
is entitled to in exchange for the goods or services it transfers to the customer. At contract inception and once the contract is
determined to be within the scope of ASC 606, the Company assesses the goods or services promised within each contract,
determines which goods and services are performance obligations, and assesses whether each promised good or service is
distinct. The Company then recognizes as revenue the amount of the
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transaction price that is allocated to the respective performance obligation when (or as) the performance obligation is
satisfied.

Product Revenue, Net – The Company sells COPIKTRA to a limited number of specialty pharmacies and specialty
distributors in the United States. These customers subsequently resell COPIKTRA either directly to patients or to community
hospitals or oncology clinics with in-office dispensaries who in turn distribute COPIKTRA to patients. In addition to
distribution agreements with customers, the Company also enters into arrangements with (1) certain government agencies
and various private organizations (Third-Party Payers), which may provide for chargebacks or discounts with respect to the
purchase of COPIKTRA, and (2) Medicare and Medicaid, which may provide for certain rebates with respect to the purchase
of COPIKTRA.

The Company recognizes revenue on sales of COPIKTRA when a customer obtains control of the product, which
occurs at a point in time (typically upon delivery). Product revenues are recorded at the wholesale acquisition costs, net of
applicable reserves for variable consideration.  Components of variable consideration include trade discounts and allowances,
Third-Party Payer chargebacks and discounts, government rebates, other incentives, such as voluntary co-pay assistance,
product returns, and other allowances that are offered within contracts between the Company and customers, payors, and
other indirect customers relating to the Company’s sale of COPIKTRA. These reserves, as detailed below, are based on the
amounts earned, or to be claimed on the related sales, and are classified as reductions of accounts receivable or a current
liability. These estimates take into consideration a range of possible outcomes based upon relevant factors such as customer
contract terms, information received from third parties regarding the anticipated payor mix for COPIKTRA, known market
events and trends, industry data, and forecasted customer buying and payment patterns. Overall, these reserves reflect the
Company’s best estimates of the amount of consideration to which it is entitled with respect to sales made.

The amount of variable consideration which is included in the transaction price may be constrained and is included
in the net sales price only to the extent that it is probable that a significant reversal in the amount of the cumulative revenue
recognized under contracts will not occur in a future period. The Company’s analyses contemplate the application of the
constraint in accordance with ASC 606.  For the three months ended March 31, 2019, the Company determined a material
reversal of revenue would not occur in a future period for the estimates detailed below and, therefore, the transaction price
was not reduced further. Actual amounts of consideration ultimately received may differ from the Company’s estimates. If
actual results in the future vary from the Company’s estimates, the Company will adjust these estimates, which would affect
net product revenue and earnings in the period such variances become known.

Trade Discounts and Allowances: The Company generally provides customers with invoice discounts on sales of
COPIKTRA for prompt payment, which are explicitly stated in the Company’s contracts and are recorded as a reduction of
revenue in the period the related product revenue is recognized. In addition, the Company compensates its specialty
distributor customers for sales order management, data, and distribution services. The Company has determined such services
are not distinct from the Company’s sale of COPIKTRA to the specialty distributor customers and, therefore, these payments
have also been recorded as a reduction of revenue within the condensed consolidated statements of operations and
comprehensive loss for the three months ended March 31, 2019.

Third-Party Payer Chargebacks, Discounts and Fees: The Company executes contracts with Third-Party Payers
which allow for eligible purchases of COPIKTRA at prices lower than the wholesale acquisition cost charged to customers
who directly purchase the product from the Company. In some cases, customers charge the Company for the difference
between what they pay for COPIKTRA and the ultimate selling price to the Third-Party Payers. These reserves are
established in the same period that the related revenue is recognized, resulting in a reduction of product revenue and accounts
receivable, net. Chargeback amounts are generally determined at the time of resale to the qualified Third-Party Payer by
customers, and the Company generally issues credits for such amounts within a few weeks of the customer’s notification to
the Company of the resale. Reserves for chargebacks consist of credits that the Company expects to issue for units that
remain in the distribution channel inventories at the end of each reporting period that the Company expects will be sold to
Third-Party Payers, and chargebacks that customers have claimed, but for which the Company has not yet issued a credit. In
addition, the Company compensates certain Third-Party Payers for administrative services, such as account management and
data reporting.  These administrative service fees have also
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been recorded as a reduction of product revenue within the condensed consolidated statements of operations and
comprehensive loss for the three months ended March 31, 2019.

Government Rebates: The Company is subject to discount obligations under state Medicaid programs and Medicare.
These reserves are recorded in the same period the related revenue is recognized, resulting in a reduction of product revenue
and the establishment of a current liability which is included in accrued expenses on the condensed consolidated balance
sheets. For Medicare, the Company also estimates the number of patients in the prescription drug coverage gap for whom the
Company will owe an additional liability under the Medicare Part D program. The Company’s liability for these rebates
consists of invoices received for claims from prior quarters that have not been paid or for which an invoice has not yet been
received, estimates of claims for the current quarter, and estimated future claims that will be made for product that has been
recognized as revenue, but which remains in the distribution channel inventories at the end of each reporting period.

Other Incentives: Other incentives which the Company offers include voluntary co-pay assistance programs, which
are intended to provide financial assistance to qualified commercially-insured patients with prescription drug co-payments
required by payors. The calculation of the accrual for co-pay assistance is based on an estimate of claims and the cost per
claim that the Company expects to receive for product that has been recognized as revenue but remains in the distribution
channel inventories at the end of each reporting period. The adjustments are recorded in the same period the related revenue
is recognized, resulting in a reduction of product revenue and the establishment of a current liability which is included as a
component of accrued expenses on the condensed consolidated balance sheets.

Product Returns: Consistent with industry practice, the Company generally offers customers a limited right of return
for product that has been purchased from the Company. The Company estimates the amount of its product sales that may be
returned by its customers and records this estimate as a reduction of revenue in the period the related product revenue is
recognized. The Company estimates product return liabilities using available industry data and its own sales information,
including its visibility into the inventory remaining in the distribution channel.

Subject to certain limitations, the Company’s  return policy allows for eligible returns of COPIKTRA for credit
under the following circumstances:

· Receipt of damaged product;
· Shipment errors that were a result of an error by the Company;
· Expired product that is returned during the period beginning three months prior to the product’s expiration

and ending six months after the expiration date;
· Product subject to a recall; and
· Product that the Company, at its sole discretion, has specified can be returned for credit.

 
The Company has not received any returns to date.

If taxes should be collected from customers relating to product sales and remitted to governmental authorities, they
will be excluded from product revenue. The Company expenses incremental costs of obtaining a contract when incurred, if
the expected amortization period of the asset that the Company would have recognized is one year or less. However, no such
costs were incurred during the three months ended March 31, 2019.

Exclusive Licenses of Intellectual Property - The Company may enter into collaboration and licensing arrangements
for research and development, manufacturing, and commercialization activities with collaboration partners for the
development and commercialization of its product candidates, which have components within the scope of ASC 606. The
arrangements generally contain multiple elements or deliverables, which may include (i) licenses, or options to obtain
licenses, to the Company’s intellectual property, (ii) research and development activities performed for the collaboration
partner, (iii) participation on joint steering committees, and (iv) the manufacturing of commercial, clinical or preclinical
material. Payments pursuant to these arrangements typically include non-refundable, upfront payments, milestone payments
upon the achievement of significant development events, research and development reimbursements, sales milestones, and
royalties on product sales. The amount of variable consideration is constrained until it is probable
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that the revenue is not at a significant risk of reversal in a future period. The contracts into which the Company enters
generally do not include significant financing components.

 
In determining the appropriate amount of revenue to be recognized as it fulfills its obligations under each of its

collaboration and license agreements, the Company performs the following steps: (i) identification of the promised goods or
services in the contract within the scope of ASC 606; (ii) determination of whether the promised goods or services are
performance obligations including whether they are distinct in the context of the contract; (iii) measurement of the
transaction price, including the constraint on variable consideration; (iv) allocation of the transaction price to the performance
obligations; and (v) recognition of revenue when (or as) the Company satisfies each performance obligation. As part of the
accounting for these arrangements, the Company must use significant judgment to determine: a) the number of performance
obligations based on the determination under step (ii) above; b) the transaction price under step (iii) above; c) the stand-alone
selling price for each performance obligation identified in the contract for the allocation of transaction price in step (iv)
above; and d) the measure of progress in step (v) above. The Company uses judgment to determine whether milestones or
other variable consideration, except for royalties, should be included in the transaction price as described further below.

 
If a license to the Company’s intellectual property is determined to be distinct from the other promises or

performance obligations identified in the arrangement, the Company recognizes revenue from non-refundable, upfront fees
allocated to the license when the license is transferred to the customer and the customer is able to use and benefit from the
license. In assessing whether a promise or performance obligation is distinct from the other elements, the Company considers
factors such as the research, development, manufacturing and commercialization capabilities of the collaboration partner and
the availability of its associated expertise in the general marketplace. In addition, the Company considers whether the
collaboration partner can benefit from a promise for its intended purpose without the receipt of the remaining elements,
whether the value of the promise is dependent on the unsatisfied promise, whether there are other vendors that could provide
the remaining promise, and whether it is separately identifiable from the remaining promise. For licenses that are combined
with other promises, the Company utilizes judgment to assess the nature of the combined performance obligation to
determine whether the combined performance obligation is satisfied over time or at a point in time and, if over time, the
appropriate method of measuring progress for purposes of recognizing revenue. The Company evaluates the measure of
progress of each reporting period and, if necessary, adjusts the measure of performance and related revenue recognition. The
measure of progress, and thereby periods over which revenue should be recognized, is subject to estimates by management
and may change over the course of the arrangement. Such a change could have a material impact on the amount of revenue
the Company records in future periods.
 

Customer Options: If an arrangement is determined to contain customer options that allow the customer to acquire
additional goods or services such as research and development services or manufacturing services, the goods and services
underlying the customer options are not considered to be performance obligations at the inception of the arrangement; rather,
such goods and services are contingent on exercise of the option, and the associated option fees are not included in the
transaction price. The Company evaluates customer options for material rights or options to acquire additional goods or
services for free or at a discount. If a customer option is determined to represent a material right, the material right is
recognized as a separate performance obligation at the outset of the arrangement. The Company allocates the transaction
price to material rights based on the relative standalone selling price, which is determined based on the identified discount
and the estimated probability that the customer will exercise the option. Amounts allocated to a material right are not
recognized as revenue until, at the earliest, the option is exercised.
 

Milestone Payments: At the inception of each arrangement that includes milestone payments, the Company
evaluates whether the milestones are considered probable of being achieved and estimates the amount to be included in the
transaction price using the most likely amount method. If it is probable that a significant revenue reversal would not occur,
the associated milestone value is included in the transaction price. Milestone payments that are not within the control of the
Company or the licensee, such as regulatory approvals, are not considered probable of being achieved until those approvals
are received. The Company evaluates factors such as the scientific, clinical, regulatory, commercial, and other risks that must
be overcome to achieve the respective milestone in making this assessment. There is considerable judgment involved in
determining whether it is probable that a significant revenue reversal would not occur. At the end of each subsequent
reporting period, the Company reevaluates the probability of achievement of all milestones subject to
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constraint and, if necessary, adjusts its estimate of the overall transaction price. Any such adjustments are recorded on a
cumulative catch-up basis, which would affect revenues and earnings in the period of adjustment.
 

Royalties: For arrangements that include sales-based royalties, including milestone payments based on a level of
sales, and the license is deemed to be the predominant item to which the royalties relate, the Company recognizes revenue at
the later of (i) when the related sales occur, or (ii) when the performance obligation to which some or all of the royalty has
been allocated has been satisfied (or partially satisfied). To date, the Company has not recognized any royalty revenue
resulting from any of its licensing arrangements.

 
Collaborative Arrangements: Contracts are considered to be collaborative arrangements when they satisfy the

following criteria defined in ASC 808, Collaborative Arrangements: (i) the parties to the contract must actively participate in
the joint operating activity and (ii) the joint operating activity must expose the parties to the possibility of significant risk and
rewards, based on whether or not the activity is successful. Payments received from or made to a partner that are the result of
a collaborative relationship with a partner, instead of a customer relationship, such as co-development activities, are recorded
as a reduction or increase to research and development expense, respectively. 

Concentrations of credit risk and off-balance sheet risk

Cash,  cash equivalents, short-term investments and trade accounts receivable are financial instruments that
potentially subject the Company to concentrations of credit risk. The Company mitigates this risk by maintaining its cash and
cash equivalents and investments with high quality, accredited financial institutions. The management of the Company’s
investments is not discretionary on the part of these financial institutions.  As of March 31, 2019, the Company’s cash, cash
equivalents and short-term investments were deposited at two financial institutions and it has no significant off-balance sheet
concentrations of credit risk, such as foreign currency exchange contracts, option contracts or other hedging arrangements.

As of March 31, 2019, there were two customers that cumulatively made up more than 60% of the Company’s trade
accounts receivable balance.  The Company assesses the creditworthiness of all its customers and sets and reassesses
customer credit limits to ensure collectability of any trade accounts receivable balances are assured.

For the quarter ended March 31, 2019, there were five customers who each individually accounted for greater than
10% of the Company’s total revenues.
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Recently Issued Accounting Standards Updates
 
In November 2018, the Financial Accounting Standards Board (FASB) issued Accounting Standard Update (ASU)

2018-18, Collaborative Arrangements (Topic 808): Clarifying the Interaction between Topic 808 and Topic 606, which
makes targeted improvements for collaborative arrangements to clarify that certain transactions between collaborative
arrangement participants should be accounted for as revenue under Topic 606 when the collaborative arrangement participant
is a customer in the context of a unit of account, adds unit of account guidance in Topic 808 to align with guidance in Topic
606, and clarifies presentation of certain revenues with a collaborative arrangement participant which are not directly related
to a third party. ASU 2018-18 is effective for annual and interim periods beginning after December 15, 2019, with early
adoption permitted. The Company has not elected to early adopt this standard and is currently evaluating the impact the
adoption of the standard will have on its condensed consolidated financial statements and related disclosures.

 
In August 2018, the Financial Accounting Standards Board (FASB) issued Accounting Standard Update (ASU)

2018-15, Intangibles-Goodwill and Other-Internal Use Software: Customer’s Accounting for Implementation Costs Incurred
in a Cloud Computing Arrangement that is a Service Contract, which aligns the requirements for capitalizing implementation
costs incurred in a hosting arrangement that is a service contract with the requirements for capitalizing implementation costs
incurred to develop or obtain internal-use software. ASU 2018-15 is effective for annual and interim periods beginning after
December 15, 2019, with early adoption permitted. The Company has not elected to early adopt this standard and is currently
evaluating the impact the adoption of the standard will have on its condensed consolidated 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, which eliminates certain disclosure requirements for
fair value measurements for all entities, requires public entities to disclose certain new information and modifies some
disclosure requirements. ASU 2018-13 is effective for all entities for annual and interim periods beginning after December
15, 2019. An entity is permitted to early adopt either the entire standard or only the provisions that eliminate or modify
requirements. The Company has not elected to early adopt this standard and is currently evaluating the impact the adoption of
the standard will have on its condensed consolidated financial statements and related disclosures.

Recently Adopted Accounting Standards Updates
 

In June 2018, the FASB issued ASU 2018-07, Compensation – Stock Compensation (Topic 718): Improvements to
Nonemployee Share-Based Payment Accounting, which expands the scope of Topic 718 to include all share-based payment
transactions for acquiring goods and services to be used or consumed in its own operations by issuing share-based payment
awards. ASU 2018-07 also clarifies that Topic 718 does not apply to share-based payments used to effectively provide (1)
financing to the issuer or (2) awards granted in conjunction with selling goods or services to customers as part of a contract
and services from nonemployees. ASU 2018-07 specifies that Topic 718 applies to all share-based payment transactions
accounted for under ASC 606. ASU 2018-07 was effective for annual and interim periods beginning after December 15,
2018, with early adoption permitted, but no earlier than the date on which ASC 606 is adopted. The Company adopted this
standard prospectively effective January 1, 2019.  The adoption of this ASU did not have an effect on the Company’s
condensed consolidated financial statements or related disclosures.
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In February 2016, the FASB issued ASU 2016-02, Leases (Topic 842), which supersedes the guidance under FASB
Accounting Standards Codification (ASC) Topic 840, Leases, resulting in the creation of FASB ASC Topic 842, Leases
(ASC 842). ASU 2016-02 requires lessees to recognize in the statement of financial position a liability to make lease
payments and a right-of-use asset representing its right to use the underlying asset for the lease term for both finance and
operating leases. The guidance also eliminates the current real estate-specific provisions for all entities.  In July 2018, the
FASB issued ASU 2018-11, Leases (Topic 842): Targeted Improvements, which provides entities with relief from the costs of
implementing certain aspects of the new leasing standard, ASU 2016-02. Under the amendments in ASU 2018-11, entities
may elect not to restate the comparative periods presented when transitioning to ASC 842 (optional transition method) and
lessors may elect not to separate lease and non-lease components when certain conditions are met (lessor relief practical
expedient). The optional transition method applies to entities that have not yet adopted ASU 2016-02, which is effective for
fiscal years, and interim periods within those years, beginning after December 15, 2018, with early adoption permitted.

 
The Company adopted this standard using the optional transition method effective January 1, 2019.  Upon adoption

of this standard, the Company recognized a lease liability and a corresponding right-of use asset of $4.0 million and $3.4
million, respectively, and derecognized a deferred rent liability and a corresponding lease incentive obligation of $0.4 million
and $0.2 million, respectively.  The Company did not record any cumulative effect adjustment to accumulated deficit as a
result of adopting this standard.  The Company also elected to adopt the practical expedients upon transition, which permit
companies to not reassess lease identification, classification, and initial direct costs under ASU 2016-02 for leases that
commenced prior to the effective date.
 
3. Cash, cash equivalents and restricted cash
 

The following table provides a reconciliation of cash, cash equivalents and restricted cash reported within the
condensed consolidated balance sheets that sum to the total of the same such amounts shown in the condensed consolidated
statements of cash flows (in thousands):
       

     
March 31,

2019     
December 31,

2018
Cash and cash equivalents  $ 91,525  $ 129,867
Restricted cash   741   741
Total cash, cash equivalents and restricted cash  $ 92,266  $ 130,608

 
Amounts included in restricted cash as of March 31, 2019 and December 31, 2018 represent cash received pursuant

to a Research Funding Agreement with Leukemia & Lymphoma Society, Inc. (LLS), which cash is restricted for future
expenditures for specific R&D studies in the amount of approximately $0.5 million, respectively.  Restricted cash also
includes cash held to collateralize outstanding letters of credit provided as a security deposit for the Company’s office space
located in Needham, Massachusetts, in the amount of approximately $0.2 million, respectively. Restricted cash related to the
LLS Research Funding Agreement is included in prepaid and other current assets, while restricted cash for letters of credit
are included in other assets on the consolidated balance sheets.

4. Fair value of financial instruments
 

The Company determines the fair value of its financial instruments based upon the fair value hierarchy, which
prioritizes valuation inputs based on the observable nature of those inputs. The fair value hierarchy applies only to the
valuation inputs used in determining the reported fair value of the investments and is not a measure of the investment credit
quality. The hierarchy defines three levels of valuation inputs:

 
Level 1 inputs Quoted prices in active markets for identical assets or liabilities that the Company can access at the

measurement date.
Level 2 inputs Inputs other than quoted prices included within Level 1 that are observable for the asset or liability, either

directly or indirectly.
Level 3 inputs Unobservable inputs that reflect the Company’s own assumptions about the assumptions market

participants would use in pricing the asset or liability.
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Items Measured at Fair Value on a Recurring Basis
 

The following table presents information about the Company’s financial instruments that are measured at fair value
on a recurring basis (in thousands):
              

                          
              
  March 31, 2019  
Description     Total     Level 1     Level 2     Level 3  
Financial assets              
Cash equivalents  $ 89,551  $ 86,809  $ 2,742  $  —  
Short-term investments   120,134    —   120,134    —  
Total financial assets  $ 209,685  $ 86,809  $ 122,876  $  —  
 
              

                 
           
  December 31, 2018  
Description  Total     Level 1     Level 2     Level 3  
Financial assets              
Cash equivalents  $ 127,689  $ 60,092  $ 67,597  $  —  
Short-term investments   119,786    —   119,786    —  
Total financial assets  $ 247,475  $ 60,092  $ 187,383  $  —  

 
The Company’s cash equivalents and short-term investments consist of U.S. Government money market funds,

corporate bonds and commercial paper of publicly traded companies. The investments and cash equivalents have been
initially valued at the transaction price and subsequently valued, at the end of each reporting period, utilizing third party
pricing services or other market observable data. The pricing services utilize industry standard valuation models, including
both income and market-based approaches and observable market inputs to determine value. These observable market inputs
include reportable trades, benchmark yields, credit spreads, broker/dealer quotes, bids, offers, current spot rates and other
industry and economic events. The Company validates the prices provided by third party pricing services by reviewing their
pricing methods and matrices, obtaining market values from other pricing sources, analyzing pricing data in certain instances
and confirming that the relevant markets are active. After completing its validation procedures, the Company did not adjust
or override any fair value measurements provided by the pricing services as of March 31, 2019 and December 31, 2018.

 
Fair Value of Financial Instruments

 
The fair value of the Company’s long-term debt is determined using a discounted cash flow analysis with current

applicable rates for similar instruments as of the condensed consolidated balance sheet dates. The carrying value of the
Company’s long-term debt, including the current portion, at March 31, 2019 and December 31, 2018 was approximately
$25.6 million and $25.2 million, respectively.  At March 31, 2019, the Company estimates that the fair value of its long-term
debt, including the current portion, was approximately $26.9 million. The fair value of the Company’s long-term debt was
determined using Level 3 inputs.

 
The fair value of the Company’s  5.00% Convertible Senior Notes due 2048 (the Notes) as of March 31, 2019 was

approximately $118.2 million, which differs from the carrying value of the Notes.  The fair value of the Notes was
determined using Level 2 inputs.
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5. Investments
 

Cash, cash equivalents, and short-term investments consist of the following (in thousands):
 

              

     March 31, 2019  
           Gross     Gross        
  Amortized Unrealized  Unrealized  Fair  
     Cost     Gains     Losses     Value  
Cash and cash equivalents:              

Cash and money market accounts  $ 88,783  $  —  $  —  $ 88,783  
Corporate bonds and commercial paper (due within 90 days)   2,742    —    —   2,742  

Total cash and cash equivalents  $ 91,525  $  —  $  —  $ 91,525  
Investments:              

Corporate bonds and commercial paper (due within 1 year)  $ 120,024  $ 110  $  —  $ 120,134  
Total investments  $ 120,024  $ 110  $  —  $ 120,134  
Total cash, cash equivalents and investments  $ 211,549  $ 110  $  —  $ 211,659  
 
 
              

     December 31, 2018  
           Gross     Gross        
  Amortized Unrealized Unrealized Fair  
     Cost     Gains     Losses     Value  
Cash and cash equivalents:              

Cash and money market accounts  $ 62,270  $  —  $  —  $ 62,270  
Corporate bonds and commercial paper (due within 90 days)   67,590  $  8  $ (1) $ 67,597  

Total cash and cash equivalents  $ 129,860  $  8  $ (1) $ 129,867  
Investments:              

Corporate bonds and commercial paper (due within 1 year)  $ 119,666  $ 132  $ (12) $ 119,786  
Total investments  $ 119,666  $ 132  $ (12) $ 119,786  
Total cash, cash equivalents and investments  $ 249,526  $ 140  $ (13) $ 249,653  
 

There were no realized gains or losses on investments for the three months ended March 31, 2019 or 2018,
respectively.  There were one and fourteen investments in an unrealized loss position as of March 31, 2019 and December 31,
2018, respectively. None of these investments had been in an unrealized loss position for more than 12 months as of March
31, 2019 and December 31, 2018, respectively. The fair value of these securities as of March 31, 2019 and December 31,
2018 was $1.1 million and $46.9 million, respectively, and the aggregate unrealized loss was immaterial.  The Company
considered the decline in the market value for these securities to be primarily attributable to current economic conditions. As
it was not more likely than not that the Company would be required to sell these securities before the recovery of their
amortized cost basis, which may be at maturity, the Company did not consider these investments to be other-than-temporarily
impaired as of March 31, 2019 and December 31, 2018, respectively.

6. Inventory
 

During the third quarter of 2018, the Company began capitalizing inventory costs for COPIKTRA manufactured in
preparation for its launch in the United States based on its evaluation of, among other factors, the status of the COPIKTRA
New Drug Application (NDA) in the United States and the ability of its third-party suppliers to successfully manufacture
commercial quantities of COPIKTRA, which provided the Company with reasonable assurance that the net realizable value
of the inventory would be recoverable.
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Inventory consists of the following (in thousands):
        

            

     
March 31,

2019     
December 31,

2018  
Raw materials  $  —  $  —  
Work in process   46   63  
Finished goods   260   264  
Total inventories  $ 306  $ 327  
 

Costs incurred prior to the quarter-ended September 30, 2018 to manufacture COPIKTRA were expensed as
operating expenses as incurred.

7. Intangible assets

The Company’s intangible assets consist of the following (in thousands):
       

            

     
March 31,

2019     
Estimated
useful life  

Acquired and in-licensed rights  $ 22,000  14 years  
Less: accumulated amortization   (815)   
Total intangible assets, net  $ 21,185    

Acquired and in-licensed rights as of March 31, 2019, consist of a $22.0 million milestone payment which became
payable upon the FDA marketing approval on September 24, 2018 pursuant to the amended and restated license agreement
with Infinity Pharmaceuticals, Inc. (Infinity).  The Company made the milestone payment of $22.0 million to Infinity in
November 2018.

The Company recorded approximately $0.4 million in amortization expense related to finite-lived intangible assets
during the three months ended March 31, 2019 using the straight-line methodology. Estimated future amortization expense
for finite-lived intangible assets as of March 31, 2019 is approximately $1.2 million for the remainder of 2019 and
approximately $1.6 million per year thereafter.

8. Accrued expenses
 

Accrued expenses consist of the following (in thousands):
        

            

     
March 31,

2019     
December 31,

2018  
Compensation and related benefits   3,334   8,749  
Contract research organization costs   7,652   6,682  
Commercialization costs   2,671   1,979  
Interest   4,479   1,786  
Consulting fees   607   494  
Professional fees   611   482  
Other   474   936  
Total accrued expenses  $ 19,828  $ 21,108  
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9. Product revenue reserves and allowances

As of March  31, 2019, the Company’s sole source of product revenue has been from sales of COPIKTRA in the
United States, which it began shipping to customers on September 25, 2018.  The following table summarizes activity in each
of the product revenue allowance and reserve categories for the three months ended March  31, 2019 (in thousands):
 
                 

     

Trade
discounts

and
allowances     

Third-Party
Payer

chargebacks,
discounts
and fees  

Government
rebates and

other
incentives  Returns     Total  

Beginning balance at December 31, 2018  $ 29  $ 88  $ 157  $  2  $ 276  
Provision related to sales in the current year   75   136   177    2   390  
Adjustments related to prior period sales    —    —   (32)   —   (32) 
Credits and payments made   (61)  (120)  (20)   —   (201) 

Ending balance at March 31, 2019  $ 43  $ 104  $ 282  $  4  $ 433  
Trade discounts and Third-Party Payer chargebacks and discounts are recorded as a reduction to accounts

receivable, net on the condensed consolidated balance sheets.  Trade allowances and Third-Party Payer fees, government
rebates, other incentives and returns are recorded as a component of accrued expenses on the condensed consolidated balance
sheets.
 
10. Leases
 

On April 15, 2014, the Company entered into a lease agreement for approximately 15,197 square feet of office and
laboratory space in Needham, Massachusetts. Effective February 15, 2018, the Company amended its lease agreement to
relocate within the facility to another location consisting of 27,810 square feet of office space (the Amended Lease
Agreement).  The Amended Lease Agreement extends the expiration date of the lease from September 2019 through May
2025.  Pursuant to the Amended Lease Agreement, the initial annual base rent amount is approximately $660,000, which
increases during the lease term to $1.1 million for the last twelve-month period.

The Company has accounted for its Needham, Massachusetts office space as an operating lease.  The Company’s
lease contains an option to renew and extend the lease terms and an option to terminate the lease prior to the expiration date.
The Company has not included the lease extension or the termination options within the right-of-use asset and lease liability
on the condensed consolidated balance sheets as neither option is reasonably certain to be exercised. The Company’s lease
includes variable non-lease components (e.g., common area maintenance, maintenance, consumables, etc.) that are not
included in the right-of-use asset and lease liability and are reflected as an expense in the period incurred.  The Company
does not have any other operating or finance leases.

In calculating the present value of future lease payments, the Company has elected to utilize its incremental
borrowing rate based on the remaining lease term at the date of adoption of ASC 842. The Company has elected to account
for lease components and associated non-lease components as a single lease component and has allocated all of the contract
consideration to the lease components only. This will potentially result in the initial and subsequent measurement of the
balances of the right-of-use asset and lease liability for leases being greater than if the policy election was not applied. 
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As of March 31, 2019, a right-of-use asset of $3.3 million and lease liability of $4.0 million are reflected on the
condensed consolidated balance sheets. The elements of lease expense were as follows (dollar amounts in thousands):
    

  Three months ended
  March 31, 2019
Lease Expense    

Operating lease expense  $ 222
Total Lease Expense  $ 222

Other Information - Operating Leases    
Operating cash flows paid for amounts included in measurement of lease liabilities  $ 165
Weighted average remaining lease term (in years)   6.2
Weighted average discount rate   14.6%

Maturity Analysis    
Remainder of 2019  $ 551
2020   971
2021   1,020
2022   1,041
2023   1,062
Thereafter   1,538

Total  $ 6,183
Less: Present value discount   (2,172)

Lease Liability  $ 4,011
 

The Company adopted ASU 2016-02 effective January 1, 2019 using the optional transition method permitted under
ASU 2018-11.  Accordingly, periods presented prior to January 1, 2019 were not restated to reflect the accounting principles
adopted under ASU 2016-02.  Prior to adoption, the Company recorded rent expense from its Needham office on a straight-
line basis over the term of the lease with the deferred rent obligation included in accrued expenses (current portion) and other
liabilities (noncurrent portion) in the condensed consolidated balance sheet as of December 31, 2018.  The Company
amortized any leasehold improvements over the lesser of the useful life of those improvements or the life of the lease.  For
the three months ended March 31, 2018, the Company recorded rent expense of $0.1 million.
 
11. Long-term debt
 

On March 21, 2017, the Company entered into a term loan facility of up to $25.0 million with Hercules Capital, Inc.
(Hercules). The term loan facility is governed by a loan and security agreement, dated March 21, 2017 (the Original Loan
Agreement), which was amended on January 4, 2018, March 6, 2018 and October 11, 2018 (the Amended Loan Agreement)
to increase the total borrowing limit under the Original Loan Agreement from up to $25.0 million to up to $50.0 million (the
Amended Term Loan), pursuant to certain conditions of funding.

As of March 31, 2019, the Company has borrowed a total of $25.0 million in term loans. The availability of the
remaining $25.0 million of borrowing capacity under the Amended Loan Agreement is subject to Hercules’ sole discretion
and may be drawn as term loans (each a Term F Loan Advance) in minimum increments of $5.0 million.  
 

The Amended Term Loan was originally due to mature on December 1, 2020 (Loan Maturity Date).  Each advance
accrues interest at a floating per annum rate equal to the greater of either (a) 10.5% or (b) the lesser of (i) 12.75% and (ii) the
sum of (x) 10.5% plus (y) (A) the prime rate minus (B) 4.5%.  The Amended Term Loan provided for interest-only payments
until May 1, 2019. Thereafter, amortization payments were to be payable monthly in twenty installments of principal and
interest (subject to recalculation upon a change in prime rates).

As of March 31, 2019, the Company has assessed all terms and features of the Amended Loan Agreement in order
to identify any potential embedded features that would require bifurcation or any beneficial conversion features. As part of
this analysis, the Company assessed the economic characteristics and risks of the Amended Loan Agreement, including put
and call features. The Company determined that all features of the Amended Loan Agreement were clearly
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and closely associated with a debt host and did not require bifurcation as a derivative liability, or the fair value of the feature
was immaterial to the Company’s condensed consolidated financial statements. The Company reassesses the features on a
quarterly basis to determine if they require separate accounting.  There have been no changes to the Company’s original
assessment through March 31, 2019.

On April 23, 2019 (the Amendment Date), the Company entered into the Fourth Amendment (the Amendment) to
the Loan and Security Agreement with Hercules. The Amendment amends the Amended Loan Agreement (together with the
Amendment, the 2019 Term Loan Agreement).  Per the terms of the Amendment, the Company may borrow up to an
aggregate of $75.0 million, of which $35.0 million was outstanding immediately as of the Amendment Date (2019 Term A
Loan) as a result of the existing outstanding principal of term loans of $25.0 million under the Amended Loan
Agreement being converted into the 2019 Term A Loan, and an additional $10.0 million being drawn on the Amendment
Date.  The remaining $40.0 million of borrowing capacity may be drawn in multiple tranches comprised of (i) a term loan in
an amount of up to $15.0 million upon the Company generating cumulative net product revenues (as defined in the 2019
Term Loan Agreement) of either (a) $37.5 million on or before April 30, 2020 or (b) $50.0 million on or before June 30,
2020 (2019 Term B Loan), and (ii) a term loan in an amount of up to $25.0 million available through December 31, 2021,
subject to Hercules’ approval and certain other conditions specified in the 2019 Term Loan Agreement  (the 2019 Term C
Loan, and together with the 2019 Term A Loan and 2019 Term B Loan, the 2019 Term Loan).

The 2019 Term Loan will mature on December 1, 2022 (2019 Term Loan Maturity Date). Each advance accrues
interest at a floating per annum rate equal to the greater of (a) 9.75% or (b) the lesser of (i) 12.00% and (ii) the sum of (x)
9.75% plus (y) (A) the prime rate minus (B) 5.50%. The 2019 Term Loan provides for interest-only payments until April 1,
2021, which may be extended to December 1, 2021 pursuant to the Company generating $40.0 million in net product revenue
on a trailing six-month basis on or prior to December 31, 2020 provided that no event of default has occurred.  Thereafter,
amortization payments will be payable monthly in equal installments of principal and interest (subject to recalculation upon a
change in prime rates). As such, all outstanding balances related to the Amended Term Loan have been classified as long-
term debt on the condensed consolidated Balance Sheet as of March 31, 2019.

The 2019 Term Loan is secured by a lien on substantially all of the assets of the Company, other than intellectual
property and contains customary covenants and representations, including a liquidity covenant, minimum net revenue
covenant, financial reporting covenant and limitations on dividends, indebtedness, collateral, investments, distributions,
transfers, mergers or acquisitions, taxes, corporate changes, deposit accounts, and subsidiaries.

On the Amendment Date, the Company was required to pay any outstanding accrued interest as well as the final
payment fee equal to 4.5% on the outstanding principal balance of the Amended Term Loan, or $1.1 million.  No prepayment
charges were due as a result of executing the Amendment or conversion of the existing term loans into 2019 Term A Loans.

The future principal payments under the 2019 Term Loan are as follows as of March  31, 2019 (in thousands):
    

2021  $ 14,234
2022   20,766
Total principal payments  $ 35,000
 

12. Convertible Senior Notes

On October 17, 2018, the Company closed a registered direct public offering of $150.0 million aggregate principal
amount of the Company’s  5.00% Convertible Senior Notes due 2048 (the Notes).  The Notes are governed by the terms of a
base indenture for senior debt securities (the Base Indenture), as supplemented by the first supplemental indenture thereto
(the Supplemental Indenture and together with the Base Indenture, the Indenture), each dated October 17, 2018, by and
between the Company and Wilmington Trust, National Association, as trustee. The Notes are senior unsecured obligations of
the Company and bear interest at a rate of 5.00% per annum, payable semi-annually in arrears
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on May 1 and November 1 of each year, beginning on May 1, 2019. The Notes will mature on November 1, 2048, unless
earlier repurchased, redeemed or converted in accordance with their terms.

The Notes are convertible into shares of the Company’s common stock, par value $0.0001 per share, together, if
applicable, with cash in lieu of any fractional share, at an initial conversion rate of 139.5771 shares of common stock per
$1,000 principal amount of the Notes, which corresponds to an initial conversion price of approximately $7.16 per share of
common stock and represents a conversion premium of approximately 15.0% above the last reported sale price of the
common stock of $6.23 per share on October 11, 2018.  Upon conversion, converting noteholders will be entitled to receive
accrued interest on their converted Notes.  The conversion rate is subject to adjustment from time to time upon the
occurrence of certain events, including, but not limited to, the issuance of stock dividends and payment of cash dividends, but
will not be adjusted for any accrued and unpaid interest.

The Indenture includes customary covenants and sets forth certain events of default after which the Notes may be
declared immediately due and payable and sets forth certain types of bankruptcy or insolvency events of default involving the
Company or certain of its subsidiaries after which the Notes become automatically due and payable.

The Company assessed all terms and features of the Notes in order to identify any potential embedded features that
would require bifurcation. As part of this analysis, the Company assessed the economic characteristics and risks of the Notes,
including the conversion, put and call features. The conversion feature was initially bifurcated as an embedded derivative but
subsequently qualified for a scope exception to derivative accounting upon the Company’s stockholders approving an
increase in the number of authorized shares of Common Stock.  The Company determined that all other features of the Notes
were clearly and closely associated with the debt host and did not require bifurcation as a derivative liability, or the fair value
of the feature was immaterial to the Company’s condensed consolidated financial statements. The Company reassesses the
features on a quarterly basis to determine if they require separate accounting.  There have been no changes to the Company’s
original assessment through March 31, 2019. 

13. Stock‑based compensation
 
Stock options
 

A summary of the Company’s stock option activity and related information for the three months ended March
31, 2019 is as follows:
            

                Weighted-average        
    Weighted-average  remaining  Aggregate  
    exercise price per  contractual term  intrinsic value  
     Shares     share     (years)     (in thousands)  
Outstanding at December 31, 2018  12,522,867  $ 5.42  7.8  $ 6,909  
Granted  2,231,806  $ 3.46       
Exercised  (46,803) $ 1.60       
Forfeited/cancelled  (530,632) $ 4.73       
Outstanding at March 31, 2019  14,177,238  $ 5.15  7.9  $ 4,715  
Vested at March 31, 2019  6,484,243  $ 5.82  6.5  $ 3,436  
Vested and expected to vest at March 31, 2019(1)  13,739,238  $ 5.17  7.9  $ 4,715  

(1) This represents the number of vested options as of March 31, 2019, plus the number of unvested options expected to
vest as of March 31, 2019.
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The fair value of each stock option granted during the three months ended March 31, 2019 and 2018 was estimated on
the grant date using the Black-Scholes option-pricing model using the following weighted-average assumptions:

 
       

  Three months ended March 31,
  2019  2018
Risk-free interest rate  2.56 %   2.38 %  
Volatility  83 %   81 %  
Dividend yield   —    —  
Expected term (years)  6.0   6.0  

 
During the first quarter of 2018, the Company granted stock options to purchase a total of 582,500 shares of

common stock to certain executives that vest only upon the achievement of specified performance conditions. The Company
determined that a number of the performance conditions are considered probable of achievement as of March 31, 2018, and
as a result recognized approximately $0.4 million of stock-based compensation expense during the three months ended
March 31, 2018 related to awards that vest upon the achievement of performance conditions.  No stock-based compensation
expense has been recognized during the three months ended March 31, 2019 related to awards that vest upon the achievement
of performance conditions

At March 31, 2019, there was $20.9 million of total unrecognized compensation cost related to unvested stock
options and the Company expects to recognize this cost over a remaining weighted-average period of approximately 3.46
years.

Restricted stock units (RSUs)
 

The Company awards RSUs to employees under its Amended and Restated 2012 Incentive Plan and its inducement
award program. Each RSU entitles the holder to receive one share of the Company’s common stock when the RSU vests. The
RSUs generally vest in either (i) four substantially equal installments on each of the first four anniversaries of the vesting
commencement date, or (ii) 100 percent on the first anniversary of the vesting commencement date, subject to the employee’s
continued employment with, or service to, the Company on such vesting date. Compensation expense is recognized on a
straight-line basis.

 
A summary of RSU activity during the three months ended March 31, 2019 is as follows:

 
        

      Shares     

Weighted-
average grant
date fair value

per share  
Outstanding at December 31, 2018   306,750  $ 5.24  
Granted   428,904  $ 3.43  
Vested   (36,439) $ 3.11  
Forfeited   (11,021) $ 3.35  
Outstanding at March 31, 2019   688,194  $ 4.25  

 
At March 31, 2019, there was approximately $2.3 million of total unrecognized compensation cost related to

unvested RSUs and the Company expects to recognize this cost over a remaining weighted-average period of approximately
2.96 years.

Employee stock purchase plan

At the Special Meeting of Stockholders, held on December 18, 2018, the stockholders approved the 2018 Employee
Stock Purchase Plan (2018 ESPP). The 2018 ESPP provides eligible employees with the opportunity, through regular payroll
deductions, to purchase shares of the Company’s common stock at 85% of the lesser of the fair market value of the common
stock (a) on the date the option is granted, which is the first day of the purchase period, and (b) on the exercise date, which is
the last business day of the purchase period. The 2018 ESPP generally allows for two six-month purchase periods per year
beginning in January and July, or such other periods as determined by the compensation
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committee of our board of directors. The initial purchase plan period commenced in February 2019.  The Company has
reserved 2,000,000 shares of common stock for the administration of the 2018 ESPP. The fair value of shares expected to be
purchased under the 2018 ESPP was calculated using the Black-Scholes model with the following assumptions:
    

  Three months ended March 31,
  2019
Risk-free interest rate  2.52 %  
Volatility  77 %  
Dividend yield   —  
Expected term (years)  0.5  
 

For the three months ended March 31, 2019, the Company has recognized $0.2 million of stock-based compensation
under the 2018 ESPP.  To date, there have been no purchases of the Company’s common stock under the plan.

14. Net loss per share
 

Basic net loss per common share is calculated by dividing net loss applicable to common stockholders by the
weighted-average number of common shares outstanding during the period.  Diluted net loss per common share is calculated
by increasing the denominator by the weighted-average number of additional shares that could have been outstanding from
securities convertible into common stock, such as stock options and restricted stock units (using the “treasury stock”
method), and the Notes (using the “if-converted” method), unless their effect on net loss per share is antidilutive. 

The following potentially dilutive securities were excluded from the calculation of diluted net loss per share for the
periods indicated because including them would have had an anti-dilutive effect:

 
      

  Three months ended March 31,  
     2019     2018  
Outstanding stock options  14,177,238  10,818,454  
Outstanding restricted stock units  688,194  166,250  
Convertible senior notes  20,936,548   —  
Total potentially dilutive securities  35,801,980  10,984,704  
 
 

15. License and collaboration agreements

Yakult Honsha Co., Ltd. (Yakult)

On June 5, 2018, the Company entered into a license and collaboration agreement with Yakult (the Yakult
Agreement), under which the Company granted exclusive rights to Yakult to develop and commercialize products containing
duvelisib in Japan for the treatment, prevention, palliation or diagnosis of all oncology indications in humans or
animals.  Under the terms of the Yakult Agreement, Yakult received an exclusive right to develop and commercialize
products containing duvelisib in Japan under mutually agreed upon development and commercialization plans at its own cost
and expense. Yakult also received certain limited manufacturing rights in the event that the Company is unable to
manufacture or supply sufficient quantities of duvelisib or products containing duvelisib to Yakult during the term of the
Yakult Agreement. The Company retained all rights to duvelisib outside of Japan. 

The Company is entitled to receive aggregate payments of up to $90.0 million if certain development, regulatory
and commercial milestones are successfully achieved. Yakult is obligated to pay the Company a double-digit royalty on net
sales of products containing duvelisib in Japan, subject to reduction in certain circumstances, and to fund certain global
development costs related to worldwide clinical trials conducted by the Company in which Yakult has
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opted to participate on a pro-rata basis. For the three months ended March 31, 2019, there have been no additional milestones
achieved under the Yakult Agreement.

Subsequently, on February 28, 2019, the Company entered into a supply agreement with Yakult (the Yakult Supply
Agreement), under which the Company agreed to provide Yakult with drug product for clinical and commercial use in
accordance with the Yakult Agreement. Under the terms of the Yakult Supply Agreement, the Company also granted to
Yakult a limited manufacturing license to fill, finish, package, and label the drug product solely for clinical and commercial
purposes in Japan. 

 
Unless earlier terminated by either party, the Yakult Agreement will expire upon the fulfillment of Yakult’s royalty

obligations to the Company for the sale of any products containing duvelisib in Japan, which royalty obligations expire, on a
product-by-product basis, upon the last to occur of (a) expiration of valid claims covering such product, (b) expiration of
regulatory exclusivity for such product or (c) 10 years from first commercial sale of such product. Yakult may terminate the
Yakult Agreement in its entirety at any time with 180 days’ written notice.  Either party may terminate the Yakult Agreement
in its entirety with 60 days’ written notice for the other party’s material breach if such party fails to cure the breach.  The
Company may terminate the Yakult Agreement if (i) Yakult fails to use commercially reasonable efforts to develop and
commercialize products containing duvelisib in Japan or (ii) Yakult challenges any patent licensed by the Company to Yakult
under the Yakult Agreement.  Either party may terminate the Yakult Agreement in its entirety upon certain insolvency events
involving the other party.

 
CSPC Pharmaceutical Group Limited (CSPC)

On September 25, 2018, the Company entered into a license and collaboration agreement with CSPC (the CSPC
Agreement), under which the Company granted exclusive rights to CSPC to develop and commercialize products containing
duvelisib in the People’s Republic of China (China), Hong Kong, Macau and Taiwan (each, a Region and collectively, the
CSPC Territory) for the treatment, prevention, palliation or diagnosis of all oncology indications in humans. 

Under the terms of the CSPC Agreement, CSPC received an exclusive right to develop and commercialize products
containing duvelisib in the CSPC Territory under mutually agreed upon development and commercialization plans at its own
cost and expense.  CSPC also received certain limited manufacturing rights in the event that the Company is unable to
manufacture or supply sufficient quantities of duvelisib or products containing duvelisib to CSPC during the term of the
CSPC Agreement. The Company retained all rights to duvelisib outside of the CSPC Territory.

The Company is entitled to receive aggregate payments of up to $160.0 million if certain development, regulatory
and commercial milestones are successfully achieved. CSPC is obligated to pay the Company a double-digit royalty on net
sales of products containing duvelisib in the CSPC Territory, subject to reduction in certain circumstances, and to fund
certain global development costs related to worldwide clinical trials conducted by the Company in which CSPC has opted to
participate on a pro-rata basis. For the three months ended March 31, 2019, there have been no additional milestones
achieved under the CSPC Agreement.

Unless earlier terminated by either party, the CSPC Agreement will expire upon the fulfillment of CSPC’s royalty
obligations to the Company for the sale of any products containing duvelisib in the CSPC Territory, which royalty obligations
expire, on a product-by-product basis, upon the last to occur, in each specific Region of (a) expiration of valid claims
covering such product, (b) expiration of regulatory exclusivity for such product or (c) 10 years from first commercial sale of
such product.  CSPC may terminate the CSPC Agreement in its entirety at any time with 180 days’ written notice.  Either
party may terminate the CSPC Agreement in its entirety with 60 days’ written notice for the other party’s material breach if
such party fails to cure the breach.    The Company may terminate the CSPC Agreement immediately if CSPC breaches its
non-compete obligations or any of its representations and warranties or covenants under the CSPC Agreement.  The
Company may also terminate the CSPC Agreement if (i) CSPC fails to use commercially reasonable efforts to develop and
commercialize products containing duvelisib in and Region or the CSPC Territory or (ii) CSPC challenges any patent
licensed by the Company to CSPC under the CSPC Agreement.  Either party may terminate the CSPC Agreement in its
entirety upon certain insolvency events involving the other party.
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16. Income taxes

The Company did not record a federal or state income tax provision or benefit for the three months ended March  31, 2019
and 2018, respectively, due to the expected loss before income taxes to be incurred for the years ended December 31, 2019
and 2018, as well as the Company’s continued maintenance of a full valuation allowance against its net deferred tax assets.

17. Commitments and contingencies

The Company has entered into a lease agreement for approximately 27,810 square feet of office space in Needham,
Massachusetts.  Please refer to Note 10 for further details regarding the minimum aggregate future lease commitments as of
March 31, 2019.  In conjunction with the execution of the Amended Lease Agreement, the Company has provided a security
deposit in the form of a letter of credit in the amount of $0.2 million as of March 31, 2019 and December 31, 2018.  The
amount is included in restricted cash on the condensed consolidated balance sheets as of March 31, 2019.

18. Subsequent events
 

The Company reviews all activity subsequent to the end of the quarter but prior to issuance of the condensed
consolidated financial statements for events that could require disclosure or that could impact the carrying value of assets or
liabilities as of the balance sheet date. The Company is not aware of any material subsequent events other than the execution
of the Fourth Amendment to the Loan and Security Agreement between the Company and Hercules, as disclosed in Note 11.
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Item 2.  Management’s Discussion and Analysis of Financial Condition and Results of Operations.
 

You should read the following discussion and analysis of our financial condition and results of operations together
with our condensed consolidated financial statements and related notes appearing elsewhere in this Quarterly Report on
Form 10‑Q. The following discussion contains forward‑looking statements that involve risks and uncertainties. Our actual
results and the timing of certain events could differ materially from those anticipated in these forward‑looking statements as
a result of certain factors, including those discussed below and elsewhere in this Quarterly Report on Form 10-Q and in our
Annual Report on Form 10-K for our fiscal year ended December 31, 2018.  Please also refer to the sections under headings
“Forward‑Looking Statements” and “Risk Factors” in this Quarterly Report on Form 10-Q and in our Annual Report on
Form 10-K for our fiscal year ended December 31, 2018.

OVERVIEW

We are a biopharmaceutical company focused on developing and commercializing medicines to improve the
survival and quality of life of cancer patients. Both our marketed product, COPIKTRA™ (duvelisib) capsules, and most
advanced product candidate, defactinib, utilize a multi-faceted approach designed to treat cancers originating either in the
blood or major organ systems. We are currently developing our product candidates in both preclinical and clinical studies as
potential therapies for certain cancers, including leukemia, lymphoma, lung cancer, mesothelioma, ovarian cancer and
pancreatic cancer. We believe that these compounds may be beneficial as therapeutics either as single agents or when used in
combination with immuno-oncology agents or other current and emerging standard of care treatments in aggressive cancers
that are poorly served by currently available therapies.

COPIKTRA is an oral inhibitor of phosphoinositide 3-kinase (PI3K), and the first approved dual inhibitor of PI3K-
delta and PI3K-gamma, two enzymes known to help support the growth and survival of malignant B-cells. PI3K signaling
may lead to the proliferation of malignant B-cells and is thought to play a role in the formation and maintenance of the
supportive tumor microenvironment.  COPIKTRA was approved by the U.S. Food & Drug Administration (FDA) on
September 24, 2018 and is now indicated for the treatment of adult patients with relapsed or refractory chronic lymphocytic
leukemia/small lymphocytic lymphoma (CLL/SLL) after at least two prior therapies and relapsed or refractory follicular
lymphoma (FL) after at least two prior systemic therapies. The indication in FL is approved under accelerated approval based
on overall response rate.  Continued approval for this FL indication may be contingent upon verification and description of
clinical benefits in confirmatory trials.

We are also developing duvelisib for the treatment of multiple types of cancer, the most advanced of which is
designed to treat patients with peripheral T-cell lymphoma (PTCL).  The development of duvelisib in PTCL has been
awarded Fast Track status by the FDA and a registration study is underway. During 2019, we plan to continue to further
develop duvelisib through the initiation of a confirmatory study of patients with FL and other sponsored trials. We also plan
to report interim data for several ongoing investigator sponsored studies (ISTs).

Our second product candidate, defactinib, is a targeted inhibitor of the Focal Adhesion Kinase (FAK) signaling
pathway. FAK is a non-receptor tyrosine kinase encoded by the Protein Tyrosine Kinase-2 (PTK-2) gene that is involved in
cellular adhesion and, in cancer, metastatic capability.  Similar to COPIKTRA, defactinib is delivered orally and designed to
be a potential therapy for patients to take at home under the advice of their physician. Defactinib is currently being
investigated in combination with immunotherapeutic and other agents through ISTs. During 2019, we plan to report results
from certain ongoing dose escalation combination studies involving this product.
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  Our operations to date have been organizing and staffing our company, business planning, raising capital,
identifying and acquiring potential product candidates,  undertaking preclinical studies and clinical trials for our product
candidates, and initiating U.S. commercial operations following the approval of COPIKTRA.   We have financed our
operations to date primarily through public offerings of our common stock, sales of common stock under our at-the-market
equity offering programs, our loan and security agreement executed with Hercules Capital, Inc. (Hercules) in March 2017, as
amended, the upfront payments under our license and collaboration agreements with Yakult and CSPC, and the issuance of
$150.0 million aggregate principal amount of Notes in October 2018.  With our U.S. commercial launch of COPIKTRA on
September 24, 2018, we have recently begun financing a portion of our operations through product revenue.

 
As of March  31, 2019, we had an accumulated deficit of $413.7 million. Our net loss was $38.1 million and

$21.1 million for the three months ended March  31, 2019 and 2018, respectively. We expect to incur significant expenses
and increasing operating losses for the foreseeable future as a result of our commercialization of COPIKTRA and the
continued research and development of all of our product candidates. We will need to generate significant revenues to
achieve profitability, and we may never do so.

 
CRITICAL ACCOUNTING POLICIES AND SIGNIFICANT JUDGMENTS AND ESTIMATES
 

We believe that several accounting policies are important to understanding our historical and future performance.
We refer to these policies as “critical” because these specific areas generally require us to make judgments and estimates
about matters that are uncertain at the time we make the estimate, and different estimates—which also would have been
reasonable—could have been used, which would have resulted in different financial results.

 
The critical accounting policies we identified in our most recent Annual Report on Form 10-K for the fiscal year

ended December 31, 2018 related to accrued research and development expenses, stock-based compensation, revenue
recognition, collaborative arrangements, accounts receivable, inventory and intangible assets. During the three months ended
March  31, 2019, there were no material changes to the significant accounting policies, except for the adoption of Accounting
Standards Codification (ASC) 842,  Leases, issued by the Financial Accounting Standards Board (the FASB), which is
detailed below. 
 
Revenue Recognition 

Under ASC 606, an entity recognizes revenue when its customer obtains control of promised goods or services, in
an amount that reflects the consideration which the entity expects to receive in exchange for those goods or services. To
determine revenue recognition for arrangements that an entity determines are within the scope of ASC 606, the entity
performs the following five steps: (i) identify the contract(s) with a customer; (ii) identify the performance obligations in the
contract; (iii) determine the transaction price; (iv) allocate the transaction price to the performance obligations in the contract;
and (v) recognize revenue when (or as) the entity satisfies a performance obligation. We only apply the five-step model to
contracts when it is probable that we will collect the consideration we are entitled to in exchange for the goods or services we
transfer to the customer. At contract inception, once the contract is determined to be within the scope of ASC 606, we assess
the goods or services promised within each contract and determine which goods or services are performance obligations, and
assess whether each promised good or service is distinct. We then recognize as revenue the amount of the transaction price
that is allocated to the respective performance obligation when (or as) the performance obligation is satisfied.

Product Revenue, Net – We sell COPIKTRA to a limited number of specialty pharmacies and specialty distributors
in the United States. These customers subsequently resell COPIKTRA either directly to patients, or to community hospitals
or oncology clinics with in-office dispensaries who in turn distribute COPIKTRA to patients. In addition to distribution
agreements with customers, we also enter into arrangements with (1) certain government agencies and various private
organizations (Third-Party Payers), which may provide for chargebacks or discounts with respect to the purchase of
COPIKTRA, and (2) Medicare and Medicaid, which may provide for certain rebates with respect to the purchase of
COPIKTRA.
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We recognize revenue on sales of COPIKTRA when a customer obtains control of the product, which occurs at a
point in time (typically upon delivery). Product revenues are recorded at the wholesale acquisition costs, net of applicable
reserves for variable consideration.  Components of variable consideration include trade discounts and allowances, Third-
Party Payer chargebacks and discounts, government rebates, other incentives, such as voluntary co-pay assistance, product
returns, and other allowances that are offered within contracts between us and customers, payors, and other indirect
customers relating to our sale of COPIKTRA. These reserves, as detailed below, are based on the amounts earned, or to be
claimed on the related sales, and are classified as reductions of accounts receivable or a current liability. These estimates take
into consideration a range of possible outcomes based upon relevant factors such as, customer contract terms, information
received from third-parties regarding the anticipated payor mix for COPIKTRA, known market events and trends, industry
data, and forecasted customer buying and payment patterns. Overall, these reserves reflect our best estimates of the amount
of consideration to which we are entitled with respect to sale made.

The amount of variable consideration which is included in the transaction price may be constrained and is included
in the net sales price only to the extent that it is probable that a significant reversal in the amount of the cumulative revenue
recognized under contracts will not occur in a future period. Our analyses contemplate the application of the constraint in
accordance with ASC 606.  For the three months ended March 31, 2019, we determined a material reversal of revenue would
not occur in a future period for the estimates detailed below and, therefore, the transaction price was not reduced further.
Actual amounts of consideration ultimately received may differ from our estimates. If actual results in the future vary from
our estimates, we will adjust these estimates, which would affect net product revenue and earnings in the period such
variances become known.

Trade Discounts and Allowances: We generally provide customers with invoice discounts on sales of COPIKTRA
for prompt payment, which are explicitly stated in our contracts and are recorded as a reduction of revenue in the period the
related product revenue is recognized. In addition, we compensate our specialty distributor customers for sales order
management, data, and distribution services. We have determined such services are not distinct from our sale of COPIKTRA
to the specialty distributor customers and, therefore, these payments have also been recorded as a reduction of revenue within
the condensed consolidated statements of operations and comprehensive loss through March 31, 2019.

Third-Party Payer Chargebacks, Discounts and Fees: We execute contracts with Third-Party Payers which allow for
eligible purchases of COPIKTRA at prices lower than the wholesale acquisition cost charged to customers who directly
purchase the product from us. In some cases, customers charge us for the difference between what they pay for COPIKTRA
and the ultimate selling price to the Third-Party Payers. These reserves are established in the same period that the related
revenue is recognized, resulting in a reduction of product revenue and accounts receivable, net. Chargeback amounts are
generally determined at the time of resale to the qualified Third-Party Payer by customers, and we generally issue credits for
such amounts within a few weeks of the customer’s notification to us of the resale. Reserves for chargebacks consist of
credits that we expect to issue for units that remain in the distribution channel inventories at the end of each reporting period
that we expect will be sold to Third-Party Payers, and chargebacks that customers have claimed, but for which we have not
yet issued a credit. In addition, we compensate certain Third-Party Payers for administrative services, such as account
management and data reporting.  These administrative service fees have also been recorded as a reduction of product revenue
within the condensed consolidated statements of operations and comprehensive loss through March 31, 2019.

Government Rebates: We are subject to discount obligations under state Medicaid programs and Medicare. These
reserves are recorded in the same period the related revenue is recognized, resulting in a reduction of product revenue and the
establishment of a current liability which is included in accrued expenses on the consolidated balance sheets. For Medicare,
we also estimate the number of patients in the prescription drug coverage gap for whom we will owe an additional liability
under the Medicare Part D program. Our liability for these rebates consists of invoices received for claims from prior quarters
that have not been paid or for which an invoice has not yet been received, estimates of claims for the current quarter, and
estimated future claims that will be made for product that has been recognized as revenue, but which remains in the
distribution channel inventories at the end of each reporting period.

Other Incentives: Other incentives which we offer include voluntary co-pay assistance programs, which are intended
to provide financial assistance to qualified commercially-insured patients with prescription drug co-payments
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required by payors. The calculation of the accrual for co-pay assistance is based on an estimate of claims and the cost per
claim that we expect to receive for product that has been recognized as revenue, but remains in the distribution channel
inventories at the end of each reporting period. The adjustments are recorded in the same period the related revenue is
recognized, resulting in a reduction of product revenue and the establishment of a current liability which is included as a
component of accrued expenses on the condensed consolidated balance sheets.

Product Returns: Consistent with industry practice, we generally offer customers a limited right of return for product
that has been purchased from us. We estimate the amount of our product sales that may be returned by our customers and
record this estimate as a reduction of revenue in the period the related product revenue is recognized. We estimate product
return liabilities using available industry data and our own sales information, including our visibility into the inventory
remaining in the distribution channel.

Subject to certain limitations, our return policy allows for eligible returns of COPIKTRA for credit under the
following circumstances:

· Receipt of damaged product;
· Shipment errors that were a result of an error by us;
· Expired product that is returned during the period beginning three months prior to the product’s expiration

and ending six months after the expiration date;
· Product subject to a recall; and
· Product that we, at our sole discretion, have specified can be returned for credit.

 
We have not received any returns to date.

If taxes should be collected from customers relating to product sales and remitted to governmental authorities, they
will be excluded from product revenue. We expense incremental costs of obtaining a contract when incurred, if the expected
amortization period of the asset that we would have recognized is one year or less. However, no such costs were incurred
during the three months ended March 31, 2019.

Exclusive Licenses of Intellectual Property - We may enter into collaboration and licensing arrangements for
research and development, manufacturing, and commercialization activities with collaboration partners for the development
and commercialization of our product candidates, which have components within the scope of ASC 606. The arrangements
generally contain multiple elements or deliverables, which may include (i) licenses, or options to obtain licenses, to our
intellectual property, (ii) research and development activities performed for the collaboration partner, (iii) participation on
joint steering committees, and (iv) the manufacturing of commercial, clinical or preclinical material. Payments pursuant to
these arrangements typically include non-refundable, upfront payments, milestone payments upon the achievement of
significant development events, research and development reimbursements, sales milestones, and royalties on product sales.
The amount of variable consideration is constrained until it is probable that the revenue is not at a significant risk of reversal
in a future period. The contracts into which we enter generally do not include significant financing components.

 
In determining the appropriate amount of revenue to be recognized as we fulfill our obligations under each of our

collaboration and license agreements, we perform the following steps: (i) identification of the promised goods or services in
the contract within the scope of ASC 606; (ii) determination of whether the promised goods or services are performance
obligations including whether they are distinct in the context of the contract; (iii) measurement of the transaction price,
including the constraint on variable consideration; (iv) allocation of the transaction price to the performance obligations; and
(v) recognition of revenue when (or as) we satisfy each performance obligation. As part of the accounting for these
arrangements, we must use significant judgment to determine: a) the number of performance obligations based on the
determination under step (ii) above; b) the transaction price under step (iii) above; c) the stand-alone selling price for each
performance obligation identified in the contract for the allocation of transaction price in step (iv) above; and d) the measure
of progress in step (v) above. We use judgment to determine whether milestones or other variable consideration, except for
royalties, should be included in the transaction price as described further below.
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If a license to our intellectual property is determined to be distinct from the other promises or performance
obligations identified in the arrangement, we recognize revenue from non-refundable, upfront fees allocated to the license
when the license is transferred to the customer and the customer is able to use and benefit from the license. In assessing
whether a promise or performance obligation is distinct from the other elements, we consider factors such as the research,
development, manufacturing and commercialization capabilities of the collaboration partner and the availability of its
associated expertise in the general marketplace. In addition, we consider whether the collaboration partner can benefit from a
promise for its intended purpose without the receipt of the remaining elements, whether the value of the promise is dependent
on the unsatisfied promise, whether there are other vendors that could provide the remaining promise, and whether it is
separately identifiable from the remaining promise. For licenses that are combined with other promises, we utilize judgment
to assess the nature of the combined performance obligation to determine whether the combined performance obligation is
satisfied over time or at a point in time and, if over time, the appropriate method of measuring progress for purposes of
recognizing revenue. We evaluate the measure of progress as of each reporting period and, if necessary, adjust the measure of
performance and related revenue recognition. The measure of progress, and thereby periods over which revenue should be
recognized, is subject to estimates by management and may change over the course of the arrangement. Such a change could
have a material impact on the amount of revenue we record in future periods.
 

Customer Options: If an arrangement is determined to contain customer options that allow the customer to acquire
additional goods or services such as research and development services or manufacturing services, the goods and services
underlying the customer options are not considered to be performance obligations at the inception of the arrangement; rather,
such goods and services are contingent on exercise of the option, and the associated option fees are not included in the
transaction price. We evaluate customer options for material rights or options to acquire additional goods or services for free
or at a discount. If a customer option is determined to represent a material right, the material right is recognized as a separate
performance obligation at the outset of the arrangement. We allocate the transaction price to material rights based on the
relative standalone selling price, which is determined based on the identified discount and the estimated probability that the
customer will exercise the option. Amounts allocated to a material right are not recognized as revenue until, at the earliest,
the option is exercised.
 

Milestone Payments: At the inception of each arrangement that includes milestone payments, we evaluate whether
the milestones are considered probable of being achieved and estimate the amount to be included in the transaction price
using the most likely amount method. If it is probable that a significant revenue reversal would not occur, the associated
milestone value is included in the transaction price. Milestone payments that are not within the control of us or the licensee,
such as regulatory approvals, are not considered probable of being achieved until those approvals are received. We evaluate
factors such as the scientific, clinical, regulatory, commercial, and other risks that must be overcome to achieve the respective
milestone in making this assessment. There is considerable judgment involved in determining whether it is probable that a
significant revenue reversal would not occur. At the end of each subsequent reporting period, we reevaluate the probability of
achievement of all milestones subject to constraint and, if necessary, adjust our estimate of the overall transaction price. Any
such adjustments are recorded on a cumulative catch-up basis, which would affect revenues and earnings in the period of
adjustment.
 

Royalties: For arrangements that include sales-based royalties, including milestone payments based on a level of
sales, and the license is deemed to be the predominant item to which the royalties relate, we recognize revenue at the later of
(i) when the related sales occur, or (ii) when the performance obligation to which some or all of the royalty has been
allocated has been satisfied (or partially satisfied). To date, we have not recognized any royalty revenue resulting from any of
our licensing arrangements.

 
Collaborative Arrangements: Contracts are considered to be collaborative arrangements when they satisfy the

following criteria defined in ASC 808, Collaborative Arrangements: (i) the parties to the contract must actively participate in
the joint operating activity and (ii) the joint operating activity must expose the parties to the possibility of significant risks
and rewards, based on whether or not the activity is successful. Payments received from or made to a partner that are the
result of a collaborative relationship with a partner, instead of a customer relationship, such as co-development activities, are
recorded as a reduction or increase to research and development expense, respectively.
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Accounts Receivable, Net

Accounts receivable, net primarily relates to amounts due from customers, net of applicable revenue reserves, or
from our license and collaboration partners. Accounts receivable are typically due within 31 days. We analyze accounts that
are past due for collectability and provide an allowance for receivables when collection becomes doubtful. Given the nature
and limited history of collectability of our accounts receivable, an allowance for doubtful accounts is not deemed necessary at
March 31, 2019.

 
Inventory

We capitalize inventories manufactured in preparation for initiating sales of a product candidate when the related
product candidate is considered to have a high likelihood of regulatory approval and the related costs are expected to be
recoverable through sales of the inventories. In determining whether or not to capitalize such inventories, we evaluate, among
other factors, information regarding the product candidate’s safety and efficacy, the status of regulatory submissions and
communications with regulatory authorities and the outlook for commercial sales, including the existence of current or
anticipated competitive drugs and the availability of reimbursement. In addition, we evaluate risks associated with
manufacturing the product candidate, including the ability of our third-party suppliers to complete the validation batches, and
the remaining shelf life of the inventories. Costs associated with manufacturing product candidates prior to satisfying the
inventory capitalization criteria are charged to research and development expense as incurred. 

 
We value our inventories at the lower of cost or estimated net realizable value. We determine the cost of our

inventories, which includes amounts related to materials and manufacturing overhead, on a first-in, first-out basis. We
perform an assessment of the recoverability of capitalized inventory during each reporting period, and we write down any
excess and obsolete inventories to their estimated realizable value in the period in which the impairment is first identified.
Such impairment charges, should they occur, are recorded within cost of product revenues. The determination of whether
inventory costs will be realizable requires estimates by management. If actual market conditions are less favorable than
projected by management, additional write-downs of inventory may be required which would be recorded as a cost of
product sales in the condensed consolidated statements of operations and comprehensive loss. 

 
Shipping and handling costs for product shipments are recorded as incurred in cost of product revenues along with

costs associated with manufacturing the product, and any inventory write-downs.
 
Intangible Assets

 
We record finite-lived intangible assets related to certain capitalized milestone payments at their fair value. These

assets are amortized over their remaining useful lives, which are estimated based on the shorter of the remaining underlying
patent life or the estimated useful life of the underlying product. Intangible assets are amortized using the economic
consumption method if anticipated future revenues can be reasonably estimated. The straight-line method is used when future
revenues cannot be reasonably estimated.

 
We assess our finite-lived intangible assets for impairment at least annually, or if indicators are present or changes in

circumstance suggest that impairment may exist. Events that could result in an impairment, or trigger an interim impairment
assessment, include the receipt of additional clinical or nonclinical data regarding one of our drug candidates or a potentially
competitive drug candidate, changes in the clinical development program for a drug candidate, or new information regarding
potential sales for the drug. If impairment indicators are present or changes in circumstance suggest that impairment may
exist, we perform a recoverability test by comparing the sum of the estimated undiscounted cash flows of each finite-lived
intangible asset to its carrying value on the condensed consolidated balance sheets. If the undiscounted cash flows used in the
recoverability test are less than the carrying value, we would determine the fair value of the finite-lived intangible asset and
recognize an impairment loss if the carrying value of the finite-lived intangible asset exceeds its fair value.
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Leases
 

 Effective January 1, 2019, we adopted ASC 842.  This standard requires lessees to recognize in the statement of
financial position a liability to make lease payments and a right-of-use asset representing its right to use the underlying asset
for the lease term for both finance and operating leases. 
 

At the inception of an arrangement, we determine whether the arrangement is or contains a lease based on the
unique facts and circumstances within the arrangement.  A lease is identified where an arrangement conveys the right to
control the use of identified property, plant, and equipment for a period of time in exchange for consideration.  Leases which
are identified within the scope of ASC 842 and which have a term greater than one year are recognized on our condensed
consolidated balance sheets as right-of-use assets, lease liabilities and, if applicable, long-term lease liabilities. We have
elected not to recognize leases with terms of one year or less on our condensed consolidated balance sheets. Operating lease
liabilities and their corresponding right-of-use assets are recorded based on the present value of lease payments over the
expected remaining lease term. However, certain adjustments to the right-of-use asset may be required for items such as
initial direct costs paid or incentives received. The interest rate implicit in lease contracts is typically not readily
determinable. As a result, we utilize our incremental borrowing rates to calculate the present value of lease
payments.  Incremental borrowing rates are the rates we incur to borrow on a collateralized basis over a similar term an
amount equal to the lease payments in a similar economic environment.
 

In accordance with ASC 842, components of a lease are split into three categories: lease components (e.g. land,
building, etc.), non-lease components (e.g. common area maintenance, maintenance, consumables, etc.), and non-components
(e.g. property taxes, insurance, etc.). The fixed and in-substance fixed contract consideration (including any related to non-
components) must be allocated based on fair values to the lease components and non-lease components. Although separation
of lease and non-lease components is required, certain practical expedients are available. Entities may elect the practical
expedient to not separate lease and non-lease components. Rather, they would account for each lease component and the
related non-lease component together as a single component. We have elected to account for the lease and non-lease
components of each of our operating leases as a single lease component and allocate all of the contract consideration to the
lease component only. The lease component results in an operating right-of-use asset being recorded on the condensed
consolidated balance sheets and amortized on a straight-line basis as lease expense.
 
RESULTS OF OPERATIONS
 
Comparison of the three months ended March  31, 2019 and 2018
 
            

  Three months ended March 31,

     2019     2018     Change     
%
Change

Revenue:            
Product revenue, net  $ 1,671  $  —  $ 1,671  100%

Total revenue   1,671    —   1,671  100%
Operating expenses:            

Costs of revenues, excluding amortization of acquired intangible assets   158    —   158  100%
Research and development   9,758   10,934   (1,176) -11%
Selling, general and administrative   26,033   9,827   16,206  165%
Amortization of acquired intangible assets   392    —   392  100%

Total operating expenses   36,341   20,761    15,580  75%
Loss from operations   (34,670)  (20,761)  (13,909) 67%
Interest income   1,497   191   1,306  684%
Interest expense   (4,929)  (480)  (4,449) 927%
Net loss  $ (38,102) $ (21,050) $ (17,052) 81%
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Product revenue, net.   Product revenue, net for the three months ended March 31, 2019 (2019 Quarter) was $1.7

million and consisted of net product sales of COPIKTRA in the United States.  We began commercial sales of COPIKTRA
within the United States in September 2018 following receipt of FDA marketing approval.  We had no product revenue
during the three months ended March 31, 2018 (2018 Quarter)
 

Costs of revenues, excluding amortization of acquired intangible assets.    Costs of revenues, excluding amortization
of acquired intangible assets (cost of revenues) of approximately $0.2 million for the 2019 Quarter, consisted of costs
associated with the manufacturing of COPIKTRA, royalties owed to Infinity Pharmaceuticals, Inc. (Infinity) on such sales,
and certain period costs. We expensed the manufacturing costs of COPIKTRA as operating expenses in the periods prior to
July 1, 2018.    In the third quarter of 2018, we began capitalizing inventory costs for COPIKTRA manufactured in
preparation for our launch in the United States based on our evaluation of, among other factors, the status of the COPIKTRA
New Drug Application (NDA) in the United States and the ability of our third-party suppliers to successfully manufacture
commercial quantities of COPIKTRA. Certain of the costs of COPIKTRA units recognized as revenue during the
2019 Quarter were expensed prior to the September 2018 FDA marketing approval and, therefore, are not included in cost of
sales during this period.    We expect cost of revenues to increase in relation to product revenues as we deplete these
inventories.    We had no costs of revenues during the 2018 Quarter.    

 
Research and development expense.  Research and development expense for the 2019 Quarter was $9.8 million

compared to $10.9  million for the 2018 Quarter. The $1.1 million decrease was primarily related to a decrease of $0.7
million in consulting costs and a decrease of $0.4 million in contract research organization (CRO) costs.

 
We allocate the expenses related to external research and development services, such as CROs, clinical sites,

manufacturing organizations and consultants by project.  We use our employee and infrastructure resources across multiple
research and development projects.  Our project costing methodology does not allocate personnel and other indirect costs to
specific clinical programs.    The following table summarizes our allocation of research and development expenses to our
clinical programs, including COPIKTRA and defactinib, for the 2019 Quarter and the 2018 Quarter.
        

     Three months ended March 31,  
     2019     2018  
  (in thousands)  
COPIKTRA  $ 4,715  $ 5,992  
Defactinib   853   440  
Unallocated and other research and development expense   3,770   4,054  
Unallocated stock-based compensation expense   420   448  
Total research and development expense  $ 9,758  $ 10,934  

 
The decrease in COPIKTRA related costs of $1.3 million for the 2019 Quarter as compared to the 2018 Quarter is

driven by a decrease of $0.9 million in consulting fees as a result of activities to file an NDA in the 2018 quarter and a
decrease of $1.1 million of CRO costs as a result of site closures in our DUO Phase 3 and DYNAMO Phase 2 studies
throughout 2018 and 2019 as patients continue to complete treatment, offset in part by an increase of $0.7 million of costs
related to our PRIMO Phase 2 study for the treatment of PTCL. Unallocated research and development expenses include $2.4
million and $2.5 million of personnel costs for the 2019 Quarter and the 2018 Quarter, respectively.

 
Selling, general and administrative expense.  Selling, general and administrative expense for the 2019 Quarter was

$26.0 million compared to $9.8 million for the 2018 Quarter. The increase of $16.2 million from the 2018 Quarter to the
2019 Quarter primarily resulted from increases in personnel related costs, including non-cash stock-based compensation, of
$8.7 million, primarily related to the hiring and staffing of our sales and commercial teams,  an increase in consulting and
professional fees of $5.9 million, primarily related to commercial operations following the approval of COPIKTRA in
September 2018, and an increase in travel and other costs of $1.6 million.

 
Amortization of acquired intangible assets.    Amortization of acquired intangible assets for the 2019 Quarter of

approximately $0.4 million was related to the COPIKTRA finite-lived intangible asset which we recognized and began
amortizing in September 2018.  There was no amortization of acquired intangible assets in the 2018 Quarter.
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Interest income.  Interest income for the 2019 Quarter was $1.5 million compared to $0.2 million for the 2018
Quarter.  The increase of $1.3 million was primarily due to higher investment cost basis and higher interest rates on
investments.

 
Interest expense. Interest expense for the 2019 Quarter was $4.9 million compared to $0.5 million for the

2018 Quarter.  The increase of $4.4 million was due to a higher principal balance and higher interest rates on our loan and
security agreement with Hercules, the acceleration of interest expense related to the end of term fee as a result of the
Hercules LSA refinancing, and the issuance of the Notes in October 2018.

LIQUIDITY AND CAPITAL RESOURCES
 
Sources of liquidity
 

We have financed our operations to date primarily through public offerings of our common stock, sales of common
stock under our at-the market equity offering programs, our loan and security agreement executed with Hercules in March
2017, as amended, the upfront payments under our license and collaboration agreements with Yakult and CSPC and the
issuance of $150.0 million aggregate principal amount of Notes in October 2018.  With the commercial launch of
COPIKTRA in the United States in September 2018, we have recently begun financing a portion of our operations through
product revenue.  In April 2019, we entered into the 2019 Term Loan Agreement with Hercules in which we received an
additional $10.0 million under the 2019 Term Loan.

 
As of March  31, 2019, we had $211.7 million in cash, cash equivalents and short-term investments.    We primarily

invest our cash, cash equivalents and short-term investments in U.S. Government money market funds and corporate bonds
and commercial paper of publicly traded companies. We expect our existing cash, cash equivalents and short-term
investments will be sufficient to fund our obligations for at least the next twelve months from the date of filing of this
Quarterly Report on Form 10-Q.
 

COPIKTRA is our only approved product and our business currently depends heavily on its successful
commercialization. Successful commercialization of an approved product is an expensive and uncertain process. Risks and
uncertainties include those identified under Item 1A. Risk Factors, in our Annual Report on Form 10-K for the year ended
December 31, 2018 as filed with the SEC on March 12, 2019 and in any subsequent filings with the SEC. 

 
Cash flows
 

The following table sets forth the primary sources and uses of cash for the 2019 Quarter and the 2018 Quarter (in
thousands):
       

  Three months ended March 31,
  2019  2018
Net cash (used in) provided by:                   

Operating activities  $ (38,780) $ (22,454)
Investing activities   363   4,435
Financing activities   75   299

Increase in cash, cash equivalents and restricted cash  $ (38,342) $ (17,720)
 
Operating activities.  The use of cash in both periods resulted primarily from our net losses adjusted for non-cash

charges and changes in the components of working capital.  The $16.3 million increase in cash used in operating activities for
the 2019 Quarter compared to the 2018 Quarter was primarily due to an increase in selling, general, and administrative
expenses related to the hiring and staffing of our sales and commercial teams related to the post-launch commercial
operations supporting COPIKTRA.

 
Investing activities.  The cash provided by investing activities for the 2019 Quarter relates to the net maturities of

investments of $0.4 million. The cash provided by investing activities for the 2018 Quarter reflects the net maturities of
investments of $4.5 million, partially offset by net purchases of property, plant, and equipment of $0.1 million.
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Financing activities.  The cash provided by financing activities for the 2019 Quarter primarily represents $0.1
million of proceeds received related to stock option exercises. The cash provided by financing activities for the 2018 Quarter
primarily represents $0.6 million in net proceeds received under our at-the-market equity offering program (ATM), offset by
the payment of approximately $0.3 million of issuance costs related to our financing in December 2017.

 
In March 2017, we terminated the ATM established in December 2013 and established a new ATM pursuant to

which we were able to offer and sell up to $35.0 million of our common stock at then current market prices from time to time
through Cantor Fitzgerald & Co. (Cantor), as sales agent. In August 2017, we amended our sales agreement with Cantor to
increase the maximum aggregate offering price of shares of common stock that can be sold under the ATM to $75.0 million. 

 
During the three months ended March 31, 2019, there were no sales under the ATM. During the three months ended

March 31, 2018, we sold 167,065 shares under this program for net proceeds of approximately $0.6 million (after deducting
commissions and other offering expenses). Through March 31, 2019, we have sold a total of 11,518,354 shares under this
program for net proceeds of approximately $47.3 million (after deducting commissions and other offering expenses).

 
On March 21, 2017, we entered into a term loan facility of up to $25.0 million with Hercules. The term loan facility

is governed by a loan and security agreement, dated March 21, 2017 (the Original Loan Agreement), which was amended on
January 4, 2018, March 6, 2018 and October 11, 2018 (the Amended Loan Agreement) to increase the total borrowing limit
under the Original Loan Agreement from up to $25.0 million to up to $50.0 million (the Amended Term Loan), pursuant to
certain conditions of funding.  As of March 31, 2019, we have borrowed a total of $25.0 million in term loans.

 
On April 23, 2019 (the Amendment Date), we entered into the Fourth Amendment (the Amendment) to the Loan

and Security Agreement with Hercules. The Amendment amends the Amended Loan Agreement (together with the
Amendment, the 2019 Term Loan Agreement).  Per the terms of the Amendment, we may borrow up to an aggregate of $75.0
million, of which $35.0 million was outstanding immediately as of the Amendment Date (2019 Term A Loan) as a result of
the existing outstanding principal of term loans of $25.0 million under the Amended Loan Agreement being converted into
the 2019 Term A Loan, and an additional $10.0 million being drawn on the Amendment Date.  The remaining $40.0 million
of borrowing capacity may be drawn in multiple tranches comprised of (i) a term loan in an amount of up to $15.0 million
upon us generating cumulative net product revenues (as defined in the 2019 Term Loan Agreement) of either (a) $37.5
million on or before April 30, 2020 or (b) $50.0 million on or before June 30, 2020 (2019 Term B Loan), and (ii) a term loan
in an amount of up to $25.0 million available through December 31, 2021, subject to Hercules’ approval and certain other
conditions specified in the 2019 Term Loan Agreement (the 2019 Term C Loan, and together with the 2019 Term A Loan and
2019 Term B Loan, the 2019 Term Loan).

 
The 2019 Term Loan will mature on December 1, 2022 (2019 Term Loan Maturity Date). Each advance accrues

interest at a floating per annum rate equal to the greater of (a) 9.75% or (b) the lesser of (i) 12.00% and (ii) the sum of (x)
9.75% plus (y) (A) the prime rate minus (B) 5.50%. The 2019 Term Loan provides for interest-only payments until April 1,
2021, which may be extended to December 1, 2021 pursuant to us generating $40.0 million in net product revenue on a
trailing six-month basis on or prior to December 31, 2020 provided that no event of default has occurred.  Thereafter,
amortization payments will be payable monthly in equal installments of principal and interest (subject to recalculation upon a
change in prime rates).

 
The 2019 Term Loan is secured by a lien on substantially all of our assets, other than intellectual property and

contains customary covenants and representations, including a liquidity covenant, minimum net revenue covenant, financial
reporting covenant and limitations on dividends, indebtedness, collateral, investments, distributions, transfers, mergers or
acquisitions, taxes, corporate changes, deposit accounts, and subsidiaries.

 
On the Amendment Date, we were required to pay any outstanding accrued interest as well as the final payment fee

equal to 4.5% on the outstanding principal balance of the Amended Term Loan, or $1.1 million.  No prepayment
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charges were due as a result of executing the Amendment or conversion of the existing term loans into 2019 Term A Loans.
 

License and collaboration agreements

Yakult
 
On June 5, 2018, we entered into a license and collaboration agreement with Yakult (the Yakult Agreement), under

which we granted exclusive rights to Yakult to develop and commercialize products containing duvelisib in Japan for the
treatment, prevention, palliation or diagnosis of all oncology indications in humans or animals.  Under the terms of the Yakult
Agreement, Yakult received an exclusive right to develop and commercialize products containing duvelisib in Japan under
mutually agreed upon development and commercialization plans at its own cost and expense. Yakult also received certain
limited manufacturing rights in the event that we are unable to manufacture or supply sufficient quantities of duvelisib or
products containing duvelisib to Yakult during the term of the Yakult Agreement. We retained all rights to duvelisib outside
of Japan.

Subsequently, on February 28, 2019, we entered into a supply agreement with Yakult (the Yakult Supply
Agreement), under which we agreed to provide Yakult with drug product for clinical and commercial use in accordance with
the Yakult Agreement. Under the terms of the Yakult Supply Agreement, we also granted to Yakult a limited manufacturing
license to fill, finish, package, and label the drug product solely for clinical and commercial purposes in Japan.

Unless earlier terminated by either party, the Yakult Agreement will expire upon the fulfillment of Yakult’s royalty
obligations to us for the sale of any products containing duvelisib in Japan, which royalty obligations expire, on a product-
by-product basis, upon the last to occur of (a) expiration of valid claims covering such product, (b) expiration of regulatory
exclusivity for such product or (c) 10 years from first commercial sale of such product. Yakult may terminate the Yakult
Agreement in its entirety at any time with 180 days’ written notice.  Either party may terminate the Yakult Agreement in its
entirety with 60 days’ written notice for the other party’s material breach if such party fails to cure the breach.  We may
terminate the Yakult Agreement if (i) Yakult fails to use commercially reasonable efforts to develop and commercialize
products containing duvelisib in Japan or (ii) Yakult challenges any patent licensed by us to Yakult under the Yakult
Agreement.  Either party may terminate the Yakult Agreement in its entirety upon certain insolvency events involving the
other party.

CSPC
 

On September 25, 2018, we entered into a license and collaboration agreement with CSPC (the CSPC Agreement),
under which we granted exclusive rights to CSPC to develop and commercialize products containing duvelisib in the
People’s Republic of China (China), Hong Kong, Macau and Taiwan (each, a Region and collectively, the CSPC Territory)
for the treatment, prevention, palliation or diagnosis of all oncology indications in humans.  Under the terms of the CSPC
Agreement, CSPC received an exclusive right to develop and commercialize products containing duvelisib in the CSPC
Territory under mutually agreed upon development and commercialization plans at its own cost and expense.  CSPC also
received certain limited manufacturing rights in the event that we are unable to manufacture or supply sufficient quantities of
duvelisib or products containing duvelisib to CSPC during the term of the CSPC Agreement. We retained all rights to
duvelisib outside of the CSPC Territory.
 

Unless earlier terminated by either party, the CSPC Agreement will expire upon the fulfillment of CSPC’s royalty
obligations to us for the sale of any products containing duvelisib in the CSPC Territory, which royalty obligations expire, on
a product-by-product basis, upon the last to occur, in each specific Region of (a) expiration of valid claims covering such
product, (b) expiration of regulatory exclusivity for such product or (c) 10 years from first commercial sale of such
product.  CSPC may terminate the CSPC Agreement in its entirety at any time with 180 days’ written notice.  Either party
may terminate the CSPC Agreement in its entirety with 60 days’ written notice for the other party’s material breach if such
party fails to cure the breach.  We may terminate the CSPC Agreement immediately if CSPC breaches its non-compete
obligations or any of its representations and warranties or covenants under the CSPC Agreement.    We may also terminate
the CSPC Agreement if (i) CSPC fails to use commercially reasonable efforts to
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develop and commercialize products containing duvelisib in the CSPC Territory or (ii) CSPC challenges any patent licensed
by us to CSPC under the CSPC Agreement.  Either party may terminate the CSPC Agreement in its entirety upon certain
insolvency events involving the other party.

Funding requirements

We expect to continue to incur significant expenses and operating losses for the foreseeable future. We anticipate
that our expenses and operating losses will increase substantially if and as we:

· commercialize COPIKTRA;
· continue our ongoing clinical trials, including with COPIKTRA and defactinib;
· initiate additional clinical trials for our product candidates;
· maintain, expand and protect our intellectual property portfolio;
· acquire or in-license other products and technologies;
· hire additional clinical, development and scientific personnel;
· add operational, financial and management information systems and personnel, including personnel to support

our product development and commercialization efforts; and
· establish and maintain a sales, marketing and distribution infrastructure to commercialize COPIKTRA or any

products for which we may obtain marketing approval.

We expect our existing cash, cash equivalents and short-term investments will be sufficient to fund our obligations
for at least the next twelve months from the date of filing of this Quarterly Report on Form 10-Q. We have based this
estimate on assumptions that may prove to be wrong and we could use our available capital resources sooner than we
currently expect. Because of the numerous risks and uncertainties associated with the development and commercialization of
our product candidates, and the extent to which we may enter into collaborations with third parties for development and
commercialization of our product candidates, we are unable to estimate the amounts of increased capital outlays and
operating expenses associated with completing the development of our current product candidates. Our future capital
requirements will depend on many factors, including:

· the costs and timing of commercialization activities for COPIKTRA and the product candidates for which we
expect to receive marketing approval; 

· the scope, progress and results of our ongoing and potential future clinical trials; 
· the extent to which we acquire or in-license other product candidates and technologies; 
· the costs, timing and outcome of regulatory review of our product candidates (including our efforts to seek

approval and fund the preparation and filing of regulatory submissions); 
· revenue received from commercial sales of COPIKTRA and our product candidates, should any of our other

product candidates also receive marketing approval; 
· the costs of preparing, filing and prosecuting patent applications, maintaining and enforcing our intellectual

property rights and defending intellectual property related claims; and
· our ability to establish collaborations or partnerships on favorable terms, if at all.

Until such time, if ever, as we can generate substantial product revenues, we expect to finance our cash needs
through a combination of equity offerings, debt financings, collaborations, strategic alliances and licensing arrangements. To
the extent that we raise additional capital through the sale of equity or convertible debt securities, the ownership interest of
our existing stockholders will be diluted, and the terms of these securities may include liquidation or other preferences that
adversely affect the rights of our existing stockholders. Debt financing, if available, may involve agreements that include
covenants limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital
expenditures or declaring dividends. If we raise additional funds through collaborations, strategic alliances or licensing
arrangements with third parties, we may have to relinquish valuable rights to our technologies, future revenue streams,
research programs or product candidates or grant licenses on terms that may not be favorable to us. If we are unable to raise
additional funds through equity or debt financings when needed, we may be
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required to delay, limit, reduce or terminate our product development or commercialization efforts or grant rights to develop
and market product candidates that we would otherwise prefer to develop and market ourselves.
 
CONTRACTUAL OBLIGATIONS AND COMMITMENTS
 

The disclosure of our contractual obligations and commitments was reported in our Annual Report on Form 10-K
for the year ended December 31, 2018. There have not been any material changes from the contractual obligations and
commitments previously disclosed in such report,  other than our entering into the Fourth Amendment to the Loan and
Security Agreement with Hercules Capital, Inc. This change is more fully described in “Liquidity and Capital Resources” and
Note 11, Long-Term Debt in this Quarterly Report on Form 10-Q.
 
OFF-BALANCE SHEET ARRANGEMENTS
 

We did not have during the periods presented, and we do not currently have, any off-balance sheet arrangements, as
defined under SEC rules.
 
Item 3.  Quantitative and Qualitative Disclosures About Market Risk.
 

We are exposed to market risk related to changes in interest rates. We had cash, cash equivalents and short-term
investments of $211.7 million as of March 31, 2019, consisting of cash, U.S. Government money market funds, corporate
bonds and commercial paper of publicly traded companies.  Our primary exposure to market risk is interest rate sensitivity,
which is affected by changes in the general level of U.S. interest rates, particularly because most of our investments are
interest bearing. Our available for sale securities are subject to interest rate risk and will fall in value if market interest rates
increase. Due to the short-term duration of our investment portfolio and the low risk profile of our investments, an immediate
100 basis point change in interest rates would not have a material effect on the fair market value of our portfolio.

We contract with CROs and contract manufacturers globally which may be denominated in foreign currencies. We
may be subject to fluctuations in foreign currency rates in connection with these agreements. Transactions denominated in
currencies other than the functional currency are recorded based on exchange rates at the time such transactions arise. As of
March  31, 2019, an immaterial amount of our total liabilities was denominated in currencies other than the functional
currency.

As of March  31, 2019, we have borrowed $25.0 million under the Amended Loan Agreement. The Amended Loan
Agreement bears interest per annum equal to the greater of either (a) 10.5% or (b) the lesser of (i) 12.75% and (ii) the sum of
(x) 10.5% plus (y) (A) the prime rate minus (B) 4.5%.  On April 22, 2019, we entered into the 2019 Term Loan Agreement,
under which we have borrowed $35.0 million, inclusive of the original $25.0 million borrowed under the Amended Term
Loan Agreement.  The 2019 Term Loan Agreement bears interest per annum equal to the greater of either (a) 9.75% or (b)
the lesser of (i) 12.00% and (ii) the sum of (x) 9.75% plus (y) (A) the prime rate minus (B) 5.50%. Changes in interest rates
can cause interest charges to fluctuate under the Amended Loan Agreement. A 10% increase in current interest rates would
have resulted in an immaterial increase in the amount of cash interest expense for the three months ended March  31, 2019.

 
The Notes bear interest at a fixed rate and therefore have minimal exposure to changes in interest rates; however,

because these interest rates are fixed, we may be paying a higher interest rate, relative to market, in the future if our credit
rating improves or other circumstances change.
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Item 4.  Controls and Procedures.
 
Evaluation of disclosure controls and procedures
 

Our management, with the participation of our Chief Executive Officer and our Chief Financial Officer, evaluated
the effectiveness of our disclosure controls and procedures as of March  31, 2019. The term “disclosure controls and
procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under the Exchange Act of 1934 (Exchange Act), means controls
and other procedures of a company that are designed to ensure that information required to be disclosed by a company in the
reports that it files or submits under the Exchange Act is recorded, processed, summarized and reported, within the time
periods specified in the SEC’s rules and forms. Management recognizes that any controls and procedures, no matter how well
designed and operated, can provide only reasonable assurance of achieving their objectives and management necessarily
applies its judgment in evaluating the cost-benefit relationship of possible controls and procedures. Based on the evaluation
of our disclosure controls and procedures as of March  31, 2019, our Chief Executive Officer and our Chief Financial Officer
concluded that, as of such date, our disclosure controls and procedures were effective at the reasonable assurance level.
 
Changes in internal control over financial reporting
 

There have been no changes in our internal control over financial reporting during the three months ended March
31, 2019 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.
 

None.
 
Item 1A.  Risk Factors.
 

You should carefully review and consider the information regarding certain factors that could materially affect our
business, financial condition or future results set forth under Item 1A. (Risk Factors) in our Annual Report on Form 10-K for
the fiscal year ended December 31, 2018 as filed with the SEC on March 12, 2019. There have been no material changes
from the risk factors disclosed in our Annual Report on Form 10-K for the fiscal year ended December 31, 2018, although we
may disclose changes to such risk factors or disclose additional risk factors from time to time in our future filings with the
SEC. 
 
Item 2.  Unregistered Sales of Equity Securities and Use of Proceeds.
 
RECENT SALES OF UNREGISTERED SECURITIES
 

None.
 
PURCHASE OF EQUITY SECURITIES
 

We did not purchase any of our equity securities during the period covered by this Quarterly Report on Form 10-Q.
 
Item 3.  Defaults Upon Senior Securities.
 

None.
 
Item 4.  Mine Safety Disclosures.
 

None.
 
Item 5.  Other Information.
 

The following disclosure is provided in accordance with and in satisfaction of the requirements of Item 2.02
“Results of Operations and Financial Condition” of Form 8-K:
 

On May 9, 2019, Verastem, Inc. announced its financial results for the quarter ended March  31, 2019 and
commented on certain corporate accomplishments and plans. The full text of the press release issued in connection with the
announcement is furnished as Exhibit 99.1 hereto.

 
The following disclosure is provided in accordance with and in satisfaction of the requirement of Item 5.02

“Departure of Directors or Certain Officers; Election of Directors; Appointment of Certain Officers; Compensatory
Arrangements of Certain Officers” of Form 8-K:

 
On May 9, 2019, Joseph Lobacki resigned as Chief Commercial Officer of the Company to pursue other

professional opportunities. Mr. Lobacki intends to continue as Chief Commercial Officer of the Company until the Company
identifies and appoints a successor.
 

The information furnished in Item 5 (including Exhibit 99.1) shall not be deemed “filed” for purposes of Section 18
of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section, nor
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shall it be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, except as expressly
set forth by specific reference in such a filing.
 
Item 6.  Exhibits.
 

The exhibits filed as part of this Quarterly Report on Form 10-Q are set forth on the Exhibit Index, which
Exhibit Index is incorporated herein by reference.

42

 



Table of Contents

EXHIBIT INDEX
 

10.1 Amendment No. 4 to the Loan and Security Agreement, as amended, with Hercules Capital, Inc., as
administrative agent, and the Lenders from time to time party thereto (incorporated by reference to Exhibit
10.1 to Form 8-K filed by the Registrant on April 23, 2019)

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

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

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

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

99.1* Press Release issued by Verastem, Inc. on May 9, 2019.
101.INS* XBRL Instance Document

101.SCH* XBRL Taxonomy Extension Schema Document
101.CAL* XBRL Taxonomy Extension Calculation Linkbase Document
101.DEF* XBRL Taxonomy Extension Definition Linkbase Document
101.LAB* XBRL Taxonomy Extension Label Linkbase Document
101.PRE* XBRL Taxonomy Extension Presentation Linkbase Document

* Filed or furnished herewith.

† Confidential treatment requested under 17 C.F.R. §200.80(c) and Rule 24b‑2. The confidential portions of this exhibit
have been omitted and are marked accordingly. The confidential portions have been provided separately to the SEC
pursuant to the confidential treatment request.

43

 

http://www.sec.gov/Archives/edgar/data/1526119/000155837019003178/ex-10d1.htm


Table of Contents

SIGNATURES
 

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be
signed on its behalf by the undersigned thereunto duly authorized.
 
 VERASTEM, INC.
 
Date: May 9, 2019 By: /s/ ROBERT FORRESTER
   
  Robert Forrester
  President and Chief Executive Officer
  (Principal executive officer)
   
Date: May 9, 2019 By: /s/ ROBERT GAGNON
   
  Robert Gagnon
  Chief Financial Officer
  (Principal financial and accounting officer)
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Exhibit 31.1
 

CERTIFICATIONS
 
I, Robert Forrester, certify that:
 

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

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

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

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

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

 
b)  Designed such internal control over financial reporting, or caused such internal control over

financial reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of
financial reporting and the preparation of financial statements for external purposes in accordance with generally
accepted accounting principles;

 
c)  Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in

this report our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the
period covered by this report based on such evaluation; and

 
d)  Disclosed in this report any change in the registrant’s internal control over financial reporting that

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

 
5.  The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of

internal control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of
directors (or persons performing the equivalent functions):
 

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

 
b)  Any fraud, whether or not material, that involves management or other employees who have a

significant role in the registrant’s internal control over financial reporting.
 
 /s/ ROBERT FORRESTER
  
 Robert Forrester
 President and Chief Executive Officer
 
Date: May 9, 2019
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Exhibit 31.2
 

CERTIFICATIONS
 
I, Robert Gagnon, certify that:
 

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

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

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

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

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

 
b)  Designed such internal control over financial reporting, or caused such internal control over

financial reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of
financial reporting and the preparation of financial statements for external purposes in accordance with generally
accepted accounting principles;

 
c)  Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in

this report our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the
period covered by this report based on such evaluation; and

 
d)  Disclosed in this report any change in the registrant’s internal control over financial reporting that

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

 
5.  The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of

internal control over financial reporting, to the registrant’s auditors and the audit committee of the registrant’s board of
directors (or persons performing the equivalent functions):
 

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

 
b)  Any fraud, whether or not material, that involves management or other employees who have a

significant role in the registrant’s internal control over financial reporting.
 
OO

 /s/ ROBERT GAGNON
  
 Robert Gagnon
 Chief Financial Officer
 
Date: May 9, 2019
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Exhibit 32.1
 

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

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report on Form 10-Q of Verastem, Inc. (the “Company”) for the period ended
March 31, 2019, as filed with the Securities and Exchange Commission on the date hereof (the “Report”), the undersigned,
Robert Forrester, President and Chief Executive Officer of the Company, hereby certifies, pursuant to 18 U.S.C.
Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to his knowledge:
 

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

 
(2) the information contained in the Report fairly presents, in all material respects, the financial condition and

results of operations of the Company.
 
 /s/ ROBERT FORRESTER
  
 Robert Forrester
 President and Chief Executive Officer
 
Date: May 9, 2019
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Exhibit 32.2
 

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

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report on Form 10-Q of Verastem, Inc. (the “Company”) for the period ended
March  31, 2019 as filed with the Securities and Exchange Commission on the date hereof (the “Report”), the undersigned,
Robert Gagnon,  Chief Financial Officer of the Company, hereby certifies, pursuant to 18 U.S.C. Section 1350, as adopted
pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to his knowledge:
 

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

 
(2) the information contained in the Report fairly presents, in all material respects, the financial condition and

results of operations of the Company.
 

  
/s/ ROBERT GAGNON

  
 Robert Gagnon
 Chief Financial Officer
 
Date: May 9, 2019
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Verastem Oncology Reports  First Quarter 2019 Financial Results
 

Company Reports $1.7 Million in Net Product Revenues from COPIKTRA™; Issues Product Revenue
Guidance for 2019

 
Cash, Cash Equivalents and Short-Term Investments of $211.7 Million as of March 31, 2019

 
Company to Host Conference Call Today at 4:30 PM ET

 
BOSTON, MA – May 9, 2019  – Verastem, Inc. (Nasdaq: VSTM), operating as Verastem Oncology, (or “the
Company”), focused on developing and commercializing medicines seeking to improve the survival and quality
of life of cancer patients, today reported financial results for the three months ended March 31, 2019.

“We are now into the second full quarter of the COPIKTRA launch and sales were up approximately 38%
compared to the prior quarter,” said Robert Forrester, President and Chief Executive Officer of Verastem
Oncology.  “We have also made substantial progress securing broader reimbursement for our product, with over
92% of targeted health plans now listing and providing reimbursement for COPIKTRA.    We continue to receive
positive feedback from physicians using COPIKTRA for the treatment of patients with relapsed or refractory
chronic lymphocytic leukemia/small lymphocytic lymphoma (CLL/SLL) after at least two prior therapies or
follicular lymphoma (FL) after at least two prior systemic therapies.”

“The commercial team has been diligently working to enhance physician and advocacy group awareness of
COPIKTRA, and to overcome certain historical misperceptions concerning the PI3K class.  We believe the
groundwork we have laid over the past several months will have an increasingly positive impact through 2019
and into next year.    In parallel, we continue to advance duvelisib in additional lines of therapy, both as a
monotherapy and in combination, as well as in additional indications like peripheral T-cell lymphoma (PTCL) for
which preliminary data are expected by the end of this year,” concluded Mr. Forrester.

Key First Quarter 2019 and Recent Accomplishments:

COPIKTRA (duvelisib)

· Launched COPIKTRA in FL – In mid-March 2019, upon completion of the required 120-day waiting period
following receipt of accelerated approval from the FDA, the Company launched its physician education and
marketing campaign for COPIKTRA for the treatment of patients with FL after at least two prior systemic
therapies.  Accelerated approval in FL was based on overall response rate and continued approval may be
contingent upon confirmatory trials, the first of which is expected to start in 2019.

 
 

 



 
 
· Presented COPIKTRA Data at the 23  Annual International Congress on Hematologic Malignancies (ICHM) – The

Company presented four COPIKTRA abstracts at ICHM 2019, including an abstract highlighting Phase 3 DUO data in
patients with relapsed or refractory CLL/SLL who have progressed following two prior lines of the therapy.  This is the
same indication for which COPIKTRA received approval from the FDA in September 2018.  In this analysis,
COPIKTRA demonstrated progression-free survival (PFS) of 16.4 months and an ORR of 78%, with a manageable
safety profile. The remaining three abstracts featured data from a long-term (>2 years) efficacy and safety analysis, the
Phase 3 DUO crossover extension study, and prognostic and immune-related factors associated with response to
duvelisib from the Phase 2 DYNAMO™ study in indolent non-Hodgkin’s lymphoma (iNHL). Collectively, the data
presented at ICHM 2019 continue to support the use of COPIKTRA in its approved indications of relapsed or refractory
CLL/SLL after at least two prior therapies and FL after at least two prior systemic therapies. PDF copies of all of the
ICHM 2019 poster presentations are available here.

· Phase 2 DYNAMO Study Results Published in the Journal of Clinical Oncology – In February 2019, results of the
Phase 2 DYNAMO™ study, which evaluated COPIKTRA in patients with indolent non-Hodgkin lymphoma (iNHL)
who were refractory to both rituximab and chemotherapy or radioimmunotherapy, was published online in the peer-
reviewed Journal of Clinical Oncology.  The full manuscript, titled “DYNAMO: A Phase II Study of Duvelisib (IPI-145)
in Patients with Refractory Indolent Non-Hodgkin Lymphoma,” (Flinn, et al. DOI: 10.1200/JCO.18.00915) can be
accessed at www.ascopubs.org. 

· Continued Commercialization of COPIKTRA in the United States – Verastem Oncology launched COPIKTRA, an oral
inhibitor of phosphoinositide 3-kinase (PI3K), and the first approved dual inhibitor of PI3K-delta and PI3K-gamma, in
the United States following FDA approval for the treatment of adult patients with relapsed or refractory CLL/SLL after
at least two prior therapies.  COPIKTRA also received accelerated approval for the treatment of adult patients with
relapsed or refractory FL after at least two prior systemic therapies.

COPIKTRA contains a BOXED WARNING for fatal and/or serious toxicities including infections, diarrhea or colitis,
cutaneous reactions, and pneumonitis. Verastem Oncology has implemented a Risk Evaluation and Mitigation Strategy
to provide appropriate dosing and safety information to better support physicians in managing their patients on
COPIKTRA.
 
Additionally, use of COPIKTRA is associated with other adverse reactions which may also require dose reduction,
treatment delay or discontinuation of COPIKTRA.
 
Please see www.COPIKTRAHCP.com/prescribinginformation for full Prescribing Information including BOXED
WARNING and Select Important Safety Information provided below.
 

Corporate and Financial
 
· Chief Commercial Officer Joseph Lobacki to Step Down in 2019 – Joseph Lobacki, Chief Commercial Officer of

Verastem Oncology will be stepping down from the Company in 2019 to pursue other professional opportunities,
including Board of Director roles.  Mr. Lobacki intends to continue in his role until the Company identifies and appoints
a successor.  During this transition, Brian Stuglik, RPh, a member of the Company’s Board of Directors and the former
Chief Marketing Officer of Lilly Oncology, will provide strategic oversight and advisory support for the commercial
organization.
 

 
 

 

rd



 
 
· Amended Hercules Loan Facility – In April 2019, the Company announced an amendment to its existing Loan and

Security Agreement with Hercules Capital, Inc., changing key terms of the agreement, including a lower overall interest
rate and an extended principal repayment timeline.  The amendment also increases the borrowing limit from $50 million
to $75 million in financing.

 
First Quarter 2019 Financial Results 
 
Net product revenue for the 2019 Quarter was $1.7 million, which reflects the second full quarter of recorded
sales for COPIKTRA.  The Company did not have any product revenue for the 2018 Quarter as the FDA
approved COPIKTRA on September 24, 2018.
 
Research and development (R&D) expense for the 2019 Quarter was $9.8 million, compared to $10.9 million for
the 2018 Quarter.  The decrease of $1.1 million, or 11%, was primarily related to a decrease in consulting fees as
a result of activities to file a New Drug Application for COPIKTRA in the 2018 Quarter and lower R&D costs
associated with the development of COPIKTRA as a result of site closures in the Company’s Phase 3 DUO and
Phase 2 DYNAMO studies throughout 2018 and 2019 as patients continue to complete treatment.  All of these
lower costs were partially offset by an increase in costs related to the Phase 2 PRIMO study for the treatment of
patients with relapsed or refractory PTCL.
 
Selling, general and administrative expense for the 2019 Quarter was $26.0 million, compared to $9.8 million for
the 2018 Quarter.  The increase of $16.2 million, or 165%, was primarily due to higher personnel and related
costs, as well as promotional and consulting costs in support of the launch of COPIKTRA.
 
Net loss for the three months ended March 31, 2019 (2019 Quarter) was $38.1 million, or $0.52 per share (basic
and diluted), as compared to $21.1 million, or $0.41 per share (basic and diluted), for the three months ended
March 31, 2018 (2018 Quarter).  In addition, net loss includes non-cash stock-based compensation expense of
$2.2 million and $1.3 million for the 2019 and 2018 Quarters, respectively.
 
As of March 31, 2019, Verastem Oncology had cash, cash equivalents and short-term investments of $211.7
million.
 
Financial Outlook
 
For 2019, the Company expects net product revenue from sales of COPIKTRA to be in the range of $10-12
million,  based on product revenue to date, current run rates and near-term expectations.
 
Conference Call and Webcast Information

The Verastem Oncology management team will host a conference call and webcast today, Thursday,  May 9,
2019, at 4:30 PM (ET).  The call can be accessed by dialing (877)  341-5660 (U.S. and Canada) or (315)  625-
3226 (international), five minutes prior to the start of the call and providing the passcode 7199457.  

The live, listen-only webcast of the conference call can be accessed by visiting the investors section of the
Company's website at www.verastem.com.  A replay of the webcast will be archived on the Company's website
for 90 days following the call.

 

 

 
 

 



 
 
About Chronic Lymphocytic Leukemia/Small Lymphocytic Lymphoma

Chronic lymphocytic leukemia (CLL) and small lymphocytic lymphoma (SLL) are cancers that affect
lymphocytes and are essentially the same disease, with the only difference being the location where the cancer
primarily occurs. When most of the cancer cells are located in the bloodstream and the bone marrow, the disease
is referred to as CLL, although the lymph nodes and spleen are often involved. When the cancer cells are located
mostly in the lymph nodes, the disease is called SLL. The symptoms of CLL/SLL include a tender, swollen
abdomen and feeling full even after eating only a small amount. Other symptoms can include fatigue, shortness of
breath, anemia, bruising easily, night sweats, weight loss, and frequent infections. However, many patients with
CLL/SLL will live for years without symptoms.  In 2018, there were approximately 200,000 patients in the
United States affected by CLL/SLL with nearly 20,000 new diagnoses. While there are therapies currently
available, real-world data reveals that a significant number of patients either relapse following treatment, become
refractory to current agents, or are unable to tolerate treatment, representing a significant medical need. The
potential of additional oral agents, particularly as a monotherapy that can be used in the general community
physician’s armamentarium, may hold significant value in the treatment of patients with CLL/SLL. 

About Follicular Lymphoma

Follicular lymphoma (FL) is typically a slow-growing or indolent form of non-Hodgkin lymphoma (NHL) that
arises from B-lymphocytes, making it a B-cell lymphoma.  In 2018, this lymphoma subtype accounted for 20 to
30 percent of all NHL cases, with more than 140,000 people in the United States with FL and more than 13,000
newly diagnosed patients. Common symptoms of FL include enlargement of the lymph nodes in the neck,
underarms, abdomen, or groin, as well as fatigue, shortness of breath, night sweats, and weight loss. Often,
patients with FL have no obvious symptoms of the disease at diagnosis. Follicular lymphoma is usually not
considered to be curable, but more of a chronic disease, with patients living for many years with this form of
lymphoma. The potential of additional oral agents, particularly as a monotherapy that can be used in the general
community physician’s armamentarium, may hold significant value in the treatment of patients with FL.

About Peripheral T-Cell Lymphoma

Peripheral T-cell lymphoma (PTCL) is a rare, aggressive type of non-Hodgkin lymphoma (NHL) that develops in
mature white blood cells called “T cells” and “natural killer (NK) cells”  which circulate with the lymphatic
system.  PTCL accounts for between 10-15% of all non-Hodgkin lymphomas (NHLs) and generally affects
people aged 60 years and older.  Although there are many different subtypes of peripheral T-cell lymphoma, they
often present in a similar way, with widespread, enlarged, painless lymph nodes in the neck, armpit or groin.
There is currently no established standard of care for patients with relapsed or refractory disease.  

About COPIKTRA™ (duvelisib)

COPIKTRA is an oral inhibitor of phosphoinositide 3-kinase (PI3K), and the first approved dual inhibitor of
PI3K-delta and PI3K-gamma, two enzymes known to help support the growth and survival of malignant B-cells.
PI3K signaling may lead to the proliferation of malignant B-cells and is thought to play a role in the formation
and maintenance of the supportive tumor microenvironment.  COPIKTRA is indicated for the treatment of adult
patients with relapsed or refractory chronic lymphocytic leukemia/small lymphocytic lymphoma (CLL/SLL) after
at least two prior therapies and relapsed or refractory follicular lymphoma (FL) after at least two prior systemic
therapies. COPIKTRA is also being developed by Verastem Oncology for the treatment of peripheral
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T-cell lymphoma (PTCL), for which it has received Fast Track status, and is being investigated in combination
with other agents through investigator-sponsored studies.  For more information on COPIKTRA, please visit
www.COPIKTRA.com. Information about duvelisib clinical trials can be found on www.clinicaltrials.gov.

About Verastem Oncology

Verastem Oncology (Nasdaq: VSTM) is a commercial biopharmaceutical company committed to the development
and commercialization of medicines to improve the lives of patients diagnosed with cancer. We are driven by the
strength, tenacity and courage of those battling cancer – single-minded in our resolve to deliver new therapies that
not only keep cancer at bay, but improve the lives of patients diagnosed with cancer. Because for us, it’s personal.

Our first FDA approved product is now available for the treatment of patients with certain types of indolent non-
Hodgkin’s lymphoma (iNHL). Our pipeline comprises product candidates that seek to treat cancer by modulating
the local tumor microenvironment. For more information, please visit www.verastem.com.

COPIKTRA™ (duvelisib)  – Select Important Safety Information
 
WARNING: FATAL AND SERIOUS TOXICITIES: INFECTIONS, DIARRHEA OR COLITIS,
CUTANEOUS REACTIONS, and PNEUMONITIS
See full prescribing information for complete boxed warning.
 
" Fatal and/or serious infections occurred in 31% of COPIKTRA-treated patients. Monitor for signs and

symptoms of infection. Withhold COPIKTRA if infection is suspected.

" Fatal and/or serious diarrhea or colitis occurred in 18% of COPIKTRA-treated patients. Monitor for the
development of severe diarrhea or colitis. Withhold COPIKTRA.

" Fatal and/or serious cutaneous reactions occurred in 5% of COPIKTRA-treated patients. Withhold
COPIKTRA.

" Fatal and/or serious pneumonitis occurred in 5% of COPIKTRA-treated patients. Monitor for pulmonary
symptoms and interstitial infiltrates. Withhold COPIKTRA.

WARNINGS AND PRECAUTIONS
 
" Hepatotoxicity: Monitor hepatic function.

" Neutropenia: Monitor blood counts.

" Embryo-Fetal toxicity: COPIKTRA can cause fetal harm. Advise patients of potential risk to a fetus and
to use effective contraception.

ADVERSE REACTIONS: The most common adverse reactions (> 20%) are diarrhea or colitis, neutropenia,
rash, fatigue, pyrexia, cough, nausea, upper respiratory infection, pneumonia, musculoskeletal pain, and anemia.
 
To report SUSPECTED ADVERSE REACTIONS, contact Verastem, Inc. (Verastem) at 877-7RXVSTM or 1-
877-779-8786, or U.S. Food and Drug Administration (FDA) at 1-800-FDA-1088 or www.fda.gov/medwatch.
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DRUG INTERACTIONS

" CYP3A inducers: Avoid co-administration with strong CYP3A inducers.

" CYP3A inhibitors: Monitor for COPIKTRA toxicities when co-administered with strong or moderate
CYP3A inhibitors. Reduce COPIKTRA dose to 15 mg twice daily when co-administered with strong
CYP3A4 inhibitors.

" CYP3A substrates: Monitor for signs of toxicities when co-administering COPIKTRA with sensitive
CYP3A substrates.

See full Prescribing Information, including Boxed Warning, at www.COPIKTRA.com
 
Forward looking statements notice

This press release and the commentary in the conference call to be held today each include forward-looking
statements about Verastem Oncology’s strategy, future plans and prospects, including statements regarding the
development and activity of Verastem Oncology’s lead product COPIKTRA, and Verastem Oncology’s PI3K
program generally, its commercialization of COPIKTRA, the potential commercial success of COPIKTRA,
including financial guidance and patient population estimates, the anticipated adoption of COPIKTRA by patients
and physicians, the structure of its planned and pending clinical trials and the timeline and indications for clinical
development, regulatory submissions and commercialization activities. The words "anticipate," "believe,"
"estimate," "expect," "intend," "may," "plan," "predict," "project," "target," "potential," "will," "would," "could,"
"should," "continue," and similar expressions are intended to identify forward-looking statements, although not all
forward-looking statements contain these identifying words. Each forward-looking statement is subject to risks
and uncertainties that could cause actual results to differ materially from those expressed or implied in such
statement.

Applicable risks and uncertainties include the risks and uncertainties, among other things, regarding: the
commercial success of COPIKTRA in the United States; physician and patient adoption of COPIKTRA,
including those related to the safety and efficacy of COPIKTRA; the uncertainties inherent in research and
development of COPIKTRA, such as negative or unexpected results of clinical trials; whether and when any
applications for COPIKTRA may be filed with regulatory authorities in any other jurisdictions; whether and when
regulatory authorities in any other jurisdictions may approve any such other applications that may be filed for
COPIKTRA, which will depend on the assessment by such regulatory authorities of the benefit-risk profile
suggested by the totality of the efficacy and safety information submitted and, if approved, whether COPIKTRA
will be commercially successful in such jurisdictions; our ability to obtain, maintain and enforce patent and other
intellectual property protection for COPIKTRA and our other product candidates; the scope, timing, and outcome
of any legal proceedings; decisions by regulatory authorities regarding labeling and other matters that could affect
the availability or commercial potential of COPIKTRA; the fact that regulatory authorities in the U.S. or other
jurisdictions, if approved, could withdraw approval; whether preclinical testing of our product candidates and
preliminary or interim data from clinical trials will be predictive of the results or success of ongoing or later
clinical trials; that the timing, scope and rate of reimbursement for our product candidates is uncertain; that third-
party payors (including government agencies) may not reimburse for COPIKTRA; that there may be competitive
developments affecting our product candidates; that data may not be available when expected; that enrollment of
clinical trials may take longer than expected; that COPIKTRA or our other product candidates will cause
unexpected safety events, experience manufacturing or supply interruptions or failures, or result in unmanageable
safety profiles as compared to their levels of efficacy; that

 
 

 



 
 
COPIKTRA will be ineffective at treating patients with lymphoid malignancies; that we will be unable to
successfully initiate or complete the clinical development and eventual commercialization of our product
candidates; that the development and commercialization of our product candidates will take longer or cost more
than planned; that we may not have sufficient cash to fund our contemplated operations; that we, CSPC
Pharmaceutical Group, Yakult Honsha Co., Ltd. or Infinity Pharmaceuticals, Inc. will fail to fully perform under
the duvelisib license agreements; that we may be unable to make additional draws under our debt facility or
obtain adequate financing in the future through product licensing, co-promotional arrangements, public or private
equity, debt financing or otherwise; that we will not pursue or submit regulatory filings for our product
candidates, including for duvelisib in patients with chronic lymphocytic leukemia/small lymphocytic lymphoma
(CLL/SLL) or indolent non-Hodgkin lymphoma (iNHL) in other jurisdictions; and that our product candidates
will not receive regulatory approval, become commercially successful products, or result in new treatment options
being offered to patients.

Other risks and uncertainties include those identified under the heading "Risk Factors" in the Company’s  Annual
Report on Form 10-K for the year ended December 31, 2018 as filed with the SEC on March 12, 2019 and in any
subsequent filings with the SEC. The forward-looking statements contained in this press release reflect Verastem
Oncology’s views as of the date hereof, and the Company does not assume and specifically disclaims any
obligation to update any forward-looking statements whether as a result of new information, future events or
otherwise, except as required by law.
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Verastem, Inc.
Condensed Consolidated Balance Sheets

(in thousands)
 
 
     March 31,     December 31,  
  2019  2018  
       
Cash, cash equivalents and investments  $ 211,659  $ 249,653  
Accounts receivable, net   558   306  
Inventory   306   327  
Prepaid expenses and other current assets   4,073   2,973  
Property and equipment, net   1,256   1,369  
Intangible assets, net   21,185   21,577  
Other assets    4,328   1,031  
Total assets  $ 243,365  $ 277,236  
        
Current Liabilities  $  28,624  $ 37,077  
Long-term debt   24,814   19,506  
Convertible senior notes   97,159   95,231  
Other liabilities    4,308   1,123  
Stockholders’ equity    88,460   124,299  
Total liabilities and stockholders’ equity  $ 243,365  $ 277,236  
 

 
 

 



 
 

Verastem, Inc.
Unaudited Condensed Consolidated Statements of Operations

(in thousands, except per share amounts)
 

 
  Three months ended March 31,
     2019     2018
Revenue:       
Product revenue, net  $ 1,671  $  —
Total revenue   1,671    —
Operating expenses:       
Costs of revenues, excluding amortization of acquired intangible assets   158    —
Research and development   9,758   10,934
Selling, general and administrative   26,033   9,827
Amortization of acquired intangible assets   392    —
Total operating expenses  36,341  20,761
Loss from operations   (34,670)  (20,761)
Interest income   1,497   191
Interest expense   (4,929)  (480)
Net loss  $ (38,102) $ (21,050)
Net loss per share—basic and diluted  $ (0.52) $ (0.41)
       
Weighted average common shares outstanding used in computing net
loss per share—basic and diluted   73,854   50,835
 

 

 
 


