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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549
______________________________________________________

FORM 10-Q
______________________________________________________

ý
1934

QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
For the quarterly period ended June 30, 2016
or

o
1934

TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
Commission File Number: 001-35921
______________________________________________________

MIRATI THERAPEUTICS, INC.
(Exact Name of Registrant as Specified in Its Charter)
______________________________________________________
Delaware

46-2693615

(State of Incorporation)

(I.R.S. Employer
Identification No.)

9393 Towne Centre Drive, Suite 200
San Diego, California

92121

(Address of Principal Executive Offices)

(Zip Code)

(858) 332-3410
(Registrant’s Telephone Number, Including Area Code)
______________________________________________________
Indicate by check mark whether the registrant: (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934
during the preceding 12 months (or such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for
the past 90 days. Yes S No o
Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required to
be submitted and posted pursuant to Rule 405 of Regulation S-T during the preceding 12 months (or for such shorter period that the registrant was required to
submit and post such files). Yes S No o
Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See the
definitions of “large accelerated filer”, “accelerated filer” and “smaller reporting company” in Rule 12b-2 of the Securities Exchange Act of 1934.
Large accelerated filer

¨

Non-accelerated filer

¨

(Do not check if a smaller reporting company)

Accelerated filer

x

Smaller reporting company

¨

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). Yes ¨

No x

Total shares of common stock outstanding as of the close of business on August 1, 2016:
Class

Number of Shares Outstanding

Common Stock, $0.001 par value

19,924,005
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PART I. FINANCIAL INFORMATION
ITEM 1.

Financial Statements
MIRATI THERAPEUTICS, INC.
CONDENSED CONSOLIDATED BALANCE SHEETS
(In thousands, except for share and per share amounts)
June 30, 2016

December 31, 2015

(Unaudited)

ASSETS
Current assets
Cash and cash equivalents

$

Short-term investments

24,542

$

66,771

49,493
72,834

Other current assets

1,726

3,075

Total current assets

93,039

125,402

Property and equipment, net
Other long-term assets
Total assets

558

614

2,396

2,001

$

95,993

$

128,017

$

13,790

$

9,798

LIABILITIES AND STOCKHOLDERS’ EQUITY
Current liabilities
Accounts payable and accrued liabilities
Total current liabilities

13,790

Other liability
Total liabilities

9,798

24

43

13,814

9,841

—

—

Stockholders’ equity
Preferred stock, $0.001 par value, 10,000,000 shares authorized; none issued and outstanding at both June 30,
2016 and December 31, 2015
Common stock, $0.001 par value; 100,000,000 shares authorized; 19,924,005 and 19,282,935 issued and
outstanding at June 30, 2016 and December 31, 2015, respectively
Additional paid-in capital
Accumulated other comprehensive income
Accumulated deficit
Total stockholders’ equity
$

Total liabilities and stockholders’ equity
See accompanying notes
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20

19

423,149

415,232

9,618

9,558

(350,608)

(306,633)

82,179

118,176

95,993

$

128,017
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MIRATI THERAPEUTICS, INC.
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS AND COMPREHENSIVE LOSS
(Unaudited, in thousands, except for share and per share amounts)

Three Months Ended June 30,
2016

Six Months Ended June 30,

2015

2016

2015

Expenses
Research and development

$

18,441

General and administrative
Total operating expenses
Loss from operations
Other income, net

$

$

36,429

$

19,483

3,786

4,240

7,916

8,019

15,516

44,345

27,502

(22,227)

(15,516)

(44,345)

(27,502)

(22,061)

Unrealized gain (loss) on available-for-sale investments

$

22,227
166

Net loss

11,276

70
$

33

(15,446)

370
$

(9)

(43,975)

116
$

60

(27,386)
(4)

Comprehensive loss

$

(22,028)

$

(15,455)

$

(43,915)

$

(27,390)

Basic and diluted net loss per share

$

(1.11)

$

(0.95)

$

(2.24)

$

(1.74)

Weighted average number of shares used in computing net loss per share, basic
and diluted

19,912,938

See accompanying notes
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16,235,261

19,646,889

15,727,891
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MIRATI THERAPEUTICS, INC.
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(Unaudited, in thousands)

Six Months Ended June 30,
2016

2015

Operating activities:
Net loss

$

(43,975)

$

(27,386)

Non-cash adjustments reconciling net loss to operating cash flows:
Depreciation of property and equipment

101

100

Amortization of premium on investments

25

251

5,326

5,108

1,349

1,338

Share-based compensation expense
Changes in operating assets and liabilities:
Other current assets
Other long-term assets

(395)

Accounts payable, accrued liabilities and other long-term liabilities

38

3,973

1,737

(33,596)

(18,814)

Purchases of short-term investments

(49,680)

(41,024)

Maturities of short-term investments

55,778

17,980

Cash flows used for operating activities
Investing activities:

Purchases of property and equipment

(45)

Cash flows provided (used) by investing activities

(297)

6,053

(23,341)

Financing activities:
Proceeds from sale of common stock, net
Proceeds from exercise of warrants and common stock options
Proceeds from stock issuances under employee stock purchase plan
Cash flows provided by financing activities
(Decrease) increase in cash and cash equivalents
Cash and cash equivalents, beginning of period
$

Cash and cash equivalents, end of period

See accompanying notes
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—

48,361

2,355

330

237

250

2,592

48,941

(24,951)

6,786

49,493

6,593

24,542

$

13,379
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MIRATI THERAPEUTICS, INC.
Notes to Condensed Consolidated Financial Statements
June 30, 2016
(Unaudited)
1. Description of Business
Mirati Therapeutics, Inc. ("Mirati" or the "Company") is a clinical-stage biopharmaceutical company focused on developing a pipeline of targeted
oncology products. The Company focuses its development programs on drugs intended to treat specific genetic and epigenetic drivers of cancer in selected subsets
of cancer patients with unmet needs.
The Company's common stock has been listed on the NASDAQ Capital Market since July 15, 2013 under the ticker symbol "MRTX." The Company has a
wholly owned subsidiary in Canada, MethylGene, Inc. (“MethylGene”).
2. Summary of Significant Accounting Policies
Basis of Presentation
The unaudited condensed consolidated financial statements contained in this Quarterly Report on Form 10-Q have been prepared in accordance with the
rules and regulations of the Securities and Exchange Commission ("SEC") and, therefore, certain information and disclosures normally included in annual financial
statements prepared in accordance with accounting principles generally accepted in the United States of America ("U.S. GAAP") have been omitted.
In the opinion of management, the information reflects all adjustments necessary to make the results of operations for the interim periods a fair statement
of such operations. All such adjustments are of a normal recurring nature. Interim results are not necessarily indicative of results for the full year. The consolidated
balance sheet at December 31, 2015 has been derived from the audited consolidated financial statements at that date, but does not include all information and
footnotes required by U.S. generally accepted accounting principles for complete financial statements. These unaudited condensed consolidated financial
statements should be read in conjunction with the audited financial statements included in the Company's Annual Report on Form 10-K for the fiscal year ended
December 31, 2015 .
Use of Estimates
The preparation of the Company's unaudited condensed consolidated financial statements requires management to make estimates and assumptions that
affect the reported amounts of assets and liabilities and disclosure of contingent assets and liabilities at the date of the financial statements and the reported amounts
of expenses during the reporting period.
Reported amounts and note disclosures reflect the overall economic conditions that are most likely to occur and anticipated measures management intends
to take. Actual results could differ materially from those estimates. Estimates and assumptions are reviewed quarterly. Any revisions to accounting estimates are
recognized in the period in which the estimates are revised and in any future periods affected.
Cash, Cash Equivalents and Short-term Investments
Cash and cash equivalents consist of cash and highly liquid securities with original maturities at the date of acquisition of ninety days or less. Investments
with an original maturity of more than ninety days are considered short-term investments and have been classified by management as available-for-sale. These
investments are classified as current assets, even though the stated maturity date may be one year or more beyond the current balance sheet date, which reflects
management’s intention to use the proceeds from sales of these securities to fund its operations, as necessary. Such investments are carried at fair value, and the
unrealized gains and losses are reported as a component of accumulated other comprehensive income (loss) in stockholders’ equity until realized. Realized gains
and losses from the sale of available-for-sale securities, if any, are determined on a specific identification basis.
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Concentration of Credit Risk
The Company invests its excess cash in accordance with its investment policy. The Company's investments are comprised primarily of commercial paper and
debt instruments of financial institutions, corporations, U.S. government-sponsored agencies and the U.S. Treasury. The Company mitigates credit risk by
maintaining a diversified portfolio and limiting the amount of investment exposure as to institution, maturity and investment type. Financial instruments that
potentially subject the Company to significant credit risk consist principally of cash equivalents and short-term investments.
Foreign Currency Transactions
Foreign currency transactions are initially recorded by the Company using the exchange rates prevailing at the date of the transaction. At the balance sheet
date, monetary assets and liabilities denominated in foreign currencies are translated at the period-end rates of exchange. Non-monetary assets and liabilities are
translated at the historical exchange rates. Exchange gains and losses arising from the translation of foreign currency items are included in other income (expense),
net in the condensed consolidated statements of operations and comprehensive loss.
Segment Reporting
Operating segments are components of an enterprise about which separate discrete financial information is available for evaluation by the chief operating
decision-maker for purposes of making decisions regarding resource allocation and assessing performance. To date, the Company has viewed its operations and
managed its business as one segment operating primarily in the United States.
Net loss per share
Basic net loss per common share is calculated by dividing the net loss by the weighted-average number of common shares outstanding during the period,
without consideration for potentially dilutive securities. Diluted net loss per share is computed by dividing the net loss by the weighted-average number of common
shares and potentially dilutive securities outstanding for the period. Common share equivalents outstanding, determined using the treasury stock method, are
comprised of shares that may be issued under the Company’s stock option and warrant agreements.
The following table presents the weighted average number of potentially dilutive securities not included in the calculation of diluted net loss per share due
to the anti-dilutive effect of the securities:
Three Months Ended June 30,
2016

2015

Six Months Ended June 30,
2016

2015

Common stock options

255,551

554,689

330,450

470,934

Common stock warrants

352,441

1,792,069

611,223

1,765,511

Total

607,992

2,346,758

941,673

2,236,445

3. Recent Accounting Pronouncements
From time to time, new accounting pronouncements are issued by the Financial Accounting Standards Board ("FASB") or other standard setting bodies
that are adopted by the Company as of the specified effective date. Unless otherwise discussed, the Company believes that the impact of recently issued standards
that are not yet effective will not have a material impact on its consolidated financial position or results of operations upon adoption.
In March 2016, the FASB issued ASU 2016-09, Compensation-Stock Compensation (Topic 718). The new guidance changes the accounting and
simplifies various aspects of the accounting for share-based payments to employees. The guidance allows for a policy election to account for forfeitures as they
occur or based on an estimated number of awards that are expected to vest. ASU 2016-09 is effective for annual periods beginning after December 15, 2016, with
early adoption permitted. The Company is currently evaluating the impact the standard will have on its consolidated financial statements, but does not believe the
adoption of this standard will have a material impact on its financial position, results of operations or related financial statement disclosures.
In February 2016, the FASB issued ASU 2016-02, Leases (Topic 842). Under the new guidance, lessees are required to recognize most lease assets and
lease liabilities on their balance sheets and record expenses on their income statements in a manner similar to current accounting. The new guidance is effective for
fiscal years beginning after December 15, 2018, with early adoption
7
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permitted. The Company is currently evaluating the impact that this guidance will have on its consolidated financial statements and related financial statement
disclosures.
In January 2016, the FASB issued ASU No. 2016-01, Financial Instruments - Overall (Subtopic 825-10): Recognition and Measurement of Financial
Assets and Financial Liabilities. The new guidance enhances the reporting model for financial instruments and includes amendments to address aspects of
recognition, measurement, presentation and disclosure. The update to the standard is effective for public companies for interim and annual periods beginning after
December 15, 2017. The Company does not believe the adoption of this standard will have a material impact on its financial position, results of operations or
related financial statement disclosures.
In November 2015, the FASB issued ASU No. 2015-17, Balance Sheet Classification of Deferred Taxes, to simplify the presentation of deferred taxes.
This amendment requires that all deferred tax assets and liabilities, along with any related valuation allowances, be classified as noncurrent on the balance sheet.
ASU 2015-17 is effective for annual and interim reporting periods ending after December 15, 2016. Early adoption is permitted, and the new guidance is and may
be applied either prospectively or retrospectively. We have adopted this guidance prospectively as of December 31, 2015. Therefore, prior periods have not been
adjusted to reflect this adoption.
In August 2014, the FASB issued ASU 2014-15, Presentation of Financial Statements-Going Concern (Subtopic 205-40): Disclosure of Uncertainties
about an Entity’s Ability to Continue as a Going Concern. Under the new guidance, management will be required to assess an entity’s ability to continue as a going
concern, and to provide related footnote disclosures in certain circumstances. The provisions of this ASU are effective for annual periods beginning after December
15, 2016, and for annual and interim periods thereafter; early adoption is permitted. The Company has not elected to early adopt and is currently evaluating the
potential changes from this ASU to its future financial reporting and disclosures.
In May 2014, the FASB issued Accounting Standard Update ("ASU") 2014-09, Revenue from Contracts with Customers (Topic 606), which will replace
numerous requirements in U.S. GAAP, including industry-specific requirements, and provide companies with a single revenue recognition model for recognizing
revenue from contracts with customers. The core principle of the new standard is that a company should recognize revenue to depict the transfer of promised goods
or services to customers in an amount that reflects the consideration to which the company expects to be entitled in exchange for those goods or services. In August
2015, the FASB approved a proposal to defer the effective date of the guidance until annual and interim reporting periods beginning after December 15, 2017. The
Company is currently evaluating the impact that this standard will have on its consolidated financial statements.
4. Investments
The following tables summarize our short-term investments (dollars in thousands):
As of June 30, 2016
Amortized
cost

Maturity

Corporate debt securities

1 year or less

Commercial paper

1 year or less

$
$

Gross
unrealized gains

Gross
unrealized
losses

Estimated
fair value

27,184 $

— $

— $

27,184

39,488

99

—

39,587

66,672 $

99 $

— $

66,771

As of December 31, 2015
Amortized
cost

Maturity

Corporate debt securities

1 year or less

Commercial paper

1 year or less

$
$

Gross
unrealized gains

27,644 $

— $

45,158

54

72,802 $

54 $

Gross
unrealized
losses

(22) $
—
(22) $

Estimated
fair value

27,622
45,212
72,834

Unrealized gains and losses on available-for-sale securities are included as a component of comprehensive loss. At June 30, 2016 , the Company did not
have any securities in material unrealized loss positions. The Company reviews its investments to identify and evaluate investments that have an indication of
possible other-than-temporary impairment. Factors considered in determining whether a loss is other-than-temporary include the length of time and extent to which
fair value has been less than the cost basis, the financial condition and near-term prospects of the investee, and the Company’s intent and ability to hold the
8
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investment for a period of time sufficient to allow for any anticipated recovery in market value. The Company does not intend to sell any investments prior to
recovery of their amortized cost basis for any investments in an unrealized loss position.
5. Fair value measurements
The Company has certain financial assets and liabilities recorded at fair value which have been classified as Level 1 or 2 within the fair value hierarchy as
described in the accounting standards for fair value measurements.
The authoritative guidance for fair value measurements defines fair value as the exchange price that would be received for an asset or paid to transfer a
liability (an exit price) in the principal or the most advantageous market for the asset or liability in an orderly transaction between market participants on the
measurement date. Market participants are buyers and sellers in the principal market that are (i) independent, (ii) knowledgeable, (iii) able to transact, and
(iv) willing to transact. The guidance prioritizes the inputs used in measuring fair value into the following hierarchy:
•

Level 1- Quoted prices (unadjusted) in active markets for identical assets or liabilities;

•

Level 2- Inputs other than quoted prices included within Level 1 that are either directly or indirectly observable; and

•

Level 3- Unobservable inputs in which little or no market activity exists, therefore requiring an entity to develop its own assumptions about the
assumptions that market participants would use in pricing.
The following tables summarize the assets and liabilities measured at fair value on a recurring basis (in thousands):
June 30, 2016
Total

Level 1

Level 2

Level 3

Assets
Cash and cash equivalents:
Cash

$

3,570

Money market funds

$

19,472

Corporate debt securities

3,570

$

—

$

—

19,472

—

—

1,500

—

1,500

—

24,542

23,042

1,500

—

Corporate debt securities

27,184

—

27,184

—

Commercial paper

39,587

—

39,587

—

Total cash and cash equivalents
Short-term investments:

Total short-term investments
Total

66,771
$

91,313
9

—
$

23,042

66,771
$

68,271

—
$

—
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December 31, 2015
Total

Level 1

Level 2

Level 3

Assets
Cash and cash equivalents:
Cash

$

875

Money market funds
Corporate debt securities

$

875

18,875

18,875

$

—

$

—

—

—

6,749

—

6,749

—

22,994

—

22,994

—

49,493

19,750

29,743

—

Corporate debt securities

27,622

—

27,622

—

Commercial paper

45,212

—

45,212

—

Total short-term investments

72,834

—

72,834

—

Commercial paper
Total cash and cash equivalents
Short-term investments:

$

Total

122,327

$

19,750

$

102,577

$

—

The Company’s investments in Level 1 assets are valued based on publicly available quoted market prices for identical securities as of June 30, 2016 and
December 31, 2015 . The Company determines the fair value of Level 2 related securities with the aid of valuations provided by third parties using proprietary
valuation models and analytical tools. These valuation models and analytical tools use market pricing or prices for similar instruments that are both objective and
publicly available, including matrix pricing or reported trades, benchmark yields, broker/dealer quotes, issuer spreads, two-sided markets, benchmark securities,
bids and/or offers. There were no transfers between fair value measurement levels during the three and six months ended June 30, 2016 or the year ended December
31, 2015 .
6. Other current assets and other long-term assets
Other current assets consisted of the following (in thousands):

Prepaid expenses

$

June 30,

December 31,

2016

2015

928

$

2,287

Security deposits and other receivables

516

551

Interest receivable

282

237

$

1,726

$

3,075

The other long-term assets balance consisted of $2.4 million and $2.0 million in deposits paid in conjunction with the Company's research and
development activities as of June 30, 2016 and December 31, 2015 , respectively.
10
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7. Property and equipment, net
Property and equipment consisted of the following (in thousands):

Computer equipment

June 30,

December 31,

2016

2015

$

329

$

329

Office and other equipment

301

256

Laboratory equipment

425

425

51

51

1,106

1,061

Leasehold improvements
Gross property and equipment
Less: Accumulated depreciation

(548)
$

Net property and equipment

558

(447)
$

614

The Company incurred immaterial depreciation expense for the three months ended June 30, 2016 and 2015 and $0.1 million for both the six months
ended June 30, 2016 and 2015 .
8. Accounts payable and accrued liabilities
Accounts payable and accrued liabilities consisted of the following (in thousands):

Accounts payable

June 30,

December 31,

2016

2015

$

4,445

$

2,104

Accrued expenses

7,002

5,311

Accrued compensation and benefits

2,307

2,352

36

31

Other current liabilities
$

13,790

$

9,798

9. Warrants
As of June 30, 2016 the following warrants for common stock were issued and outstanding:
Issue date

Expiration date

November 21, 2012

November 21, 2017

Exercise price

$

7.86

Number of warrants
outstanding

695,383

During the three months ended June 30, 2016, no warrants were exercised. During the six months ended June 30, 2016 , warrants for 419,244 shares of the
Company's common stock were exercised via cashless exercises and 313,756 shares were exercised for cash generating proceeds of $2.1 million for the six months
ended June 30, 2016 . The Company issued a total of 603,545 shares of common stock for the same period. During the three and six months ended June 30, 2015 ,
warrants for 179,296 and 192,570 shares of the Company's common stock were exercised via cashless exercises and the Company issued a total of 139,503 and
148,818 shares of common stock, respectively.
11
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10. Commitments and Contingencies
On June 24, 2014, the Company entered into a lease agreement for approximately 18,000 square feet of completed office and laboratory space located in
San Diego, California. The office space under the lease is the Company's new corporate headquarters, replacing the previous facilities. The lease commenced in
phases, 2,300 square feet of space which commenced on July 1, 2014 at an initial monthly rent of $5,900 per month and 15,600 square feet of space which
commenced on March 27, 2015 at an initial monthly rent of $18,200 per month. The leased property is subject to a 3% annual rent increase following
availability. In addition to such base monthly rent, the Company is obligated to pay certain customary amounts for its share of operating expenses and facility
amenities. The lease will expire on January 31, 2018. Future minimum payments required under the lease are summarized as follows (in thousands):
Year Ending December 31:
2016

$

148

2017

305

2018

25
$

Total minimum lease payments

478

11. Stockholders' Equity
Share-based Compensation
Total share-based compensation expense by operating statement classification is presented below (in thousands):
Three Months Ended June 30,
2016

Research and development expense

$

1,478

General and administrative expense

$

810
$

Six Months Ended June 30,

2015

2,288

2016

931

$

1,861
$

2,792

2015

2,936

$

2,390
$

5,326

1,739
3,369

$

5,108

During the three months ended June 30, 2016 and 2015 , 1,836 and 4,750 shares were issued pursuant to stock option exercises, respectively, generating
immaterial net proceeds. During the six months ended June 30, 2016 and 2015 , 22,132 and 26,916 shares were issued pursuant to stock option exercises generating
net proceeds of $0.2 million and $0.3 million , respectively.
12
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ITEM 2.

Management’s Discussion and Analysis of Financial Condition and Results of Operations

The following discussion and analysis of our financial condition and results of operations should be read in conjunction with our unaudited financial
statements and related notes included in this Quarterly Report on Form 1O-Q and the audited financial statements and notes thereto as of and for the year ended
December 31, 2015 and the related Management’s Discussion and Analysis of Financial Condition and Results of Operations, both of which are contained in our
Annual Report on Form 10-K filed by us with the Securities and Exchange Commission ("SEC") .
This Quarterly Report on Form 10-Q may contain “forward-looking statements” within the meaning of Section 27A of the Securities Act of 1933, as
amended, or the Securities Act, and Section 21E of the Securities Exchange Act of 1934, as amended, or the Exchange Act. Such forward-looking statements, which
represent our intent, belief, or current expectations, involve risks and uncertainties. We use words such as “may,” “will,” “expect,” “anticipate,” “estimate,”
“intend,” “plan,” “predict,” “potential,” “believe,” “should” and similar expressions to identify forward-looking statements, although not all forward-looking
statements contain these identifying words. Such statements may include, but are not limited to, statements concerning projections about our accounting and
finances, plans and objectives for the future, future operating and economic performance and other statements regarding future performance. Although we believe
the expectations reflected in these forward-looking statements are reasonable, such statements are inherently subject to risk and we can give no assurances that
our expectations will prove to be correct. You should not place undue reliance on these forward-looking statements, which apply only as of the date of this
Quarterly Report on Form 10-Q. As a result of many factors, including without limitation those set forth under “Risk Factors” under Item 1A of Part II below, and
elsewhere in this Quarterly Report on Form 10-Q, our actual results may differ materially from those anticipated in these forward-looking statements. We
undertake no obligation to update these forward-looking statements to reflect events or circumstances after the date of this report or to reflect actual outcomes.
References in the following discussion to "we", "our", "us", "Mirati" or "the Company" refer to Mirati Therapeutics, Inc. and its subsidiaries.
Overview
Company Overview
We are a clinical-stage biopharmaceutical company focused on developing a pipeline of targeted oncology products intended to treat specific genetic and
epigenetic drivers of cancer in selected subsets of cancer patients with unmet needs. In addition, our product candidates will be evaluated in combination with
checkpoint inhibitors (anti PD1 and PDL1) to determine whether they will enhance the efficacy of those agents in patients with non-small cell lung cancer
("NSCLC") and other solid tumors. Our clinical pipeline consists of three product candidates: MGCD265, MGCD516 and mocetinostat. We applied for generic
names for MGCD265 and MGCD516, which are now respectively referred to as “glesatinib” and “sitravatinib” herein. Both glesatinib and sitravatinib are orally
bio-available, spectrum-selective kinase inhibitors with distinct target profiles that are in development for the treatment of patients with NSCLC and other solid
tumors. Glesatinib is in Phase 2 clinical development, and targets the MET and Axl receptor tyrosine kinase ("RTK") families. Sitravatinib is in Phase 1b clinical
development and targets genetic alterations in the RET rearrangements, CHR4q12 amplifications and CBL mutations. Our third product candidate is mocetinostat,
an orally bio-available, Class 1 selective histone deacetylase ("HDAC") inhibitor. Mocetinostat is in Phase 2 clinical development in combination with durvalumab,
MedImmune’s anti-PD-L1 immune checkpoint inhibitor, for the treatment of patients with NSCLC.
Our novel kinase inhibitors, glesatinib and sitravatinib, are intended to target specific mutations that drive the growth of cancer or are implicated in cancer
drug resistance or pathogenic processes such as tumor angiogenesis. In addition, we plan to evaluate glesatinib and sitravatinib in Phase 2 studies to determine their
ability to enhance the clinical efficacy of Nivolumab, a checkpoint inhibitor approved for the treatment of patients with a variety of solid tumors including NSCLC
and metastatic Renal Cell Carcinoma (“RCC”). Our HDAC inhibitor, mocetinostat, acts through important epigenetic mechanisms the effects of which could
potentially enhance the efficacy of immune checkpoint inhibitors when used in combination. We plan to identify additional opportunities by leveraging our deep
scientific understanding of molecular drug targets and mechanisms of resistance and potentially in-licensing or internally discovering promising, early-stage novel
drug candidates.
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Program Updates
Glesatinib
We presently have two ongoing clinical trials of glesatinib: a single-arm Phase 2 clinical trial of glesatinib for the treatment of NSCLC patients with
genetic alterations of MET and a Phase 1b clinical trial of glesatinib in patients with genetic alterations of MET and Axl in NSCLC and other solid tumors.
On June 5, 2016, we provided an update on the ongoing Phase 1b clinical trial. We announced that 3 of 11 NSCLC patients with genetic alterations of
MET and Axl had partial responses confirmed per Response Evaluation Criteria in Solid Tumors (“RECIST”). We also announced our plans to implement a new
spray-dried dispersion (“SDD”) formulation in order to improve tolerability over the previous formulation. We began development of the SDD formulation in late
2013 with the goal of reducing the pill burden for the patient. The Phase 2 clinical trial for glesatinib is ongoing, and the new SDD formulation was implemented in
the trial in June 2016. Patients who began the trial on the previous formulation have been transitioned to the new SDD formulation.
Based on a meeting with the U.S. Food and Drug Administration, if we observe a response rate that is significantly better than the response rate for
currently approved second line therapy, we believe the Phase 2 clinical trial in glesatinib could potentially serve as a registration enabling clinical trial and qualify
for submission for accelerated approval under U.S. Code of Federal Regulations 21 CFR Part 314, Subpart H (Accelerated Approval of New Drugs for Serious or
Life-Threatening Illnesses).
Sitravatinib
In May 2016, we reported that initial data from the Phase 1b clinical trial of sitravatinib show early signs of clinical activity, including a confirmed PR in
a RCC patient, as well as durable tumor regressions in multiple other tumor types, including NSCLC patients with RET mutations. The Phase 1b clinical trial in
sitravatinib continues to enroll patients with RET, CHR4q12 and CBL genetic alterations in NSCLC and other solid tumors. We will provide updates on the status
of this clinical trial as we receive more data.
Mocetinostat
In June 2016, we initiated a Phase 2 clinical trial to evaluate mocetinostat in combination with durvalumab, MedImmune’s anti-PD-L1 immune
checkpoint inhibitor, in patients with NSCLC. The dual effect of Class 1 HDAC inhibitors on tumor cells, as well as on immune cells, may enhance the effect of
checkpoint inhibitors in all indications where checkpoint inhibitors have demonstrated efficacy. We will provide updates on the status of this clinical trial as we
receive more information.
Liquidity Overview
At June 30, 2016 , we had $ 91.3 million of cash, cash equivalents and short-term investments compared to $122.3 million at December 31, 2015 . We
have not generated any revenue from product sales. To date, we have funded our operations primarily through the sale of our common stock and through up-front
payments, research funding and milestone payments under previous collaborative arrangements. To fund future operations we will likely need to raise additional
capital as discussed more fully below under the heading “Liquidity and Capital Resources.”
We have incurred losses in each year since our inception. Our net losses were $22.1 million and $15.4 million for the three and six months ended June 30,
2016 and 2015 and $44.0 million and $27.4 million for the six months ended June 30, 2016 and 2015 , respectively. As of June 30, 2016 , we had an accumulated
deficit of $350.6 million . Substantially all of our operating losses resulted from expenses incurred in connection with our product development programs, our
research activities and general and administrative costs associated with our operations.
Critical Accounting Policies and Significant Judgments and Estimates
Our discussion and analysis of financial condition and results of operations are based upon our consolidated financial statements, which have been
prepared in accordance with U.S. generally accepted accounting principles. The preparation of these financial statements requires us to make significant estimates
and judgments that affect the reported amounts of assets, liabilities, revenue and expenses and related disclosures. On an ongoing basis, our actual results may
differ significantly from our estimates.
There have been no material changes to our critical accounting policies and estimates from the information provided in Item 7, Management’s Discussion
and Analysis of Financial Condition and Results of Operations, included in our Annual Report on Form 10-K for the year ended December 31, 2015 .
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Results of Operations
Comparison of the Three and Six Months Ended June 30, 2016 and 2015
The following table summarizes the significant items within our results of operations for the three and six months ended June 30, 2016 and 2015 (in
thousands):
Three months ended
June 30,
2016

Increase

2015

Six Months Ended June 30,

(Decrease)

Research and development expenses

$

18,441

$

11,276

$

General and administrative expenses

$

3,786

$

4,240

$

2016

7,165
(454)

Increase

2015

(Decrease)

$

36,429

$

19,483

$

$

7,916

$

8,019

$

16,946
(103)

Research and development expenses
Research and development expenses consist primarily of:
•

salaries and related expenses for personnel, including expenses related to stock options or other share-based compensation granted to personnel in
development functions;

•

fees paid to external service providers such as Clinical Research Organizations (“CROs”) and contract manufacturing organizations related to clinical
trials;

•

contractual obligations for clinical development, clinical sites, manufacturing and scale-up, and formulation of clinical drug supplies; and

•

cost of allocated facilities and depreciation of equipment.

We record research and development expenses as incurred. We account for nonrefundable advance payments for goods and services that will be used in
future research and development activities as expense when the services have been performed or when the goods have been received. At this time, due to the risks
inherent in the clinical development process and the early stage of our product development programs we are unable to estimate with any certainty the costs we will
incur in the continued development of glesatinib, sitravatinib and mocetinostat. The process of conducting clinical trials necessary to obtain regulatory approval and
manufacturing scale-up to support expanded development and potential future commercialization is costly and time consuming. Any failure by us or delay in
completing clinical trials, manufacturing scale up or in obtaining regulatory approvals could lead to increased research and development expense and, in turn, have
a material adverse effect on our results of operations. We expect that our research and development expenses may increase if we are successful in advancing
glesatinib, sitravatinib, mocetinostat or any of our preclinical programs into advanced stages of clinical development.
Our research and development efforts during the three and six months ended June 30, 2016 and 2015 were focused primarily on glesatinib, sitravatinib,
and mocetinostat. The following table summarizes our research and development expenses, in thousands:
Three months ended
June 30,
2016

Increase

2015

Six Months Ended June 30,

(Decrease)

2016

Increase

2015

(Decrease)

Third-party clinical development costs:
Glesatinib

$

7,089

$

4,159

Sitravatinib

1,552

845

Mocetinostat

1,216

1,505

9,857

6,509

8,663
18,520

Total third-party clinical development costs
Other research and development expenses, including early
discovery costs
Research and development expense, gross
Less: Investment tax credits
Research and development expense

(79)
$

18,441

$

15

$

16,365

$

6,213

$

10,152

707

2,513

1,245

1,268

(289)

2,414

3,421

(1,007)

3,348

21,292

10,879

10,413

4,795

3,868

15,216

8,632

6,584

11,304

7,216

36,508

19,511

16,997

(28)
$

2,930

11,276

(51)
$

7,165

(79)
$

36,429

(28)
$

19,483

(51)
$

16,946
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Research and development expenses for the three months ended June 30, 2016 were $18.4 million compared to $11.3 million during the three months
ended June 30, 2015 . The increase of $7.2 million for the three months ended June 30, 2016 primarily relates to an increase in third-party development expense of
$3.3 million and an increase in other research and development expenses, including early discovery costs of $3.9 million . The increase in third-party development
expense primarily relates to an increase in expenses associated with our ongoing clinical trials for our oncology candidates, glesatinib and sitravatinib, which
includes increases in CRO service fees, investigator payments, genetic screening costs and other costs associated with identifying eligible patients for our trials.
The increase in our internal research and development expense, which includes employee-related expenses and early discovery costs, was primarily due to a onetime license fee of $2.5 million related to an early stage discovery project and an increase in compensation expense resulting from increased headcount in research
and development functions during the three months ended June 30, 2016 compared to the same period of 2015. Based upon our current development plans we
expect our research and development expenses to continue to increase as we advance the clinical development of our current and future drug candidates.
Research and development expenses for the six month s ended June 30, 2016 were $36.4 million compared to $19.5 million during the six month s ended
June 30, 2015 . The increase of $16.9 million for the six month s ended June 30, 2016 primarily relates to an increase in third-party development expense of $10.4
million and an increase of internal research and development expense of $6.6 million compared to the six months ended June 30, 2015 . The increase in third-party
development expense primarily relates to an increase in expenses associated with our ongoing clinical trials for our oncology candidates, glesatinib and sitravatinib,
including an increase in related manufacturing expenses, CRO service fees, investigator payments, genetic screening and other costs associated with identifying
eligible patients for our trials. The increase in our internal research and development expense, which includes employee salaries and related expense and other early
discovery costs, is due to a one-time license fee of $2.5 million related to an early stage discovery project and an increase in salaries and related expense resulting
from increased headcount in research and development functions during the six months ended June 30, 2016 compared to the same period of 2015. Based upon our
current development plans we expect our research and development expenses to continue to increase as we advance the clinical development of our current and
future drug candidates.
General and administrative expenses
General and administrative expenses consist primarily of salaries and related benefits, including share-based compensation, related to our executive,
finance, business development, legal and support functions. Other general and administrative expenses include professional fees for auditing and tax services, rent
and utilities and insurance.
General and administrative expenses for the three months ended June 30, 2016 and 2015 were $3.8 million and $4.2 million , respectively. The decrease of
$0.4 million for the three months ended June 30, 2016 is the result of a decrease in employee-related expense, which was primarily due to a reversal of non-cash
stock-based compensation expense associated with unvested stock options granted to our former Chief Operations Officer, partially offset by a non-recurring
severance charge recorded in connection with his resignation.
General and administrative expenses for the six months ended June 30, 2016 compared to the same period of 2015 were largely unchanged, resulting in $
7.9 million and $8.0 million , respectively.
Liquidity and Capital Resources
To date, we have funded our operations primarily through the sale of our common stock and through up-front payments, research funding and milestone
payments under previous collaborative arrangements. Since inception, we have primarily devoted our resources to funding research and development programs,
including discovery research, preclinical and clinical development activities.
At June 30, 2016 , we had $91.3 million of cash, cash equivalents and short-term investments compared to $122.3 million at December 31, 2015 . In 2015
we completed two public offerings of our common stock that generated net proceeds of $143.3 million.
Based on our current and anticipated level of operations, we believe that our operating cash flows and cash on hand will be sufficient to meet our
anticipated obligations for at least the next twelve months. To fund future operations we will likely need to raise additional capital. The amount and timing of future
funding requirements will depend on many factors, including the timing and results of our ongoing development efforts, the potential expansion of our current
development programs, potential new development programs and related general and administrative support. We anticipate that we will seek to fund our operations
through public or private equity or debt financings or other sources, such as potential collaboration agreements. We cannot make
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assurances that anticipated additional financing will be available to us on favorable terms, or at all. Although we have previously been successful in obtaining
financing through our equity securities offerings, there can be no assurance that we will be able to do so in the future.
Cash Flows for the Six Months Ended June 30, 2016 and 2015
Net cash used in operating activities
Cash used for operating activities for the six months ended June 30, 2016 was $33.6 million , compared to $18.8 million for the six months ended June 30,
2015 , an increase of $14.8 million . The increase in cash used by operating activities is primarily due to increased spending on our research and development
programs, specifically our clinical trials for glesatinib and sitravatinib, as well as a one-time license fee payment of $2.5 million related to an early stage discovery
project.
Net cash provided by, (used in) investing activities
For the six months ended June 30, 2016 investing activities provided cash of $6.1 million due to maturities of short-term investments, offset by purchases
of short-term investments. Investing activities for the six months ended June 30, 2015 used cash of $23.3 million as a result of purchases in short-term investments
and property and equipment, offset by maturities of short-term investments.
Net cash provided by financing activities
Net cash provided by financing activities for the six months ended June 30, 2016 was $2.6 million and consists of proceeds from the exercise of stock
options and warrants as well as proceeds from purchases pursuant to our Employee Stock Purchase Plan ("ESPP") completed during the second quarter of 2016.
Net cash provided by financing activities for the six months ended June 30, 2015 was $48.9 million and consisted of net proceeds from the issuance of common
stock from our February 2015 public offering of common stock of $48.4 million, proceeds from the exercise of stock options of $0.3 million and proceeds from
purchases pursuant to our ESPP completed during the second quarter of 2015.
Off-Balance Sheet Arrangements
During the three and six months ended June 30, 2016 , we did not have any off-balance sheet arrangements (as defined by applicable SEC regulations) that
are reasonably likely to have a current or future material effect on our financial condition, results of operations, liquidity, capital expenditures or capital resources.
Recent Accounting Pronouncements
Occasionally, new accounting standards are issued or proposed by the Financial Accounting Standards Board, or other standard-setting bodies that we adopt
by the effective date specified within the standard. Unless otherwise discussed, standards that do not require adoption until a future date are not expected to have a
material impact on our financial statements upon adoption.
ITEM 3.

Quantitative and Qualitative Disclosures about Market Risk

Interest Rate Risk
Some of our short-term investments have market risk in that a change in prevailing interest rates may cause the principal amount of the investment to
fluctuate. Financial instruments that potentially subject us to significant concentrations of credit risk consist primarily of cash, cash equivalents and short-term
investments. We invest our excess cash primarily in commercial paper and debt instruments of financial institutions, corporations, U.S. government-sponsored
agencies and the U.S. Treasury. We mitigate credit risk by maintaining a well-diversified portfolio and limiting the amount of investment exposure as to institution,
maturity and investment type. We invest our excess cash in accordance with our investment policy.
Because of the short-term maturities of our cash equivalents and short-term investments, we do not believe that an increase in market rates would have
any significant impact on the realized value of our investments. If a 1% change in interest rates were to have occurred on June 30, 2016 , this change would not
have had a material effect on the fair value of our investment portfolio as of that date.
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Effects of Inflation
We do not believe that inflation and changing prices had a significant impact on our results of operations for any periods presented herein.
ITEM 4.

Controls and Procedures

Evaluation of Disclosure Controls and Procedures
As required by Rule 13a-15(b) and Rule 15d-15(b) of the Exchange Act, our management, including our principal executive officer and our principal
financial officer, conducted an evaluation as of the end of the period covered by this Quarterly Report on Form 10-Q of the effectiveness of the design and
operation of our disclosure controls and procedures. Based on that evaluation, management has concluded that as of June 30, 2016 , the Company’s disclosure
controls and procedures were effective at the reasonable assurance level and we believe the condensed consolidated financial statements included in this Form 10-Q
for the three and six months ended June 30, 2016 present, in all material respects, our financial position, results of operations, comprehensive loss and cash flows
for the periods presented in conformity with U.S. generally accepted accounting principles.
Changes in Internal Control over Financial Reporting
As required by Rule 13a-15(d) and Rule 15d-15(d) of the Exchange Act, our management, including our principal executive officer and our principal
financial officer, conducted an evaluation of the internal control over financial reporting to determine whether any changes occurred during the period covered by
this Quarterly Report on Form 10-Q that have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting. Based
on that evaluation, our principal executive officer and principal financial officer concluded that there were no changes in our internal control over financial
reporting during the period covered by this Quarterly Report on Form 10-Q that materially affected, or were 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 consider carefully the following information about the risks described below, together with the other information contained in this Quarterly
Report and in our other public filings in evaluating our business. The risk factors set forth below with an asterisk (*) next to the title contain changes to the
description of the risk factors associated with our business previously disclosed in Item 1A of our Annual Report on Form 10-K for the year ended December 31,
2015 . Additional risks and uncertainties that we are unaware of may also become important factors that affect us. If any of the following risks actually occurs, our
business, financial condition, results of operations and future growth prospects would likely be materially and adversely affected. In these circumstances, the
market price of our common stock would likely decline.
Risks Relating to Our Financial Position and Capital Requirements
* We will require additional financing and may be unable to raise sufficient capital, which could lead us to delay, reduce or abandon development programs
or commercialization.
Our operations have consumed substantial amounts of cash since inception. Our research and development expenses were $18.4 million and $11.3 million
for the three months ended June 30, 2016 and 2015, respectively, and $36.4 million and $19.5 million for the six months ended June 30, 2016 and 2015 ,
respectively. In 2015 we completed two public offerings of our common stock that generated net proceeds of $143.3 million. We will require substantial additional
capital to pursue additional clinical development for our lead clinical programs, including conducting late-stage clinical trials, manufacturing clinical supplies and
potentially developing other assets in our pipeline, and, if we are successful, to commercialize any of our current product candidates. If the U.S. Food and Drug
Administration ("FDA") or any foreign regulatory agency, such as the European Medicines Agency ("EMA") requires that we perform studies or trials in addition
to those that we currently anticipate with respect to the development of our product candidates, or repeat studies or trials, our expenses would further increase
beyond what we currently expect. Any delay resulting from such further or repeat studies or trials could also result in the need for additional financing. We may not
be able to adequately finance our development programs, which could limit our ability to move our programs forward in a timely and satisfactory manner or require
us to abandon the programs, any of which would harm our business, financial condition and results of operations. Because successful development of our product
candidates is uncertain, we are unable to estimate the actual funds we will require to complete research and development and commercialize our product
candidates.
If we are unable to obtain funding from equity offerings or debt financings on a timely basis, we may be required to (1) seek collaborators for one or more
of our product candidates at an earlier stage than otherwise would be desirable or on terms that are less favorable than might otherwise be available; (2) relinquish
or license on unfavorable terms our rights to technologies or product candidates that we otherwise would seek to develop or commercialize ourselves; or
(3) significantly curtail one or more of our research or development programs or cease operations altogether.
We are a clinical-stage company with no approved products and no historical product revenue. Consequently, we expect that our financial and
operating results will vary significantly from period to period.
We are a clinical-stage company that has incurred losses since its inception and expect to continue to incur substantial losses in the foreseeable future.
Biopharmaceutical product development is a highly speculative undertaking and involves a substantial degree of uncertainty.
Our actual financial condition and operating results have varied significantly in the past and are expected to continue to fluctuate significantly from quarterto-quarter or year-to-year due to a variety of factors, many of which are beyond our control. Factors relating to our business that may contribute to these
fluctuations include:
•

the success of our clinical trials through all phases of clinical development;

•

delays in the commencement, enrollment and timing of clinical trials;
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•

our ability to secure and maintain collaborations, licensing or other arrangements for the future development and/or commercialization of our product
candidates, as well as the terms of those arrangements;

•

our ability to obtain, as well as the timeliness of obtaining, additional funding to develop our product candidates;

•

the results of clinical trials or marketing applications for product candidates that may compete with our product candidates;

•

competition from existing products or new products that may receive marketing approval;

•

potential side effects of our product candidates that could delay or prevent approval or cause an approved drug to be taken off the market;

•

any delays in regulatory review and approval of our clinical development plans or product candidates;

•

our ability to identify and develop additional product candidates;

•

the ability of patients or healthcare providers to obtain coverage or sufficient reimbursement for our products;

•

our ability, and the ability of third parties such as Clinical Research Organizations ("CROs") to adhere to clinical study and other regulatory requirements;

•

the ability of third-party manufacturers to manufacture our product candidates and key ingredients needed to conduct clinical trials and, if approved,
successfully commercialize our products;

•

the costs to us, and our ability as well as the ability of any third-party collaborators, to obtain, maintain and protect our intellectual property rights;

•

costs related to and outcomes of potential intellectual property litigation;

•

our ability to adequately support future growth;

•

our ability to attract and retain key personnel to manage our business effectively; and

•

our ability to build our finance infrastructure and, to the extent required, improve our accounting systems and controls.

Accordingly, the likelihood of our success must be evaluated in light of many potential challenges and variables associated with a clinical-stage company,
many of which are outside of our control, and past operating or financial results should not be relied on as an indication of future results. Fluctuations in our
operating and financial results could cause our share price to decline. It is possible that in some future periods, our operating results will be above or below the
expectations of securities analysts or investors, which could also cause our share price to decline.
* We have incurred significant losses since our inception and anticipate that we will continue to incur significant losses for the foreseeable future. We have
never generated any revenue from product sales and may never be profitable.
We have derived limited revenue from our research and licensing agreements which has not been sufficient to cover the substantial expenses we have
incurred in our efforts to develop our product candidates. Consequently, we have accumulated net losses since inception in 1995. Our net loss for the three and six
months ended June 30, 2016 and 2015 was $22.1 million and $15.4 million and $44.0 million and $27.4 million , respectively. As of June 30, 2016 , we had an
accumulated deficit of $350.6 million . Our prior losses, combined with expected future losses, have had and will continue to have an adverse effect on our
stockholders' equity and working capital. Such losses are expected to increase in the future as we continue the development of our product candidates and seek
regulatory approval and commercialization for our product candidates. We are unable to predict the extent of any future losses or when we will become profitable,
if ever. Even if we do achieve profitability, we may not be able to sustain or increase profitability on an ongoing basis.
We do not anticipate generating revenue from sales of products for the foreseeable future, if ever. If any of our product candidates fail in clinical trials or do
not gain regulatory approval, or if any of our product candidates, if approved, fail to achieve market acceptance, we may never become profitable. If one or more of
our product candidates is approved for commercial sale and we retain commercial rights, we anticipate incurring significant costs associated with commercializing
any such approved product candidate. Therefore, even if we are able to generate revenue from the sale of any approved product, we may never become
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profitable. Even if we achieve profitability in the future, we may not be able to sustain profitability in subsequent periods. Our ability to generate future revenue
from product sales depends heavily on our success in:
•

completing development and clinical trial programs for our product candidates;

•

entering into collaboration and license agreements;

•

seeking and obtaining marketing approvals for any product candidates that successfully complete clinical trials;

•

establishing and maintaining supply and manufacturing relationships with third parties;

•

successfully commercializing any product candidates for which marketing approval is obtained; and

•

successfully establishing a sales force and marketing and distribution infrastructure.

Raising additional funds through debt or equity financing will be dilutive and raising funds through licensing agreements may be dilutive, restrict
operations or relinquish proprietary rights.
To the extent that additional capital is raised through the sale of equity or convertible debt securities, the issuance of those securities could result in
substantial dilution for our current stockholders and the terms may include liquidation or other preferences that adversely affect the rights of our current
stockholders. Existing stockholders may not agree with our financing plans or the terms of such financings. Moreover, the incurrence of debt financing could result
in a substantial portion of our operating cash flow being dedicated to the payment of principal and interest on such indebtedness and could impose restrictions on
our operations. In addition, if we raise additional funds through collaboration and licensing arrangements, it may be necessary to relinquish potentially valuable
rights to our products or proprietary technologies, or to grant licenses on terms that are not favorable to us. Additional funding may not be available to us on
acceptable terms, or at all.
As a public company in the United States, we incur significant legal and financial compliance costs and we are subject to the Sarbanes-Oxley Act. We
can provide no assurance that we will, at all times, in the future be able to report that our internal controls over financial reporting are effective.
Companies that file reports with the Securities and Exchange Commission ("SEC"), including us, are subject to the requirements of Section 404 of the
Sarbanes-Oxley Act of 2002. Section 404 requires management to establish and maintain a system of internal control over financial reporting, and annual reports
on Form 10-K filed under the Securities Exchange Act of 1934, as amended ("the Exchange Act"), must contain a report from management assessing the
effectiveness of a company’s internal control over financial reporting. Ensuring that we have adequate internal financial and accounting controls and procedures in
place to produce accurate financial statements on a timely basis remains a costly and time-consuming effort that needs to be re-evaluated frequently. Failure on our
part to have effective internal financial and accounting controls would cause our financial reporting to be unreliable, could have a material adverse effect on our
business, operating results, and financial condition, and could cause our stock price to decline as a result.
As an “emerging growth company” (as defined in the JOBS Act), we are not required to comply with Section 404(b) which requires attestation from our
external auditors on our internal control over financial reporting. We are subject to Section 404(a), which requires management to provide a report regarding the
effectiveness of internal controls. We are required to review all of our control processes to align them to the Section 404 requirements. Failure to provide assurance
that our financial controls are effective could lead to lack of confidence by investors which could cause our stock price to decline. When we are no longer an
“emerging growth company” (as defined in the Exchange Act or the Securities Act of 1933, as amended (the "Securities Act"), our independent registered public
accounting firm will be required to attest to the effectiveness of our internal control over financial reporting. The rules governing the standards that must be met for
management to assess our internal control over financial reporting are complex and require significant documentation, testing and possible remediation. To
continue complying with the requirements of being a reporting company under the Exchange Act, we may need to further upgrade our systems, including
information technology, implement additional financial and management controls, reporting systems and procedures, and hire additional accounting and finance
staff.
In addition, our independent registered public accounting firm has never performed an evaluation of our internal control over financial reporting in
accordance with the provisions of the Sarbanes-Oxley Act because no such evaluation has been required. Had our independent registered public accounting firm
performed an evaluation of our internal control over financial reporting in accordance with the provisions of the Sarbanes-Oxley Act, significant deficiencies or
material weaknesses may have been identified. If we identify any significant deficiencies or material weaknesses that may exist or are unable to successfully
remediate any
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significant deficiency or material weakness in our internal control over financial reporting, the accuracy and timing of our financial reporting may be adversely
affected, we may be unable to maintain compliance with securities law requirements regarding timely filing of periodic reports in addition to applicable stock
exchange listing requirements, investors may lose confidence in our financial reporting, and our stock price may decline as a result.
Furthermore, shareholder activism, the current political environment and the current high level of government intervention and regulatory reform may lead
to substantial new regulations and disclosure obligations, which may lead to additional compliance costs and impact the manner in which we operate our business
in ways we cannot currently anticipate. Our management and other personnel will need to devote a substantial amount of time to these compliance initiatives.
Moreover, any new regulations or disclosure obligations may increase our legal and financial compliance costs and will make some activities more time-consuming
and costly.
We are an emerging growth company and we cannot be certain if the reduced disclosure requirements applicable to emerging growth companies will
make our common stock less attractive to investors.
We are an emerging growth company. Under the JOBS Act, emerging growth companies can delay adopting new or revised accounting standards until such
time as those standards apply to private companies. We have irrevocably elected not to avail ourselves of this exemption from new or revised accounting standards
and, therefore, will be subject to the same new or revised accounting standards as other public companies that are not emerging growth companies.
For as long as we continue to be an emerging growth company, we intend to take advantage of certain other exemptions from various reporting
requirements that are applicable to other public companies including, but not limited to, reduced disclosure obligations regarding executive compensation in our
periodic reports and proxy statements, exemptions from the requirements of holding a nonbinding advisory stockholder vote on executive compensation and any
golden parachute payments not previously approved, exemption from the requirement of auditor attestation in the assessment of our internal control over financial
reporting and exemption from any requirement that may be adopted by the Public Company Accounting Oversight Board. If we do continue to be an emerging
growth company, the information that we provide stockholders may be different than what is available with respect to other public companies. We cannot predict if
investors will find our common stock less attractive because we rely on these exemptions. If some investors find our common stock less attractive as a result, there
may be a less-active trading market for our common stock and our stock price may be more volatile.
We will remain an emerging growth company until the earliest of (1) the end of the fiscal year in which the market value of our common stock that is held
by non-affiliates exceeds $700 million as of the end of the second fiscal quarter, (2) the end of the fiscal year in which we have total annual gross revenue of
$1 billion or more during such fiscal year, (3) the date on which we issue more than $1 billion in non-convertible debt in a three-year period, or (4) December 31,
2018.
Decreased disclosures in our SEC filings due to our status as an emerging growth company may make it harder for investors to analyze our results of
operations and financial prospects.
Risks Relating to Our Business and Industry
* Our research and development programs and product candidates are at an early stage of development. As a result we are unable to predict if or when we
will successfully develop or commercialize our product candidates.
Our clinical-stage product candidates as well as our other pipeline assets are at an early stage of development and will require significant further investment
and regulatory approvals prior to commercialization. We currently have no product candidates beyond Phase 2 clinical trials. Glesatinib is currently in a Phase 2
clinical trial, mocetinostat is currently in the process of completing Phase 2 clinical trials and initiating certain combination trials and sitravatinib is in a Phase 1b
clinical trial. Each of our product candidates will require the selection of suitable patients for our clinical trials and additional clinical development, management of
clinical, preclinical and manufacturing activities, obtaining regulatory approval, obtaining manufacturing supply, building of a commercial organization, substantial
investment and significant marketing efforts before we generate any revenues from product sales. We are not permitted to market or promote any of our product
candidates before we receive regulatory approval from the FDA or comparable foreign regulatory authorities, and we may never receive such regulatory approval
for any of our product candidates. The treatment of cancer is a rapidly evolving field and will continue to evolve. By such time, if ever, as we may receive
necessary regulatory approvals for our product candidates, the standard of care for the treatment of cancers may have evolved such that it would be necessary to
modify our plans for full approval and commercial acceptance of our products may be limited by a change in the standard of care. In addition, some of our product
development programs contemplate the development of companion diagnostics. Companion diagnostics are subject to regulation as medical devices and we or our
future collaborators
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may be required to obtain marketing approval for accompanying companion diagnostics before we may commercialize our product candidates.
Even if we obtain the required financing or establish a collaboration to enable us to conduct late-stage clinical development of our product candidates and
pipeline assets, we cannot be certain that such clinical development would be successful, or that we will obtain regulatory approval or be able to successfully
commercialize any of our product candidates and generate revenue. Success in preclinical testing and early clinical trials does not ensure that later clinical trials
will be successful, and the clinical trial process may fail to demonstrate that our product candidates are safe and effective for their proposed uses. For example,
Phase 1b results with glesatinib may not be replicated in subsequently enrolled subjects or trials. Any such failure could cause us to abandon further development
of any one or more of our product candidates and may delay development of other product candidates. Product candidates in later stages of clinical trials may fail to
show the desired safety and efficacy traits despite having progressed through preclinical studies and initial clinical trials. Any delay in, or termination of, our
clinical trials will delay and possibly preclude the submission of any new drug applications ("NDAs") with the FDA and, ultimately, our ability to commercialize
our product candidates and generate product revenue.
We have not previously submitted an NDA to the FDA, or similar drug approval filings to comparable foreign authorities, for any product candidate, and
we cannot be certain that any of our product candidates will receive regulatory approval. Further, our product candidates may not receive regulatory approval even
if they are successful in clinical trials. If we do not receive regulatory approvals for our product candidates, we may not be able to continue our operations. Even if
we successfully obtain regulatory approvals to market one or more of our product candidates, our revenues will be dependent, in part, upon our or our future
collaborators’ ability to obtain regulatory approval for the companion diagnostics to be used with our product candidates, if required, and upon the size of the
markets in the territories for which we gain regulatory approval and have commercial rights. If the markets for patient subsets that we are targeting are not as
significant as we estimate, we may not generate significant revenues from sales of such products, if approved.
All of our product candidates are subject to extensive regulation, which can be costly and time consuming, cause delays or prevent approval of such
product candidates for commercialization.
The clinical development of product candidates is subject to extensive regulation by the FDA in the United States and by comparable regulatory authorities
in foreign markets. Product development is a very lengthy and expensive process, and its outcome is inherently uncertain. The product development timeline can
vary significantly based upon the product candidate’s novelty and complexity. Regulations are subject to change and regulatory agencies have significant discretion
in the approval process.
Numerous statutes and regulations govern human testing and the manufacture and sale of human therapeutic products in the United States, Europe and
other countries and regions where we intend to market our products. Such legislation and regulation bears upon, among other things, the approval of trial protocols
and human testing, the approval of manufacturing facilities, safety of the product candidates, testing procedures and controlled research, review and approval of
manufacturing, preclinical and clinical data prior to marketing approval including adherence to good manufacturing practices ("GMP") during production and
storage as well as regulation of marketing activities including advertising and labeling.
In order to obtain regulatory approval for the commercial sale of any of our product candidates, we must demonstrate through preclinical studies and
clinical trials that the potential product is safe and effective for use in humans for each target indication. The failure to adequately demonstrate the safety and
efficacy of a product under development could delay or prevent regulatory approval of our product candidates.
No assurance can be given that current regulations relating to regulatory approval will not change or become more stringent in the United States or foreign
markets. Regulatory agencies may also require that additional trials be run in order to provide additional information regarding the safety or efficacy of any drug
candidates for which we seek regulatory approval. Moreover, any regulatory approval of a drug which is eventually obtained may entail limitations on the indicated
uses for which that drug may be marketed. Furthermore, product approvals may be withdrawn or limited in some way if problems occur following initial marketing
or if compliance with regulatory standards is not maintained. Regulatory agencies could become more risk averse to any side effects or set higher standards of
safety and efficacy prior to reviewing or approving a product. This could result in a product not being approved. Any of the foregoing scenarios could materially
harm the commercial prospects for our product candidates.
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We may not be successful in establishing development and commercialization collaborations which could adversely affect, and potentially prohibit, our
ability to develop our product candidates.
Because developing pharmaceutical products, conducting clinical trials, obtaining regulatory approval, establishing manufacturing capabilities and
marketing approved products is expensive, we may seek to enter into collaborations with companies that have more resources and experience in order to continue
to develop and commercialize our product candidates. We also may be required due to financial or scientific constraints to enter into additional collaboration
agreements to research and/or to develop and commercialize our product candidates. The establishment and realization of such collaborations may be not be
possible or may be problematic. There can be no assurance that we will be able to establish such additional collaborations on favorable terms, if at all, or that our
current or future collaborative arrangements will be successful or maintained for any specific product candidate or indication. If we are unable to reach successful
agreements with suitable collaboration partners for the ongoing development and commercialization of our product candidates, we may face increased costs, we
may be forced to limit the scope and number of our product candidates we can commercially develop or the territories in which we commercialize such product
candidates, and we may be unable to commercialize products or programs for which a suitable collaboration partner cannot be found. If we fail to achieve
successful collaborations, our operating results and financial condition will be materially and adversely affected.
In addition, the terms of any collaboration agreements may place restrictions on our activities with respect to other products, including by limiting our
ability to grant licenses or develop products with other third parties, or in different indications, diseases or geographical locations, or may place additional
obligations on us with respect to development or commercialization of our product candidates. If we fail to comply with or breach any provision of a collaboration
agreement, a collaborator may have the right to terminate, in whole or in part, such agreement or to seek damages.
Some of our collaboration agreements are complex and involve sharing or division of ownership of certain data, know-how and intellectual property rights
among the various parties. Accordingly, our collaborators could interpret certain provisions differently than we or our other collaborators which could lead to
unexpected or inadvertent disputes with collaborators. In addition, these agreements might make additional collaborations, partnering or mergers and acquisitions
difficult.
There is no assurance that a collaborator who is acquired by a third party would not attempt to change certain contract provisions that could negatively
affect our collaboration. The acquiring company may also not accept the terms or assignment of our contracts and may seek to terminate the agreements. Any one
of our collaborators could breach covenants, restrictions and/or sub-license agreement provisions leading us into disputes and potential breaches of our agreements
with other partners.
If we or third parties are unable to successfully develop companion diagnostics for our product candidates, or experience significant delays in doing so,
we may not achieve marketing approval or realize the full commercial potential of such product candidates.
A key part of our development strategy for each of glesatinib, sitravatinib and mocetinostat is to identify subsets of patients with specific types of tumors
that express specific genetic markers. Identification of these patients will require the use and development of companion diagnostics. We expect that the FDA and
comparable foreign regulatory authorities will require the regulatory approval of a companion diagnostic as a condition to approving our product candidates. We do
not have experience or capabilities in developing or commercializing diagnostics and plan to rely in large part on third parties to perform these functions. We are
developing companion diagnostics in collaboration with diagnostic platform providers including Foundation Medicine, Inc., Guardant Health and Qiagen
Manchester Limited that we plan to use in the current Phase 2 trial of glesatinib, later stage trials and commercialization, if approved. We do not currently have any
long-term arrangements in place with any third party to develop or commercialize companion diagnostics for sitravatinib and mocetinostat product candidates.
Companion diagnostics are subject to regulation by the FDA and comparable foreign regulatory authorities as medical devices and will likely require
separate regulatory approval prior to commercialization. If we or third parties are unable to successfully develop companion diagnostics for our product candidates,
or experience delays in doing so:
•

the development of these product candidates may be delayed because it may be difficult to identify patients for enrollment in our clinical trials in a timely
manner;

•

these product candidates may not receive marketing approval if their safe and effective use depends on a companion diagnostic; and

•

we may not realize the full commercial potential of these product candidates that receive marketing approval if, among other reasons, we are unable to
appropriately identify patients or types of tumors with the specific genetic alterations targeted by these product candidates.
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Even if our product candidates and any associated companion diagnostics are approved for marketing, the need for companion diagnostics may slow or
limit adoption of our product candidates. Although we believe genetic testing is becoming more prevalent in the diagnosis and treatment of cancer, our product
candidates may be perceived negatively compared to alternative treatments that do not require the use of companion diagnostics, either due to the additional cost of
the companion diagnostic or the need to complete additional procedures to identify genetic markers prior to administering our product candidates.
If any of these events were to occur, our business and growth prospects would be harmed, possibly materially.
We rely upon third-party contractors and service providers for the execution of some aspects of our development programs. Failure of these
collaborators to provide services of a suitable quality and within acceptable timeframes may cause the delay or failure of our development programs.
We outsource certain functions, tests and services to CROs, medical institutions and collaborators and outsource manufacturing to collaborators and/or
contract manufacturers, and we rely on third parties for quality assurance, clinical monitoring, clinical data management and regulatory expertise. In particular, we
rely on CROs to run our clinical trials on our behalf. There is no assurance that such individuals or organizations will be able to provide the functions, tests, drug
supply or services as agreed upon or to acceptable quality standards, and we could suffer significant delays in the development of our products or processes.
In some cases, there may be only one or few providers of such services, including clinical data management or manufacturing services. In addition, the cost
of such services could increase significantly over time. We rely on third parties as mentioned above to enroll qualified patients and conduct, supervise and monitor
our clinical trials. Our reliance on these third parties and collaborators for clinical development activities reduces our control over these activities, but does not
relieve us of our regulatory responsibilities, including ensuring that our clinical trials are conducted in accordance with good clinical practices ("GCP") regulations
and the investigational plan and protocols contained in the regulatory agency applications. In addition, these third parties may not complete activities on schedule or
may not manufacture compounds under GMP conditions. Preclinical studies may not be performed or completed in accordance with good laboratory practices, or
GLP, regulatory requirements or our trial design. If we or our CROs fail to comply with GCP regulations, the clinical data generated in our clinical trials may be
deemed unreliable and the FDA, the EMA or comparable foreign regulatory authorities may require us to perform additional clinical trials before approving any
marketing applications. If these third parties or collaborators do not successfully carry out their contractual duties or meet expected deadlines, obtaining regulatory
approval for manufacturing and commercialization of our product candidates may be delayed or prevented. We rely substantially on third-party data managers for
our clinical trial data. There is no assurance that these third parties will not make errors in the design, management or retention of our data or data systems. There is
no assurance that these third parties will pass FDA or regulatory audits, which could delay or prohibit regulatory approval.
Our CROs may also have relationships with other commercial entities, including our competitors, for whom they may also be conducting clinical trials or
other product development activities, which could harm our competitive position. If any of our relationships with these third-party CROs terminate, we may not be
able to enter into arrangements with alternative CROs or to do so on commercially reasonable terms. Further, switching or adding additional CROs involves
additional cost and requires management time and attention. In addition, there is a natural transition period when a new CRO commences work. As a result, delays
may occur, which could materially impact our ability to meet our desired clinical development timelines. Though we carefully manage our relationships with our
CROs, there can be no assurance that we will not encounter challenges or delays in the future or that these delays or challenges will not have a material adverse
impact on our business, financial condition and prospects.
The timelines of our clinical trials may be impacted by numerous factors and any delays may adversely affect our ability to execute our current business
strategy.
Clinical testing is expensive, difficult to design and implement, can take many years to complete, and is uncertain as to outcome. We may experience
delays in clinical trials at any stage of development and testing of our product candidates. Our planned clinical trials may not begin on time, have an effective
design, enroll a sufficient number of subjects, or be completed on schedule, if at all.
Events which may result in a delay or unsuccessful completion of clinical trials include:
•

inability to raise funding necessary to initiate or continue a trial;

•

delays in obtaining regulatory approval to commence a trial;

•

delays in reaching agreement with the FDA on final trial design;
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•

delays in recruiting patients with the specific genetic alterations we are targeting to participate in a trial;

•

imposition of a clinical hold following an inspection of our clinical trial operations or trial sites by the FDA or other regulatory authorities;

•

delays in reaching agreement on acceptable terms with prospective CROs and clinical trial sites;

•

delays in obtaining required institutional review board approval at each site;

•

delays in having subjects complete participation in a trial or return for post-treatment follow-up;

•

delays caused by subjects dropping out of a trial due to side effects or otherwise;

•

clinical sites dropping out of a trial to the detriment of enrollment;

•

time required to add new clinical sites; and

•

delays by our contract manufacturers to produce and deliver a sufficient supply of clinical trial materials.

For example, due to the targeted indications and patient populations we intend to focus on for development of our product candidates, the number of study
sites and patient populations available to us may be limited, and therefore enrollment of suitable patients to participate in clinical trials for these product candidates
may take longer than would be the case if we were pursuing broader indications or patient populations. In addition, some of our competitors are developing targeted
oncology therapeutics for non-small cell lung cancer ("NSCLC") which could limit our ability to enroll patients and complete our planned clinical trials in a timely
manner.
Furthermore, enrollment may depend on the availability of suitable companion diagnostics to identify genetic markers we are targeting and the capability
and willingness of clinical sites to conduct genetic screening of potential patients.
If initiation or completion of any of our clinical trials for our product candidates are delayed for any of the above reasons or for other reasons, our
development costs may increase, our approval process could be delayed, any periods after commercial launch and before expiration of patent protection may be
reduced and our competitors may have more time to bring products to market before we do. Any of these events could impair the commercial potential of our
product candidates and could have a material adverse effect on our business.
*
Our product candidates may cause undesirable side effects or have other properties that could delay or prevent their regulatory approval, limit the
commercial profile of an approved product label, or result in significant negative consequences following marketing approval, if any.
Undesirable side effects caused by our product candidates could cause us or regulatory authorities to interrupt, delay or halt clinical trials and could result
in a more restrictive label or the delay or denial of regulatory approval by the FDA or other comparable foreign authorities. Results of our trials could reveal a high
and unacceptable severity and prevalence of side effects. In such an event, our trials could be suspended or terminated and the FDA or comparable foreign
regulatory authorities could order us to cease further development of or deny approval of our product candidates for any or all targeted indications. Treatmentrelated side effects could affect patient recruitment or the ability of enrolled patients to complete the trial, or result in potential product liability claims. Any of these
occurrences may harm our business, financial condition and prospects significantly. For example, in the glesatinib Phase 2 clinical trial, we recently introduced a
new spray-dried dispersion ("SDD") formulation. We can make no assurances the SDD formulation will be well tolerated or that it will not cause previously
unreported side effects.
Additionally, if one or more of our product candidates receives marketing approval, and we or others later identify undesirable side effects caused by such
products, a number of potentially significant negative consequences could result, including:
•

regulatory authorities may withdraw approvals of such product;

•

regulatory authorities may require additional warnings on the product label;

•

we may be required to create a medication guide outlining the risks of such side effects for distribution to patients;

•

we could be sued and held liable for harm caused to patients; and
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•

our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance of any product candidate, if approved, and could significantly harm
our business, results of operations and prospects.
We are and continue to be subject to stringent government regulations concerning the clinical testing of our products. We will also continue to be
subject to government regulation of any product that receives regulatory approval.
Numerous statutes and regulations govern human testing and the manufacture and sale of human therapeutic products in the United States and other
countries where we intend to market our products. Such legislation and regulation bears upon, among other things, the approval of trial protocols and human
testing, the approval of manufacturing facilities, testing procedures and controlled research, the review and approval of manufacturing, preclinical and clinical data
prior to marketing approval, including adherence to GMP during production and storage, and marketing activities including advertising and labeling.
Clinical trials may be delayed or suspended at any time by us or by the FDA or other similar regulatory authorities if it is determined at any time that
patients may be or are being exposed to unacceptable health risks, including the risk of death, or if compounds are not manufactured under acceptable GMP
conditions or with acceptable quality. Current regulations relating to regulatory approval may change or become more stringent. The agencies may also require
additional trials be run in order to provide additional information regarding the safety, efficacy or equivalency of any product candidate for which we seek
regulatory approval.
Moreover, any regulatory approval of a drug which is eventually obtained may entail limitations on the indicated uses for which that drug may be marketed
or on the conditions of approval, or contain requirements for potentially costly post-marketing testing, including Phase 4 clinical trials, and surveillance to monitor
the safety and efficacy of the product candidate. In addition, if the FDA or a comparable foreign regulatory authority approves any of our product candidates, the
manufacturing processes, labeling, packaging, distribution, adverse event reporting, storage, advertising, promotion and recordkeeping for the product will be
subject to extensive and ongoing regulatory requirements. These requirements include submissions of safety and other post-marketing information and reports,
registration, as well as continued compliance with GMPs and GCPs for any clinical trials that we conduct post-approval. Furthermore, product approvals may be
withdrawn or limited in some way if problems occur following initial marketing or if compliance with regulatory standards is not maintained. Similar restrictions
are imposed in foreign markets. Regulatory agencies could become more risk averse to any side effects or set higher standards of safety and efficacy prior to
reviewing or approving a product. This could result in a product not being approved.
If we, or any future marketing collaborators or contract manufacturers, fail to comply with applicable regulatory requirements, we may be subject to
sanctions including fines, product recalls or seizures and related publicity requirements, injunctions, total or partial suspension of production, civil penalties,
suspension or withdrawals of previously granted regulatory approvals, warning or untitled letters, refusal to approve pending applications for marketing approval of
new products or of supplements to approved applications, import or export bans or restrictions, and criminal prosecution and penalties. Any of these penalties could
delay or prevent the promotion, marketing or sale of our products and product candidates.
The FDA’s policies, and policies of comparable foreign regulatory authorities, may change and additional government regulations may be enacted that
could prevent, limit or delay regulatory approval of our product candidates. If we are slow or unable to adapt to changes in existing requirements or to adopt new
requirements or policies, or if we are not able to maintain regulatory compliance, we may lose any marketing approval that we may have obtained, which would
adversely affect our business, prospects and ability to achieve or sustain profitability.
We have no experience in clinical or commercial manufacturing and depend on others for the production of our product candidates at suitable levels of
quality and quantity. Any problems or delays in the manufacture of our products would have a negative impact on our ability to successfully execute our
development and commercialization strategies.
We do not currently have nor do we plan to acquire the infrastructure or capability internally to manufacture our clinical drug supplies for use in the
conduct of our clinical trials, and we lack the resources and the capability to manufacture any of our product candidates on a clinical or commercial scale. We rely
on collaborators and/or third parties for development, scale-up, formulation, optimization, management of clinical trial and commercial scale manufacturing and
commercialization. There are no assurances we can scale-up, formulate or manufacture any product candidate in sufficient quantities with acceptable specifications
for the conduct of our clinical trials or for the regulatory agencies to grant approval of such product candidate. We have not yet commercialized any products and
have no commercial manufacturing experience. To be successful, our products must be properly formulated, scalable, stable and safely manufactured in clinical
trial and commercial quantities in compliance
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with GMP and other regulatory requirements and at acceptable costs. Should any of our suppliers or our collaborators be unable to supply or be delayed in
supplying us with sufficient supplies, no assurance can be given that we will be able to find alternative means of supply in a short period of time. Should such
parties’ operations suffer a material adverse effect, the manufacturing of our products would also be adversely affected. Furthermore, key raw materials could
become scarce or unavailable. There may be a limited number of third parties who can manufacture our products. We may not be able to meet specifications
previously established for product candidates during scale-up and manufacturing.
Our reliance on third parties to manufacture our product candidates will expose us and our partners to risks including the following, any of which could
delay or prevent the commercialization of our products, result in higher costs, or deprive us of potential product revenue:
•

Contract manufacturers can encounter difficulties in achieving the scale-up, optimization, formulation, or volume production of a compound as well as
maintaining quality control with appropriate quality assurance. They may also experience shortages of qualified personnel. Contract manufacturers are
required to undergo a satisfactory GMP inspection prior to regulatory approval and are obliged to operate in accordance with FDA, International
Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use ("ICH"), European and other nationally
mandated GMP regulations and/or guidelines governing manufacturing processes, stability testing, record keeping and quality standards. A failure of these
contract manufacturers to follow GMP and to document their adherence to such practices or failure of an inspection by a regulatory agency may lead to
significant delays in the availability of our product candidate materials for clinical study, leading to delays in our trials.

•

For each of our current product candidates we will initially rely on a limited number of contract manufacturers. Changing these or identifying future
manufacturers may be difficult. Changing manufacturers requires re-validation of the manufacturing processes and procedures in accordance with
FDA, ICH, European and other mandated GMP regulations and/or guidelines. Such re-validation may be costly and time-consuming. It may be difficult or
impossible for us to quickly find replacement manufacturers on acceptable terms, if at all.

•

Our contract manufacturers may not perform as agreed or may not remain in the contract manufacturing business for the time required to produce, store and
distribute our products successfully.

The successful commercialization of our product candidates, if approved, will depend on achieving market acceptance and we may not be able to gain
sufficient acceptance to generate significant revenue.
Even if our product candidates are successfully developed and receive regulatory approval, they may not gain market acceptance among physicians,
patients, healthcare payors such as private insurers or governments and other funding parties and the medical community. The degree of market acceptance for any
of our products will depend on a number of factors, including:
•

demonstration of the clinical efficacy and safety of our products;

•

the prevalence and severity of any adverse side effects;

•

limitations or warnings contained in the product’s approved labeling;

•

cost-effectiveness and availability of acceptable pricing;

•

competitive product profile versus alternative treatment methods and the superiority of alternative treatment or therapeutics;

•

the effectiveness of marketing and distribution methods and support for the products; and

•

coverage and reimbursement policies of government and third-party payors to the extent that our products could receive regulatory approval but not be
approved for coverage by or receive adequate reimbursement from government and quasi-government agencies or other third-party payors.

Disease indications may be small subsets of a disease that could be parsed into smaller and smaller indications as different subsets of diseases are defined.
This increasingly fine characterization of diseases could have negative consequences; including creating an approved indication that is so small as not to have a
viable market for us. If future technology allows characterization of a disease in a way that is different from the characterization used for large pivotal studies, it
may make those studies invalid or reduce their usefulness, and may require repeating all or a portion of the studies. Future technology may supply better prognostic
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ability which could reduce the portion of patients projected to need a new therapy. Even after being cleared by regulatory authorities, a product may later be shown
to be unsafe or not to have its purported effect, thereby preventing its widespread use or requiring withdrawal from the market.
If we fail to obtain coverage and adequate reimbursement for our products, our revenue-generating ability will be diminished and there is no
assurance that the anticipated market for our products will be sustained.
We believe that there will be many different applications for products successfully derived from our technologies and that the anticipated market for
products under development will continue to expand. However, due to competition from existing or new products and the yet-to-be established commercial
viability of our products, no assurance can be given that these beliefs will prove to be correct. Physicians, patients, formularies, payors or the medical community in
general may not accept or utilize any products that we or our collaborative partners may develop. Other drugs may be approved during our clinical testing which
could change the accepted treatments for the disease targeted and make our product candidates obsolete.
Our and our collaborators’ ability to commercialize our products successfully will depend, in part, on the extent to which coverage and adequate
reimbursement for such products and related treatments will be available from governmental health payor programs at the federal and state levels, including
Medicare and Medicaid, private health insurers, managed care plans and other organizations. No assurance can be given that third-party coverage and adequate
reimbursement will be available that will allow us to maintain price levels sufficient for the realization of an appropriate return on our investment in product
development.
Coverage and adequate reimbursement from governmental healthcare programs, such as Medicare and Medicaid, and private health insurers, managed care
plans and other organizations is critical to new product acceptance. Coverage decisions may depend upon clinical and economic standards that disfavor new drug
products when more established or lower cost therapeutic alternatives are already available or subsequently become available. Even if we obtain coverage for our
product candidates, the resulting reimbursement payment rates might not be adequate or may require co-payments that patients find unacceptably high. Patients are
unlikely to use our product candidates unless coverage is provided and reimbursement is adequate to cover a significant portion of the cost of our product
candidates.
In the United States and in many other countries, pricing and/or profitability of some or all prescription pharmaceuticals and biopharmaceuticals are subject
to varying degrees of government control. Outside of the United States, the successful commercialization of our products will depend largely on obtaining and
maintaining government coverage, because in many countries patients are unlikely to use prescription drugs that are not covered by their government healthcare
programs. Negotiating coverage and reimbursement with governmental authorities can delay commercialization by 12 months or more. Coverage and
reimbursement policies may adversely affect our ability to sell our products on a profitable basis. In many international markets, governments control the prices of
prescription pharmaceuticals, including through the implementation of reference pricing, price cuts, rebates, revenue-related taxes and profit control, and we expect
prices of prescription pharmaceuticals to decline over the life of the product or as volumes increase. Healthcare reform and controls on healthcare spending may
limit the price we charge for any products and the amounts thereof that we can sell. In particular, in the United States, the federal government and private insurers
have changed and have considered ways to change, the manner in which healthcare services are provided. In March 2010, the Patient Protection and Affordable
Care Act, as amended by the Health Care and Education Reconciliation Act (collectively, the "ACA"), became law in the United States. The ACA substantially
changes the way healthcare is financed by both governmental and private insurers and significantly affects the healthcare industry, and its implementation
continues to impose costs on the biopharmaceutical industry, including, among other things, by imposing an annual, nondeductible fee on any entity that
manufactures or imports specified branded prescription drugs and biologic agents, apportioned among these entities according to their market share in certain
government healthcare programs; increasing rebates paid under the Medicaid program; expanding participation in programs such as Medicaid and the 340B Drug
Discount Program, under which participating manufacturers are required to offer statutory price concessions, and requiring reporting of certain payments under the
federal Open Payments program and its implementing regulations. Moreover, in the United States, there has recently been significantly increased government
enforcement and payor scrutiny relating to drug pricing and price increases. For example, there have been several recent U.S. Congressional inquiries and proposed
bills designed to, among other things, bring more transparency to drug pricing, review the relationship between pricing and manufacturer patient programs, and
reform government program reimbursement methodologies for drugs, and such measures, if enacted, could adversely impact the prices we or our future
collaborators may charge for our products candidates, if commercialized.
In addition, other legislative changes have been proposed and adopted since the ACA was enacted. In August 2011, the Budget Control Act of 2011, among
other things, created measures for spending reductions by Congress. A Joint Select Committee on Deficit Reduction, tasked with recommending a targeted deficit
reduction of at least $1.2 trillion for the years 2013 through 2021, was unable to reach required goals, thereby triggering the legislation’s automatic reduction to
several government programs. These changes include aggregate reductions to Medicare payments to providers of up to 2% per fiscal year, which went into effect
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on April 1, 2013 and, as amended, will stay in effect through 2025 unless additional Congressional action is taken. In January 2013, President Obama signed into
law the American Taxpayer Relief Act of 2012, which, among other things, further reduced Medicare payments to several types of providers and increased the
statute of limitations period for the government to recover overpayments to providers from three to five years. Moreover, the Drug Supply Chain Security Act,
enacted in 2013, imposes new obligations on manufacturers of pharmaceutical products related to product tracking and tracing. Among the requirements of this
legislation, manufacturers are required to provide certain information regarding the drug products to individuals and entities to which product ownership is
transferred, label drug product with a product identifier, and keep certain records regarding the drug product. The transfer of information to subsequent product
owners by manufacturers will eventually be required to be done electronically. Manufacturers will also be required to verify that purchasers of the manufacturers’
products are appropriately licensed. Further, under this new legislation, manufacturers will have drug product investigation, quarantine, disposition, and notification
responsibilities related to counterfeit, diverted, stolen, and intentionally adulterated products, as well as products that are the subject of fraudulent transactions or
which are otherwise unfit for distribution such that they would be reasonably likely to result in serious health consequences or death. These new laws may result in
additional reductions in Medicare and other healthcare funding, which could have a material adverse effect on our customers and accordingly, our financial
operations.
We anticipate that the ACA, as well as other healthcare reform measures that may be adopted in the future, may result in more rigorous coverage criteria
and additional downward pressure on the reimbursement we may receive for any approved product. Moreover, payment methodologies may be subject to changes
in healthcare legislation and regulatory initiatives. For example, the Middle Class Tax Relief and Job Creation Act of 2012 required the Centers for Medicare &
Medicaid Services ("CMS"), to reduce the Medicare clinical laboratory fee schedule by 2% in 2013, which revised schedule, served as a base for 2014 and will be
the base for future years.
Beginning January 1, 2016, major changes to the payment formula under the Medicare Clinical Laboratory Fee Schedule ("CLFS") became effective.
Under the Protecting Access to Medicare Act of 2014 ("PAMA"), which was signed into law in April 2014, certain clinical laboratories must report laboratory test
payment data for each Medicare-covered clinical diagnostic lab test that it furnishes during a time period to be defined by regulations. Under proposed regulations,
reporting was proposed to begin January 1, 2016, and will include such data collected for last two calendar quarters of 2015. The reported data must include the
payment rate (reflecting all discounts, rebates, coupons and other price concessions) and the volume of each test that was paid by each private payor (including
health insurance issuers, group health plans, Medicare Advantage plans and Medicaid managed care organizations). Beginning in 2017, the Medicare payment rate
for each clinical diagnostic lab test will be equal to the weighted median amount for the test from the most recent data collection period. This new reimbursement
methodology is expected to generally result in relatively lower reimbursement under Medicare for clinical diagnostic lab tests than has been historically available
under the CLFS. The payment rate will apply to laboratory tests furnished by a hospital laboratory if the test is separately paid under the hospital outpatient
prospective payment system. In addition, levels of reimbursement may be impacted by other current and future legislation, regulation or reimbursement policies of
third-party payors in a manner that may harm the demand and reimbursement available for our products, including our companion diagnostics, which in turn, could
harm our future product pricing and sales. Any reduction in reimbursement from Medicare and other government programs may result in a similar reduction in
payments from private payors. The implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate revenue,
attain profitability or commercialize our products.
Competition in our targeted market area is intense and this field is characterized by rapid technological change. Therefore developments by competitors
may substantially alter the predicted market or render our product candidates uncompetitive.
There are hundreds of drugs in clinical development today in the area of oncology therapeutics. We have competitors both in the United States and
internationally, including major multinational pharmaceutical companies, biotechnology companies and universities and other research institutions. In the oncology
market, our major competitors include, but are not limited to: AbbVie, Inc., AstraZeneca PLC, Exelixis Inc., GlaxoSmithKline PLC, Ignyta, Inc., Incyte
Corporation, Syndax Pharmaceuticals Inc., Merck KGaA, NantPharma LLC, Novartis AG, Pfizer Inc. ("Pfizer"), and Sanofi S. A. among others.
Many companies have filed, and continue to file, patent applications in oncology which may or could affect our program. Some of these patent applications
may have already been allowed or issued, and others may issue in the future. These companies include, but are not limited to: Bristol-Myers Squibb Company;
Compugen Limited; Exelixis; GlaxoSmithKline PLC; Novartis; and Pfizer. Since this area is competitive and of strong interest to pharmaceutical and
biotechnology companies, there will likely be additional patent applications filed, and additional patents granted, in the future, as well as additional research and
development programs expected in the future.
In addition to companies that have HDAC inhibitors or kinase inhibitors addressing oncology indications, our competition also includes hundreds of private
and publicly traded companies that operate in the area of oncology but have therapeutics with
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different mechanisms of action. The oncology market in general is highly competitive with over 1,000 molecules currently in clinical development.
Developments by others may render our products or technologies non-competitive or obsolete or we may not be able to keep pace with technological
developments. Our competitors may have developed or may be developing technologies which may be the basis for competitive products. Some of these products
may prove to be more effective and less costly than the products developed or being developed by us. Our competitors may obtain regulatory approval for their
products more rapidly than we do which may change the standard of care in the indications we are targeting, rendering our technology or products non-competitive
or obsolete. For example, with the recent approval of immunotherapy agents for the treatment of NSCLC and other cancers, the standard of care for the treatment of
cancer is evolving and will continue to evolve which could require us to change the design and timelines for our registration trails and may limit the commercial
acceptance of our products in the future. Others may develop treatments or cures superior to any therapy we are developing or will develop. Moreover, alternate,
less toxic forms of medical treatment may be developed which may be competitive with our products.
Many of the organizations which could be considered to be our competitors have substantially more financial and technical resources, more extensive
discovery research, preclinical research and development capabilities and greater manufacturing, marketing, distribution, production and human resources than we
do. Many of our current or potential competitors have more experience than us in research, preclinical testing and clinical trials, drug commercialization,
manufacturing and marketing, and in obtaining domestic and foreign regulatory approvals. In addition, failure, unacceptable toxicity, lack of sales or disappointing
sales or other issues regarding competitors’ products or processes could have a material adverse effect on our product candidates, including our clinical candidates
or our lead compounds. Established pharmaceutical companies may invest heavily to accelerate discovery and development of novel compounds or to in-license
novel compounds that could make our product candidates less competitive. In addition, any new product that competes with an approved product must demonstrate
compelling advantages in efficacy, convenience, tolerability and safety in order to overcome price competition and brand recognition and to be commercially
successful. Accordingly, our competitors may succeed in obtaining patent protection, receiving FDA, EMA or other regulatory approval or discovering, developing
and commercializing medicines before we do, which would have a material adverse impact on our business.
We will not be able to successfully commercialize our product candidates without establishing sales and marketing capabilities internally or through
collaborators.
We currently have no sales and marketing staff. We may not be able to find suitable sales and marketing staff and collaborators for all of our product
candidates. We have no prior experience in the marketing, sale and distribution of pharmaceutical products and there are significant risks involved in building and
managing a sales organization, including our ability to hire, retain and incentivize qualified individuals, generate sufficient sales leads, provide adequate training to
sales and marketing personnel, and effectively manage a geographically dispersed sales and marketing team. Any collaborators may not be adequate or successful
or could terminate or materially reduce the effort they direct to our products. The development of a marketing and sales capability will require significant
expenditures, management resources and time. The cost of establishing such a sales force may exceed any potential product revenue, or our marketing and sales
efforts may be unsuccessful. If we are unable to develop an internal marketing and sales capability in a timely fashion, or at all, or if we are unable to enter into a
marketing and sales arrangement with a third party on acceptable terms, we may be unable to successfully develop and seek regulatory approval for our product
candidates and/or effectively market and sell approved products, if any.
We are subject to competition for our skilled personnel and may experience challenges in identifying and retaining key personnel that could impair our
ability to conduct our operations effectively.
Our future success depends on our ability to retain our executive officers and to attract, retain and motivate qualified personnel. If we are not successful in
attracting and retaining highly qualified personnel, we may not be able to successfully implement our business strategy. Although we have not experienced
problems attracting and retaining highly qualified personnel in the recent past, our industry has experienced a high rate of turnover of management personnel in
recent years. Our ability to compete in the highly competitive biotechnology and pharmaceuticals industries depends upon our ability to attract and retain highly
qualified managerial, scientific and medical personnel. We are highly dependent on our management, scientific and medical personnel, especially Charles M.
Baum, M.D., Ph.D., our President and Chief Executive Officer, Isan Chen, M.D., our Executive Vice President and Chief Medical and Development Officer, James
Christensen, Ph.D. our Chief Scientific Officer, and Jamie A. Donadio, our Senior Vice President and Chief Financial Officer, whose services are critical to the
successful implementation of our product candidate acquisition, development and regulatory strategies, as well as the management of our financial operations. We
are not aware of any present intention of any of these individuals to leave our Company. In order to induce valuable employees to continue their employment with
us, we have provided stock options that vest over time. The value to employees of stock options
31

Table of Contents
that vest over time is significantly affected by movements in our stock price that are beyond our control, and may at any time be insufficient to counteract more
lucrative offers from other companies.
Despite our efforts to retain valuable employees, members of our management, scientific and development teams may terminate their employment with us
at any time, with or without notice. The loss of the services of any of our executive officers or other key employees and our inability to find suitable replacements
could harm our business, financial condition and prospects. Our success also depends on our ability to continue to attract, retain and motivate highly skilled junior,
mid-level and senior managers as well as junior, mid-level and senior scientific and medical personnel.
We may also experience growth in the number of our employees and the scope of our operations, especially in clinical development. This growth will place
a significant strain on our management, operations and financial resources and we may have difficulty managing this future potential growth. No assurance can be
provided that we will be able to attract new employees to assist in our growth. Many of the other pharmaceutical companies that we compete against for qualified
personnel have greater financial and other resources, different risk profiles and a longer history in the industry than we do. We also may employ consultants or parttime and contract employees. There can be no assurance that these individuals are retainable. While we have been able to attract and retain skilled and experienced
personnel and consultants in the past, no assurance can be given that we will be able to do so in the future.
Our current and future relationships with customers and third-party payors in the United States and elsewhere may be subject, directly or indirectly, to
applicable anti-kickback, fraud and abuse, false claims, transparency, health information privacy and security and other healthcare laws and regulations,
which could expose us to criminal sanctions, civil penalties, contractual damages, reputational harm, administrative burdens and diminished profits and future
earnings.
As a pharmaceutical company, even though we do not and will not control referrals of healthcare services or bill directly to Medicare, Medicaid or other
third-party payors, certain federal and state healthcare laws and regulations pertaining to fraud and abuse and patients’ rights are and will be applicable to our
business. Our current and future arrangements with third-party payors and customers may expose us to broadly applicable fraud and abuse and other healthcare
laws and regulations, including, without limitation, the federal Anti-Kickback Statute and the federal False Claims Act, which may constrain the business or
financial arrangements and relationships through which we sell, market and distribute any drugs for which we obtain marketing approval. In addition, we may be
subject to transparency laws and patient privacy regulation by U.S. federal and state governments and by governments in foreign jurisdictions in which we conduct
our business. The laws that may affect our ability to operate include:
•

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

•

federal civil and criminal false claims laws and civil monetary penalty laws, including the federal False Claims Act, which impose criminal and civil
penalties, including civil whistleblower or qui tam actions, against individuals or entities for knowingly presenting, or causing to be presented, to the federal
government, including the Medicare and Medicaid programs, claims for payment that are false or fraudulent or making a false statement to avoid, decrease
or conceal an obligation to pay money to the federal government;

•

the federal Health Insurance Portability and Accountability Act of 1996 ("HIPAA"), which imposes criminal and civil liability for executing a scheme to
defraud any healthcare benefit program or making false statements relating to healthcare matters;

•

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

•

the federal Open Payments program, which requires manufacturers of drugs, devices, biologics and medical supplies for which payment is available under
Medicare, Medicaid or the Children’s Health Insurance Program, with specific exceptions, to report annually to CMS information related to “payments or
other transfers of value” made to physicians, which is defined to include doctors, dentists, optometrists, podiatrists and chiropractors, and teaching hospitals
and applicable manufacturers and applicable group purchasing organizations to report annually to CMS ownership and investment interests held by the
physicians and their immediate family members, and contains requirements for manufacturers to submit reports
32

Table of Contents
to CMS by the 90th day of each calendar year, and disclosure of such information to be made by CMS on a publicly available website which began in
September 2014; and
•

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

Because of the breadth of these laws and the narrowness of available statutory and regulatory exceptions, it is possible that some of our business activities
could be subject to challenge under one or more of such laws. In addition, recent healthcare reform legislation has strengthened these laws. For example, the ACA,
among other things, amends the intent requirement of the federal Anti-Kickback Statute such that a person or entity no longer needs to have actual knowledge of
this statute or specific intent to violate it in order to have committed a violation. Moreover, the ACA provides that the government may assert that a claim including
items or services resulting from a violation of the federal Anti-Kickback Statute constitutes a false or fraudulent claim for purposes of the False Claims Act. To the
extent that any of our product candidates is ultimately sold in countries other than the United States, we may be subject to similar laws and regulations in those
countries. If we or our operations are found to be in violation of any of the laws described above or any other governmental regulations that apply to us, we may be
subject to penalties, including civil and criminal penalties, damages, fines, imprisonment, exclusion from participation in government healthcare programs, and the
curtailment or restructuring of our operations, any of which could have a material adverse effect on our business. If any of the physicians or other healthcare
providers or entities with whom we expect to do business, including any of our collaborators, is found not to be in compliance with applicable laws, it may be
subject to criminal, civil or administrative sanctions, including exclusion from participation in government healthcare programs, which could also materially affect
our business.
We may become subject to the risk of product liability claims.
We face an inherent risk of product liability as a result of the clinical testing of our product candidates and will face an even greater risk if we
commercialize any products. Human therapeutic products involve the risk of product liability claims and associated adverse publicity. Currently, the principal risks
we face relate to patients in our clinical trials, who may suffer unintended consequences. Claims might be made by patients, healthcare providers, pharmaceutical
companies or others. For example, we may be sued if any product we develop allegedly causes injury or is found to be otherwise unsuitable during product testing,
manufacturing, marketing or sale. Any such product liability claims may include allegations of defects in manufacturing, defects in design, a failure to warn of
dangers inherent in the product, negligence, strict liability and a breach of warranties. Claims could also be asserted under state consumer protection laws. If we
cannot successfully defend ourselves against product liability claims, we may incur substantial liabilities or be required to limit commercialization of our product
candidates, if approved. Even successful defense would require significant financial and management resources. Regardless of the merits or eventual outcome,
liability claims may result in:
•

decreased demand for our product candidates;

•

injury to our reputation;

•

withdrawal of clinical trial participants;

•

initiation of investigations by regulators;

•

costs to defend the related litigation;

•

a diversion of management’s time and our resources;

•

substantial monetary awards to trial participants or patients;

•

product recalls, withdrawals or labeling, marketing or promotional restrictions;

•

loss of revenue from product sales; and
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•

the inability to commercialize any of our product candidates, if approved.

We may not have or be able to obtain or maintain sufficient and affordable insurance coverage, and without sufficient coverage any claim brought against
us could have a materially adverse effect on our business, financial condition or results of operations. We run clinical trials through investigators that could be
negligent through no fault of our own and which could affect patients, cause potential liability claims against us and result in delayed or stopped clinical trials. We
are required in many cases by contractual obligations to indemnify collaborators, partners, third-party contractors, clinical investigators and institutions. These
indemnifications could result in a material impact due to product liability claims against us and/or these groups. We currently carry $10 million in product liability
insurance, which we believe is appropriate for our clinical trials. Although we maintain such insurance, any claim that may be brought against us could result in a
court judgment or settlement in an amount that is not covered, in whole or in part, by our insurance or that is in excess of the limits of our insurance coverage. Our
insurance policies also have various exclusions, and we may be subject to a product liability claim for which we have no coverage. We will have to pay any
amounts awarded by a court or negotiated in a settlement that exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be
able to obtain, sufficient capital to pay such amounts.
Our business involves the controlled use of hazardous materials and as such we are subject to environmental and occupational safety laws. Continued
compliance with these laws may incur substantial costs and failure to maintain compliance could result in liability for damages that may exceed our resources.
Our preclinical research, manufacturing and development processes involve the controlled use of hazardous and radioactive materials. We are subject to
federal, local and foreign laws and regulations governing the use, manufacture, storage, handling and disposal of such materials and certain waste products. Our
operations involve the use of hazardous and flammable materials, including chemicals and biological materials. Our operations also produce hazardous waste
products. The risk of accidental contamination or injury from these materials cannot be completely eliminated. In the event of such an accident, we could be held
liable for any damages that result, and any such liability could exceed our resources. We may not be adequately insured against this type of liability. We may be
required to incur significant costs to comply with environmental laws and regulations in the future, and our operations, business or assets may be materially
adversely affected by current or future environmental laws or regulations.
We may have to dedicate resources to the settlement of litigation.
Securities legislation in the United States, Canada and other countries makes it relatively easy for stockholders to sue. This could lead to frivolous lawsuits
which could take substantial time, money, resources and attention or force us to settle such claims rather than seek adequate judicial remedy or dismissal of such
claims.
If we are required to defend patent infringement actions brought by third parties, or if we sue to protect our own patent rights or otherwise to protect our
proprietary information and to prevent its disclosure, or if we are involved in other litigation, whether as a plaintiff or defendant, we may be required to pay
substantial litigation costs and managerial attention may be diverted from business operations even if the outcome is in our favor. If we are required to defend our
patents or trademarks against infringement by third parties, we may be required to pay substantial litigation costs and managerial attention and financial resources
may be diverted from our research and development operations even if the outcome is in our favor.
We may be vulnerable to disruption, damage and financial obligation as a result of system failures.
Despite the implementation of security measures, any of the internal computer systems belonging to us, our collaborators or our third-party service
providers are vulnerable to damage from computer viruses, unauthorized access, natural disasters, terrorism, war and telecommunication and electrical failure. Any
system failure, accident or security breach that causes interruptions in our own, in collaborators’ or in third-party service vendors’ operations could result in a
material disruption of our drug discovery and development programs. In addition, we rely upon third-party contractors and service providers for the hosting,
support and/or maintenance of some aspects of our computer hardware, computer software and telecommunications systems. Failure of those contractors and
service providers to provide systems and services of a suitable quality and within acceptable timeframes may cause the delay or failure of our development
programs, or loss of confidential or proprietary information. To the extent that any disruption or security breach results in a loss or damage to our data or
applications, or inappropriate disclosure of confidential or proprietary information, we may incur liability, our drug discovery and development programs may be
adversely affected and the further development of our product candidates may be delayed. Furthermore, we may incur additional costs to remedy the damages
caused by these disruptions or security breaches.
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Risks Relating to Our Intellectual Property
We may not obtain adequate protection for our product candidates through patents and other intellectual property rights and as such our competitive
advantage in the marketplace may be compromised.
Our success depends, in part, on our ability to secure and protect our patents, trade secrets, trademarks and other intellectual property rights and to operate
without infringing on the proprietary rights of others or having third parties circumvent the rights that we own or license. We have filed and are actively pursuing
patent applications in the United States, Japan, Europe and other major markets via the Patent Cooperation Treaty or directly in countries of interest. The patent
positions of healthcare companies, universities and biopharmaceutical companies, including ours, are uncertain and involve complex questions of law and fact for
which important legal issues may remain unresolved. Therefore, there is no assurance that our pending patent applications will result in the issuance of patents or
that we will develop additional proprietary products which are patentable. Moreover, patents issued or to be issued to us may not provide us with any competitive
advantage. Further, if the patent applications we hold or in-license with respect to our programs, product candidates and companion diagnostic fail to issue, if their
breadth or strength of protection is threatened, or if they fail to provide meaningful exclusivity for our product candidates, it could dissuade companies from
collaborating with us to develop product candidates, and threaten our ability to commercialize future products.
Our patents may be challenged by third parties at the United States Patent and Trademark Office ("USPTO"), comparable foreign patent offices, or in
patent litigation. In addition, it is possible that third parties with products that are very similar to ours will circumvent our patents by means of alternate designs or
processes or file applications or be granted patents that would block or hurt our efforts.
There are no assurances that our patent counsel, lawyers or advisors have given us correct advice or counsel. Opinions from such patent counsel or lawyers
may not be correct or may be based on incomplete facts. We cannot be certain that we are the first to invent or first to file for patent protection for the inventions
covered by pending patent applications and, if we are not, we may be subject to priority disputes. We may be required to disclaim part or all of the subject matter
and/or term of certain patents or all of the subject matter and/or term of certain patent applications. There may be prior art of which we are not aware that may
affect the validity or enforceability of a patent claim. There also may be prior art of which we are aware, but which we do not believe affects the validity or
enforceability of one or more claims, which may, nonetheless, ultimately be found to affect the validity or enforceability of a claim. No assurance can be given that
if challenged, our patents would be declared by the USPTO, comparable foreign patent offices or a court to be valid or enforceable or that even if found valid and
enforceable, a competitor’s technology or product would be found by a court to infringe our patents. The possibility exists that others will develop products which
have the same effect as our products on an independent basis which do not infringe our patents or other intellectual property rights, or will design around the claims
of patents that we have had issued that cover our products. The steps we have taken to protect our intellectual property may not prevent the misappropriation of our
proprietary information and technologies, particularly in foreign countries where laws or law enforcement practices may not protect proprietary rights to the same
extent as in the United States, Europe or Japan. Unauthorized disclosure of our proprietary information could also harm our competitive position. We could also
inadvertently use our collaborators’ data inappropriately which could lead to liability. We may file patent applications but have claims restricted or we may not be
able to supply sufficient data to satisfy a patent office to support our claims and, as a result, may not obtain the original claims desired or we may receive restricted
claims. Alternatively, it is possible that we may not receive any patent protection from an application.
Maintaining our patents and applications requires timely payment of fees and other associated costs in the countries of filing, and we could inadvertently
abandon a patent or patent application (or trademark or trademark application) due to non-payment of fees, or as a result of a failure to comply with filing deadlines
or other requirements of the prosecution process, resulting in the loss of protection of certain intellectual property rights in a certain country. Alternatively, we, our
collaborators or our patent counsel may take action resulting in a patent or patent application becoming abandoned which may not be able to be reinstated, or if
reinstated, may suffer patent term adjustments. Any of these outcomes could hurt our ability to gain full patent protection for our products. Registered trademarks
and/or applications for trademark registrations in the United States that belong to us are subject to similar risks as described above for patents and patent
applications.
Many of our collaboration agreements are complex and may call for licensing or cross-licensing of potentially blocking patents, know-how or intellectual
property. Due to the potential overlap of data, know-how and intellectual property rights there can be no assurance that one of our collaborators will not dispute our
right to send data or know-how or other intellectual property rights to third parties and this may potentially lead to liability or termination of a program or litigation.
There are no assurances that the actions of our collaborators would not lead to disputes or cause us to default with other collaborators. We cannot be certain that a
collaborator will not challenge the validity of licensed patents.
35

Table of Contents
We cannot be certain that any country’s patent and/or trademark office will not implement new rules which could affect how we draft, file, prosecute
and/or maintain patents and patent applications, or that certain patent rights and/or trademark rights will be granted by governmental authorities in particular
foreign countries. We cannot be certain that increasing costs for drafting, filing, prosecuting and maintaining patent applications and patents will not limit our
ability to file for patent protection, or to prosecute applications through to grant. We may be forced to abandon or return the rights to specific patents due to a lack
of financial resources. There is no assurance that we could enter into licensing arrangements at a reasonable cost, or develop or obtain alternative technology in
respect of patents issued to third parties that incidentally cover our products. Any inability to secure such licenses or alternative technology could result in delays in
the introduction of some of our products or even lead to prohibition of the development, manufacture or sale of certain products by us.
We may file applications for trademark registrations in connection with our product candidates in various jurisdictions, including the United States. No
assurance can be given that any of our trademark applications will be registered in the United States or elsewhere, or that the use of any registered or unregistered
trademarks will confer a competitive advantage in the marketplace. Furthermore, even if we are successful in our trademark registrations, the FDA and regulatory
authorities in other countries have their own process for drug nomenclature and their own views concerning appropriate proprietary names. No assurance can be
given that the FDA or any other comparable regulatory authority will accept any of our trademarks or will not request reconsideration of one of our trademarks, for
use in connection with our drug product candidates, whether currently or at some time in the future. The loss, abandonment, or cancellation of any of our
trademarks or trademark applications could negatively affect the success of the product candidates to which they relate.
Moreover, some of our know-how and technology which is not patented or not patentable may constitute trade secrets. Therefore, we require our
consultants, advisors and collaborators to enter into confidentiality agreements and our employees to enter into invention and non-disclosure agreements. However,
no assurance can be given that such agreements will provide for a meaningful protection of our trade secrets, know-how or other proprietary information in the
event of any unauthorized use or disclosure of information. Furthermore, we cannot provide assurance that any of our employees, consultants, contract personnel or
collaborators, either accidentally or through willful misconduct, will not cause serious negative impact to our programs and/or our strategy. All of our employees
have signed confidentiality agreements, but there can be no assurance that they will not inadvertently or through their misconduct give trade secrets away.
Third-party patents or intellectual property infringement claims may result in a reduction in the scope of our patent protection and competitive
exclusivity with respect to our product candidates. Patent litigation, including defense against third-party intellectual property claims, may result in us
incurring substantial costs.
Patent applications which may relate to or affect our business may have been filed by others. Such patent applications or patents resulting there from may
conflict with our technologies, patents or patent applications, potentially reducing the scope or strength of our patent protection, and may ultimately be determined
to limit or prohibit our freedom to operate with respect to our product candidates. Such events could cause us to stop or change the course of our research and
development or modify our intellectual property strategies. We could also become involved in interference proceedings in connection with one or more of our
patents or patent applications to determine priority of invention, or in post-grant opposition proceedings at the USPTO or comparable foreign patent offices. There
can be no guarantees that an interference proceeding or defense of a post-grant opposition would be successful or that such an outcome would be upheld on appeal.
An unfavorable outcome could require us to cease using the related technology or to attempt to license rights to it from the prevailing party. Our business could be
harmed if the prevailing party does not offer us a license on commercially reasonable terms. Our defense of such interference proceedings may fail and, even if
successful, may result in substantial costs and distract our management and other employees.
No assurance can be given that our patents, once issued, would be declared by a court to be valid or enforceable, or that we would not be found to infringe a
competitor’s patent.
Third parties may assert that we are using their proprietary information without authorization. Third parties may also have or obtain patents and may claim
that technologies licensed to or used by us infringe their patents. Because patent applications can take many years to issue, third parties may have currently pending
patent applications which may later result in issued patents that our product candidates or companion diagnostic may infringe, or which such third parties claim are
infringed by the use of our technologies. If any third-party patents are held by a court of competent jurisdiction to cover any aspect of our product candidates,
including the formulation or method of use of such product candidate, the holders of any such patents may be able to block our ability to commercialize such
product candidate unless we obtain a license under the applicable patents, or until such patents expire. In any such case, such a license may not be available on
commercially reasonable terms or at all. We may attempt to invalidate a competitor’s patent or trademark. There is no assurance such action will ultimately be
successful and, even if initially successful, it could be overturned upon appeal. In addition, any legal action that seeks damages or an injunction to stop us from
carrying on our commercial activities relating to the affected technologies could subject us to monetary liability. Some of our
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competitors may be able to sustain the costs of complex patent litigation more effectively than we can because they have substantially greater resources.
Parties making claims against us for alleged infringement of their intellectual property rights may obtain injunctive or other equitable relief, which could
effectively block our ability to further develop and commercialize one or more of our product candidates. Defense of these claims, regardless of their merit, would
involve substantial litigation expense and would be a substantial diversion of employee resources from our business. In the event of a successful claim of
infringement against us, we could be required to redesign our infringing products or obtain a license from such third party to continue developing and
commercializing our products and technology. However, we may not be able to obtain any required license on commercially reasonable terms, or at all. Even if we
are able to obtain a license, it may be non-exclusive, thereby giving our competitors access to the same technologies licensed to us. It may be impossible to
redesign our products and technology, or it may require substantial time and expense, which could force us to cease commercialization of one or more of our
product candidates, or some of our business operations, which could materially harm our business. In addition, in any such proceeding, we may be required to pay
substantial damages, including treble damages and attorneys’ fees in the event we are found liable for willful infringement.
Our intellectual property may be infringed upon by a third party.
Third parties may infringe one or more of our issued patents or trademarks. We cannot predict if, when or where a third party may infringe one or more of
our issued patents or trademarks. There is no assurance that we would be successful in a court of law to prove that a third party is infringing one or more of our
issued patents. Even if we are successful in proving in a court of law that a third party is infringing one or more of our issued patents there can be no assurance that
we would be successful in halting their infringing activities, for example, through a permanent injunction, or that we would be fully or even partially financially
compensated for any harm to our business. We may be forced to enter into a license or other agreement with the infringing third party at terms less profitable or
otherwise less commercially acceptable to us than if the license or agreement were negotiated under conditions between those of a willing licensee and a willing
licensor. We may not become aware of a third party infringer within legal timeframes that would enable us to seek adequate compensation, or at all, thereby
possibly losing the ability to be compensated for any harm to our business. Such a third-party may be operating in a foreign country where the infringer is difficult
to locate, where we do not have issued patents and/or the patent laws may be more difficult to enforce. Some third-party infringers may be able to sustain the costs
of complex patent infringement litigation more effectively than we can because they have substantially greater resources. Any inability to stop third-party
infringement could result in loss in market share of some of our products or even lead to a delay, reduction and/or inhibition of the development, manufacture or
sale of certain products by us. There is no assurance that a product produced and sold by a third-party infringer would meet our or other regulatory standards or
would be safe for use. Such third-party infringer products could irreparably harm the reputation of our products thereby resulting in substantial loss in market share
and profits.
Third parties may seek to obtain approval of a generic version of approved products. Defense against entry of a generic product may result in us
incurring substantial costs and ultimate failure to prevail against approval of a generic product could result in a substantial loss of market share and profits.
Even if we are successful in obtaining regulatory approval to sell any of our product candidates in one or more countries, we cannot be certain that our
patents and other intellectual property rights will ultimately prevent approval during the patent term
of generic products developed and commercialized by third parties. A generic manufacturer may seek approval of a generic version of any of our products in the
United States by filing an Abbreviated New Drug Application ("ANDA"), with the FDA asserting that our patents are invalid and/or unenforceable to maintain
market exclusivity for any of our products, if approved. We cannot predict if, or when, one or more generic manufacturers may attempt to seek regulatory approval
for a generic version of any of our products, if approved. There is no assurance that we will ultimately be successful in a court of law to prevent entry of a generic
version of any of our products during the applicable patent term and we may incur substantial costs defending our patents and intellectual property rights. An
inability to stop a generic manufacturer from selling a generic version of our products could result in a substantial loss of market share and profits or even preclude
the ability to continue to commercialize any of our products, if approved.
Risks Related to Our Shares of Common Stock
Our share price is volatile and may be influenced by numerous factors that are beyond our control.
A low share price and low market valuation may make it difficult to raise sufficient additional cash due to the significant dilution to current stockholders.
Market prices for shares of biotechnology and biopharmaceutical companies such as ours are often volatile. Factors such as clinical and regulatory developments
regarding our products or processes, developments regarding potential or future third-party collaborators, announcements of technological innovations, new
commercial products, patents, the
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development of proprietary rights by us or by others or any litigation relating to these rights, regulatory actions, general conditions in the biotechnology and
pharmaceutical industries, failure to meet analysts’ expectations, publications, financial results or public concern over the safety of biopharmaceutical and
biotechnological products, economic conditions in the United States and other countries, terrorism and other factors could have a significant effect on the share
price for our shares of common stock. Any setback or delay in the clinical development of our programs could result in a significant decrease in our share price. In
recent years the stock of other biotechnology and biopharmaceutical companies has experienced extreme price fluctuations that have been unrelated to the
operating performance of the affected companies. There can be no assurance that the market price of our shares of common stock will not experience significant
fluctuations in the future, including fluctuations that are unrelated to our performance. These fluctuations may result due to macroeconomic and world events,
national or local events, general perception of the biotechnology industry or to a lack of liquidity. In addition, other biotechnology companies' or our competitors’
programs could have positive or negative results that impact their stock prices and their results or experience stock price fluctuations that could have a positive or
negative impact on our stock price, regardless whether such impact is direct or not.
Stockholders may not agree with our business, scientific, clinical and financial strategy, including additional dilutive financings, and may decide to sell
their shares or vote against such proposals. Such actions could materially impact our stock price. In addition, portfolio managers of funds or large investors can
change or change their view on us and decide to sell our shares. These actions could have a material impact on our stock price. In order to complete a financing, or
for other business reasons, we may elect to consolidate our shares of common stock. Investors may not agree with these actions and may sell our shares. We may
have little or no ability to impact or alter such decisions.
* Our principal stockholders control the majority of our shares, and their actions may significantly influence matters submitted to our stockholders for
approval and our share price.
Based on the information available to us as of June 30, 2016 , our stockholders and their affiliates who owned more than 5% of our outstanding common
stock collectively owned approximately 43% of our outstanding common stock. Baker Bros. Advisors, L.L.C. ("Baker Brothers") and Boxer Capital, LLC (“Boxer
Capital”) and their affiliates collectively own approximately 29% of our outstanding common stock. In addition, in conjunction with certain financing transactions,
we granted to Baker Brothers and Boxer Capital each the right to nominate a member of our Board of Directors and the right to appoint an observer on our Board of
Directors. Collectively Baker Brothers and Boxer Capital may have significant influence over matters submitted to our stockholders for approval, including the
election and removal of directors and the approval of any merger, consolidation, or sale of all or substantially all of our assets. Furthermore, as a thinly traded
stock, if Baker Brothers, Boxer Capital or any other of our major stockholders determine to exit from the industry or from their holdings in us, for whatever reason,
the impact on our share price could be detrimental over a prolonged period of time.
Future sales and issuances of our common stock or rights to purchase common stock, including pursuant to our equity incentive plans, could result in
additional dilution of the percentage ownership of our stockholders and could cause our stock price to fall.
We expect that significant additional capital will be needed in the future to continue our planned operations. To the extent we raise additional capital by
issuing equity securities, our stockholders may experience substantial dilution. We may sell common stock, convertible securities or other equity securities in one
or more transactions at prices and in a manner we determine from time to time. If we sell common stock, convertible securities or other equity securities in more
than one transaction, investors may be materially diluted by subsequent sales. These sales may also result in material dilution to our existing stockholders, and new
investors could gain rights superior to our existing stockholders.
Pursuant to our 2013 Equity Incentive Plan ("the 2013 Plan"), and our 2013 Employee Stock Purchase Plan ("the ESPP"), our management is authorized to
grant stock options and other equity-based awards to our employees, directors and consultants, and to sell our common stock to our employees, respectively. Any
increase in the number of shares outstanding as a result of the exercise of outstanding options, the vesting or settlement of outstanding stock awards, or the
purchase of shares pursuant to the ESPP will cause our stockholders to experience additional dilution, which could cause our stock price to fall.
Our ability to use our U.S. net operating loss carryforwards and certain other tax attributes may be limited.
Under Section 382 of the Internal Revenue Code of 1986, as amended ("the Code"), if a corporation undergoes an “ownership change,” generally defined
as a greater than 50% change (by value) in its equity ownership over a three year period, the corporation’s ability to use its pre-change U.S. net operating loss
carryforwards ("NOLs"), and other pre-change U.S. tax attributes (such as research tax credits) to offset its post-change income may be limited. We may
experience ownership changes in the future as a result of subsequent shifts in our stock ownership. As a result, if we earn net taxable income, our ability to use our
pre-change U.S. net operating loss carryforwards to offset U.S. federal taxable income may be subject to limitations, which
38

Table of Contents
could potentially result in increased future tax liability to us. In addition, at the state level, there may be periods during which the use of NOLs is suspended or
otherwise limited, which could accelerate or permanently increase state taxes owed.
Because we do not anticipate paying any cash dividends on our common stock in the foreseeable future, capital appreciation, if any, would be our
stockholders’ only source of gain.
We have never declared or paid any cash dividends on our common shares, and we currently expect that earnings, if any, and cash flow will primarily be
retained and used in our operations, including servicing any debt obligations we may have now or in the future. Accordingly, although we do not anticipate paying
any dividends in the foreseeable future, we may not be able to generate sufficient cash flow in order to allow us to pay future dividends on, or make any
distributions with respect to our common stock. As a result, capital appreciation, if any, of our common stock would be our stockholders’ sole source of gain on
their investment in our common stock for the foreseeable future.
ITEM 2.

Unregistered Sales of Equity Securities and Use of Proceeds

Recent Sales of Unregistered Securities
During the six months ended June 30, 2016 , we issued and sold the following unregistered securities:
Warrant exercise
In 2011 and 2012, we issued common stock warrants in connection with the issuance of common stock through private placements. The warrant
certificates provide that the warrant holder may elect to exercise their warrant and, in lieu of making the cash payment upon such exercise, receive upon such
exercise a net number of common shares determined according to a formula prescribed in the warrant certificate. For the six months ended June 30, 2016 , four
holders of warrants exercised warrants to purchase an aggregate of 313,756 shares of our common stock at a price of $6.74 per share, for an aggregate cash
payment of $2.1 million and four holders of warrants exercised warrants to purchase an aggregate of 419,244 shares of common stock by net exercise, resulting in
the issuance of an aggregate of 603,545 shares of our common stock.
The issuances of the securities described above were deemed to be exempt from registration under the Securities Act of 1933, as amended, in reliance on
Rule 506 of Regulation D in that each issuance of securities was to an accredited investor under Rule 501 of Regulation D and did not involve a public offering.
The recipients of securities in each of these transactions acquired the securities for investment only and not with a view to or for sale in connection with any
distribution thereof and appropriate legends were affixed to the securities issued in these transactions. There were no underwriters employed in connection with any
of the transactions set forth above.
ITEM 3.

Defaults Upon Senior Securities

None.
ITEM 4.

Mine Safety Disclosures

Not applicable. ITEM 5.
Other Information JOBS Act
In April 2012, the JOBS Act was enacted. Section 107 of the JOBS Act provides that an
emerging growth company can take advantage of the extended transition period provided in Section 7(a)(2)(B) of the Securities Act for complying with new or
revised accounting standards. Thus, an emerging growth company can delay the adoption of certain accounting standards until those standards would otherwise
apply to private companies. We have irrevocably elected not to avail ourselves of this extended transition period and, as a result, we will adopt new or revised
accounting standards on the relevant dates on which adoption of such standards is required for other companies.We are in the process of evaluating the benefits of
relying on other exemptions and reduced reporting requirements provided by the JOBS Act. Subject to certain conditions set forth in the JOBS Act, as an
“emerging growth company,” we intend to rely on certain of these exemptions, including without limitation with respect to, (1) providing an auditor’s attestation
report on our system of internal controls over financial reporting pursuant to Section 404(b) of the Sarbanes-Oxley Act and (2) complying with any requirement
that may be adopted by the Public Company Accounting Oversight Board regarding mandatory audit firm rotation or a supplement to the auditor’s report providing
additional information about the audit and the financial statements, known as the auditor discussion and analysis. We will remain an emerging growth company
until the earliest of (1) the end of the fiscal year in which the market value of our common stock that is held by non-affiliates exceeds $700 million as of the end of
the second fiscal quarter, (2) the end of the fiscal year in which we have total annual gross revenue of $1 billion or more during such fiscal year, (3) the date on
which we issue more than $1 billion in non-convertible debt in a three-year period, or (4) December 31, 2018.
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ITEM 6.

Exhibits

Exhibit number

Description of document

2.1

Arrangement Agreement, dated May 8, 2013, by and between MethylGene Inc. and the Company. (2)

3.1

Amended and Restated Certificate of Incorporation. (1)

3.2

Bylaws. (1)

3.3

Amendment to Bylaws. (3)

4.1

Form of Common Stock Certificate. (2)

10.21

Transition and Separation Letter Agreement, dated June 24, 2016, by and between Mirati Therapeutics, Inc. and Mark J. Gergen.

31.1

Certification of the Principal Executive Officer pursuant to Rule 13a-14(a) or 15d-14(a) of the Securities Exchange Act of 1934.

31.2

Certification of the Principal Financial Officer pursuant to Rule 13a-14(a) or 15d-14(a) of the Securities Exchange Act of 1934.

32.1

Certifications Pursuant to U.S.C. Section 1350, As Adopted Pursuant to Section 906 of the Public Company Accounting Reform and
Investor Protection Act of 2002.

101.INS

XBRL Instance Document.

101.SCH

XBRL Taxonomy Extension Schema Document.

101.CAL

XBRL Taxonomy Extension Schema 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.
_____________________________________________________
(1)

Incorporated by reference to Mirati Therapeutics, Inc.’s Registration Statement on Form 10-12B (No. 001-35921), filed with the Securities and Exchange
Commission on May 10, 2013.

(2)

Incorporated by reference to Mirati Therapeutics, Inc.’s Amended Registration Statement on Form 10-12B/A (No. 001-35921), filed with the Securities
and Exchange Commission on June 14, 2013.

(3)

Incorporated by reference to Mirati Therapeutics, Inc.'s Current Report on Form 8-K, filed with the Securities and Exchange Commission on June 16,
2016.
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SIGNATURES
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.
MIRATI THERAPEUTICS, INC.
Date: August 4, 2016

by: /s/ Charles M. Baum, M.D., Ph.D.
Chief Executive Officer

Date: August 4, 2016

by: /s/ Jamie A. Donadio
Senior Vice President and Chief Financial Officer

Exhibit 10.21

Via Hand Delivery
June 24, 2016
Mark J. Gergen
Re: Transition & Separation Agreement
Dear Mark:
This letter sets forth the terms and conditions of our mutual agreement ( “Agreement’ ’) regarding your transition from employment with Mirati
Therapeutics, Inc. (the “Company” ). This Agreement shall become effective on the “Effective Date” as defined in Section 10 herein. You and the Company
hereby agree as follows:
1.
Separation Date. You and the Company have agreed that you will resign your employment with the Company. The effective date of your resignation
will be September 16, 2016 (the “Resignation Date’’ ).
2.
Transition Services and Salary. During the time period from the date of this letter through the Resignation Date (the “Transition Period’’ ). you will
continue to report to the Company’s Chief Executive Officer ( “CEO” ) serving as an advisor to the CEO, on an ad hoc basis. working on such matters as requested
by the CEO that have been customarily associated with your role with the Company to date and such transition matters as may be requested by the CEO, including
the performance of other reasonable services necessary to fully and effectively assist the Company with your transition. During the Transition Period you will
continue to receive your base salary as currently in effect and you will continue to participate in the Company benefit programs in which you are currently enrolled.
3.
Separation Benefits.
On the Resignation Date, the Company will pay you your accrued and unpaid salary, including accrued but unused vacation,
earned for services performed through that date. In addition, in exchange for your releases and covenants in this Agreement, and provided that (i) this Agreement
has become effective as specified in Section 10 hereof and (ii) you execute and deliver to the Company the Closing Release and Waiver of Claims attached as
Exhibit A and allow it to become effective per its terms (the “Closing Release” ), which in no event shall occur later than 30 days after your Resignation Date, the
Company shall provide you with the following: (a) an amount equivalent to 12 months’ of your base salary as in effect on the Resignation Date, less required
deductions, to be paid in equal installments on the Company’s regularly-scheduled payroll dates beginning with the first such payroll date following the
Resignation Date (or, if later, the date the Closing Release becomes effective per its terms within 30 days after your Resignation Date); (b) provided that you timely
elect COBRA continuation coverage pursuant to the Company’s group health insurance plan, direct payment of the COBRA premium for such health insurance as
you (and your family, if applicable) were enrolled as of the Resignation Date until the earlier of (x) 12 months following the Resignation Date; (y) the date
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you become eligible for group health insurance coverage through a new employer; or (z) the date you cease to be eligible for COBRA continuation coverage for
any reason, including plan termination (such applicable period of direct payment, the “COBRA Premium Period’ ) and (c) notwithstanding anything to the
contrary in the governing plan or applicable award agreement under which you were granted options to purchase shares of the Company common stock (the “Stock
Agreements”), you will be permitted to exercise the vested portions of your outstanding options to purchase common stock of the Company until the later of (1) the
final day of the applicable post-termination exercise period provided in the relevant option agreement; or (2) June 30, 2017; provided, however, that no option
shall be exercisable later than the original expiration of the term of such option and the options shall remain subject to earlier termination in connection with the
terms of the equity incentive plan under which they were granted and all other terms of such plan and applicable option agreements, except to the extent modified
in this Agreement. You understand that the extension of the post-termination exercise period of your options may disqualify, immediately as of the date
you execute this Agreement, any stock options that were previously considered “incentive stock options” under Section 422 of the Internal Revenue Code
of 1986, as amended (the “Code”), under the rules of the Code, and you expressly agree to such treatment. In the event you become covered under another
employer’s group health plan or otherwise cease to be eligible for COBRA during the COBRA Premium Period, you must immediately notify the Company of such
event. Notwithstanding the foregoing, if the Company determines, in its sole discretion, that it cannot pay the COBRA premiums without a substantial risk of
violating applicable law (including, without limitation, Section 2716 of the Public Health Service Act), the Company shall in lieu thereof provide to you a taxable
monthly payment in an amount equal to the monthly COBRA premium that you would be required to pay to continue your group health coverage in effect on the
date of your employment termination (which amount shall be based on the premium for the first month of COBRA coverage), which payments shall be made on the
last day of each month regardless of whether you elect COBRA continuation coverage and shall end on the earlier of (1) the date upon which you obtain other
employment or (II) the last day of the twelfth calendar month following the Resignation Date.
4.
Termination prior to Resignation Date. The Company or you may, upon written notice, terminate your employment prior to the Resignation Date, at
any time and for any reason or no reason, with or without Cause (as defined in the Amended and Restated Employment Agreement dated February 15, 2013
between the Company and you (the “ Employment Agreement” )). In the event your employment terminates prior to the Resignation Date as a result of a
subsequent termination by the Company, your resignation for Good Reason, or a mutually agreed change to the Resignation Date, the Company shall provide you
the benefits specified in Section 3 subject to the provisions thereof, measured from your date of termination of employment by the Company. For the avoidance of
doubt, this Agreement, the Transition Period and other matters contemplated herein shall not constitute an event giving you “Good Reason” to terminate your
employment under the Employment Agreement.
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5.
Expense Reimbursement. You will submit your final documented expense reimbursement statement reflecting all business expenses you incurred
prior to and including the Resignation Date, if any, for which you seek reimbursement no later than October 14, 2016 (or such later date as may be specified by the
Company). The Company shall reimburse your expenses pursuant to Company policy and regular business practice. Company agrees to reimburse you for
reasonable attorney’s fees incurred for review of this agreement up to a total amount not to exceed $1,000.
6.
Other Compensation and Benefits. Except as expressly provided herein, you acknowledge and agree that you are not entitled to and will not receive
any additional compensation, severance, or benefits from the Company. You expressly agree and acknowledge that the benefits provided to you in this Agreement
are in lieu of, and not in addition to, any benefits you might otherwise be entitled to pursuant to the Employment Agreement, including but not limited to severance,
benefits, bonus, notice of termination of your employment or pay in lieu of notice.
7.
Company Property. On the Resignation Date or such earlier date as the Company may specify, you will return to the Company all Company
documents (and all copies thereof) and other Company property in your possession or your control, including, but not limited to, Company files, business plans,
notes, samples, drawings, specifications, calculations, sequences, data, computer-recorded information, tangible property, including, but not limited to, cellular
phones, computers, credit cards, entry cards, keys and any other materials of any nature pertaining to your work with the Company, and any documents or data of
any description (or any reproduction of any documents or data).
8.
Confidentiality and Publicity. The provisions of this Agreement shall be held in strictest confidence by you and the Company and shall not be
publicized or disclosed in any manner whatsoever; provided, however, that this Agreement may be disclosed (a) in confidence, to your immediate family, (b) in
confidence, to your attorneys, accountants, auditors, tax preparers, and financial advisors, (c) by the Company as needed to promote the legitimate business needs
of the Company (such as required filings, due diligence, or audit) and in accordance with its treatment of any similar agreement with an executive employee of the
Company, and (d) to the limited extent such disclosure may be necessary to effectuate or enforce its terms or as otherwise required by law.
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9.
Release of Claims. In exchange for the consideration provided to you by this Agreement that you are not otherwise entitled to receive, you hereby
generally and completely release the Company and its directors, officers. employees, shareholders, partners. agents. attorneys, predecessors, successors, parent and
subsidiary entities, insurers, affiliates, and assigns from any and all claims, liabilities and obligations. both known and unknown, that arise out of or are in any way
related to events, acts, conduct. or omissions occurring prior to your signing this Agreement. This general release includes, but is not limited to: (1) all claims
arising out of or in any way related to your employment with the Company or the termination of that employment; (2) to the extent permissible by law, all claims
related to your compensation or benefits from the Company, including salary. bonuses, stock, equity, commissions, vacation pay, expense reimbursements,
severance pay, or fringe benefits; (3) all claims for breach of contract, wrongful termination, and breach of the implied covenant of good faith and fair dealing;
(4) all tort claims, including claims for fraud, defamation, emotional distress, and discharge in violation of public policy; and (5) all federal, state, and local
statutory claims, including claims for discrimination, harassment, retaliation, attorneys’ fees, or other claims arising under the federal Civil Rights Act of 1964 (as
amended), the federal Americans with Disabilities Act of 1990, the federal Employee Retirement Income Security Act, the federal Age Discrimination in
Employment Act of 1967 (as amended) ( “ADEA ” ), California Labor Code §970, and the California Fair Employment and Housing Act (as amended). This
release does not extend to any obligations incurred under this Agreement. This release does not release claims that cannot be released as a matter of law, including,
but not limited to (1) claims under the Workers’ Compensation Act; (2) claims under the Unemployment Insurance Code; and (3) your right to file a charge with or
participate in a charge by the Equal Opportunity Commission or any other local, state or federal administrative body or government agency that is authorized to
enforce laws related to employment, with the understanding that any such filing or participation does not give you the right to recover any monetary damages
against the Company and the understanding that your release herein bars you from recovering such monetary relief from the Company.
10.
ADEA. You acknowledge that you are knowingly and voluntarily waiving and releasing any rights you may have under the federal Age Discrimination
in Employment Act of 1967. as amended (“ADEA”). You also acknowledge that the consideration given for the waiver in the above paragraph is in addition to
anything of value to which you were already entitled. You are advised by this writing, as required by the ADEA that: (a) your waiver and release do not apply to
any claims that may arise after you sign this Agreement; (b) You should consult with an attorney prior to executing this release; (c) you have twenty-one (21) days
within which to consider this release (although you may choose to voluntarily execute this release earlier); (d) you have seven (7) days following the execution
ofthis release to revoke this Agreement; and (e) this Agreement will not be effective until the eighth day after this Agreement has been signed both by you and by
the Company, provided that you have not earlier revoked this Agreement (the ( “Effective Date” ) and you will not entitled to receive any of the benefits specified
by this Agreement unless it becomes effective.
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11.
Section 1542 Waiver. In giving this release, which includes claims which may be unknown to you at present, you hereby acknowledge that you have
read and understand Section 1542 of the Civil Code of the State of California which reads as follows:
A general release does not extend to claims which the creditor does not know or suspect to exist in his or her favor at the time of executing the
release, which if known by him or her must have materially affected his or her settlement with the debtor.
You hereby expressly waive and relinquish all rights and benefits under this section and any law or legal principle of similar effect in any jurisdiction with respect
to claims released hereby.
12.
Confidential Information and Proprietary Information Obligations. You acknowledge your continuing obligation to comply with your Proprietary
Information and Invention Assignment Agreement ( “PIIAA” ). You represent that you have not violated and will not violate the PIIAA prior to the Effective Date
or thereafter. Your breach of the foregoing agreements and acknowledgments will result in unique and special harm to the Company and therefore the Company
shall have the right to enforce this Agreement and any of its provisions by injunction, specific performance or other equitable relief without prejudice to any other
rights and remedies that the Company may have for a breach of this Agreement.
13.
Non-disparagement. You agree that you will not at any time disparage the Company or its officers, directors, employees, shareholders and agents, in
any manner likely to be harmful to them or their business, business reputation or personal reputation; provided that you shall respond accurately and fully to any
questions, inquiry or request for information when required by legal process. The Company agrees that it will instruct its Board of Directors and Officers not to at
any time disparage you in any manner likely to be harmful to you or your business or your business or personal reputation.
14.
Non-solicitation of Company Employees. You agree that for a period of twelve (12) months immediately following the Separation Date, you shall not
either directly or indirectly solicit, induce, recruit, or encourage any of the Company’s employees to terminate, leave, reduce or truncate their employment with the
Company.
15.
Cooperation and Assistance. You agree that you will not voluntarily provide assistance, information or advice, directly or indirectly (including through
agents or attorneys), to any person or entity in connection with any claim by or against the Company, nor shall you induce or encourage any person or entity to do
so. You agree that the foregoing sentence shall not prohibit you from testifying truthfully under subpoena or providing other assistance under compulsion of law.
You agree to provide (voluntarily and without legal compulsion) reasonable cooperation and accurate and complete information to the Company in the event of
litigation involving the Company or its officers or directors and agree that you shall preserve all applicable privileges of the Company.
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16.
No Admissions. The parties hereto hereby acknowledge that this is a compromise settlement of various matters, and that the promised payments in
consideration of this Agreement shall not be construed to be an admission of any liability or obligation by either party to the other party or to any other person
whomsoever.
17.
Section 409A. The severance benefits under this Agreement are intended to satisfy the exemptions from application of Section 409A of the Code and
any regulations and guidance that has been promulgated or may be promulgated from time to time thereunder and any state law of similar effect (collectively
“Section 409A” ) provided under U.S. Treasury Regulations Sections 1.409A-1(b)(4), 1.409A-l(b)(5) and 1.409A-l(b)(9), as applicable, or such other exemptions
from Section 409A, and any ambiguities herein shall be interpreted accordingly. However, if such exemptions from Section 409A are not available and you are a
“specified employee” within the meaning of Section 409A at the time of your Separation from Service (within the meaning of Section 409A), then, solely to the
extent necessary to avoid adverse personal tax consequences under Section 409A, any severance payments or benefits under this Agreement that would be
considered deferred compensation under Section 409A (the “Deferred Payments” ) that would otherwise be due to you under this Agreement will accrue and will
be paid in a lump sum payment on the date that is the earlier of (i) six (6) moths and one (1) day following the date of your Separation from Service or (ii) your
death (such rule, the “ Six Month Delay Rule” ). All subsequent Deferred Payments following the application of the Six Month Delay Rule, if any, will be payable
in accordance with the payment schedule applicable to each payment.
In no event shall payment of any benefits under this Agreement be made prior to the effective date of the Closing Release. If the Company determines that any
payments or benefits provided under this Agreement constitute Deferred Payments, and your Separation from Service occurs at a time during the calendar year
when the Closing Release could become effective in the calendar year following the calendar year in which your Separation from Service occurs, then regardless of
when the Closing Release is returned to the Company and becomes effective, the Closing Release will not be deemed effective (solely for purposes of timing of
payments under this section) any earlier than the latest permitted effective date (the “Closing Release Deadline” ). If the Company determines that any payments
or benefits provided under this Agreement are Deferred Payments, then except to the extent that payments may be delayed pursuant to the Six Month Delay
Rule pursuant to the preceding paragraph, on the first regular payroll date following the effective date of the Closing Release, the Company shall (1) pay you a
lump sum amount equal to the sum of the benefit payments that you would otherwise have received through such payroll date but for the delay in payment related
to the effectiveness of the Closing Release and (2) commence paying the balance, if any, of the benefits in accordance with the applicable payment schedule.
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It is the intent for all payments and benefits under this Agreement to be exempt from Section 409A or, if not exempt, to comply with the requirements of
Section 409A so that none of the payments and benefits will be subject to the additional tax imposed under Section 409A, and any ambiguities or ambiguous terms
herein will be interpreted to so comply. Each payment and benefit payable under this Agreement is intended to constitute a separate payment for purposes of
Section 1.409A-2(b)(2) of the U.S. Treasury Regulations.
18.
Entire Agreement. This Agreement constitutes the complete, fmal and exclusive embodiment of the entire Agreement between you and the Company
with regard to the subject matter hereof, with the exception of the PIIAA, the Indemnity Agreement (as defined below), and the Stock Agreements, except as
amended herein. It is entered into without reliance on any promise or representation, written or oral, other than those expressly contained herein. It may not be
modified except in a writing signed by you and the Chief Executive Officer of the Company. Each party has carefully read this Agreement, has been afforded the
opportunity to be advised of its meaning and consequences by his or its respective attorneys, and signed the same of his or its free will. For the avoidance of doubt,
this Agreement does not supersede the Indemnity Agreement by and between you and the Company dated July 1, 2013 (the “Indemnity Agreement”). You will
continue to enjoy any and all rights you currently enjoy pursuant and subject to the terms of the Indemnity Agreement, and to the extent permitted by Delaware
law.
19.
Successors and Assigns. This Agreement shall bind the heirs, personal representatives, successors, assigns, executors, and administrators of each
party, and inure to the benefit of each party, its agents, directors, officers, employees, servants, heirs, successors and assigns.
20.
Applicable Law. This Agreement shall be deemed to have been entered into and shall be construed and enforced in accordance with the laws of the
State of California as applied to contracts made and to be performed entirely within California.
21.
Severability. If a court of competent jurisdiction determines that any term or provision Of this Agreement is invalid or unenforceable, in whole or in
part, then the remaining terms and provisions hereof shall be unimpaired. Such court will have the authority to modify or replace the invalid or unenforceable term
or provision with a valid and enforceable term or provision that most accurately represents the parties’ intention with respect to the invalid or unenforceable term or
provision.
22.
Indemnity. You represent that you have not assigned or otherwise alienated the claims released by this Agreement and that you will indemnify and save
harmless the Company from any loss incurred directly or indirectly by reason of the falsity or inaccuracy of said representation.
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23.
Authorization. You warrant and represent that there are no liens or claims of lien or assignments in law or equity or otherwise of or against any of the
claims or causes of action released herein and, further, that you are fully entitled and duly authorized to give the releases herein.
24.
Counterparts. This Agreement may be executed in counterparts. each of which shall be deemed an original, all of which together shall constitute one
and the same instrument.
25.
Section Headings. The section and paragraph headings contained in this Agreement are for reference purposes only and shall not affect in any way the
meaning or interpretation of this Agreement.
Please sign and date below and return this Agreement to me.
Sincerely,
MIRATI THERAPEUTICS, INC.

/s/ Charles M. Baum
Charles M. Baum, Chief Executive Officer
HAVING READ AND REVIEWED THE FOREGOING, I HEREBY AGREE TO AND ACCEPT THE TERMS AND CONDITIONS OF THIS AGREEMENT
AS STATED ABOVE.
Dated:

June 24, 2016

/s/ Mark J. Gergen
Mark J. Gergen
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EXHIBIT A
CLOSING RELEASE AND WAIVER OF CLAIMS
DO NOT SIGN PRIOR TO THE RESIGNATION DATE
TO BE SIGNED AND RETURNED ON THE RESIGNATION DATE OR WITHIN 21
DAYS THEREAFTER

CLOSING RELEASE AND WAIVER OF CLAIMS
TO BE SIGNED FOLLOWING SEPARATION DATE
In consideration of the payments and other benefits set forth in Section 3 of the Transition & Separation Agreement (the “Agreement”) dated June 24,
2016, to which this form is attached, I, Mark J. Gergen, hereby furnish Mirati Therapeutics, Inc. (the “Company” ), with the following closing release and waiver (
“Release and Waiver” ).
In exchange for the consideration provided to me by the Agreement that I am not otherwise entitled to receive, I hereby generally and completely reaffirm
my release of the Company and its directors, officers, employees, shareholders, partners, agents, attorneys, predecessors, successors, parent and subsidiary entities,
insurers, Affiliates, and assigns from any and all claims, liabilities and obligations, both known and unknown, that arise out of or are in any way related to events,
acts, conduct, or omissions occurring prior to my signing this Release and Waiver. This general release includes, but is not limited to: (1) all claims arising out of or
in any way related to my employment with the Company or the termination of that employment; (2) all claims related to my compensation or benefits from the
Company, including, but not limited to, salary, bonuses, commissions, vacation pay, expense reimbursements, severance pay, fringe benefits, stock, stock options,
or any other ownership interests in the Company; (3) all claims for breach of contract, wrongful termination, and breach of the implied covenant of good faith and
fair dealing; (4) all tort claims, including, but not limited to, claims for fraud, defamation, emotional distress, and discharge in violation of public policy; and (5) all
federal, state, and local statutory claims, including, but not limited to, claims for discrimination, harassment, retaliation, attorneys’ fees, or other claims arising
under the federal Civil Rights Act of 1964 (as amended), the federal Americans with Disabilities Act of 1990, the federal Age Discrimination in Employment Act
of 1967 (as amended) ( “ADEA” ), and the California Fair Employment and Housing Act (as amended). This release does not extend to any obligations incurred
under the Agreement. This release does not release claims that cannot be released as a matter of law, including, but not limited to (1) claims under the Workers’
Compensation Act; (2) claims under the Unemployment Insurance Code; and (3) your right to file a charge with or participate in a charge by the Equal Opportunity
Commission or any other local, state or federal administrative body or government agency that is authorized to enforce laws related to employment, with the
understanding that any such filing or participation does not give you the right to recover any monetary damages against the Company and the understanding that
your release herein bars you from recovering such monetary relief from the Company.
I also acknowledge that I have read and understand Section 1542 of the California Civil Code which reads as follows: “A general release does not
extend to claims which the creditor does not know or suspect to exist in his favor at the time of executing the release, which if known by him must have
materially affected his settlement with the debtor.” I hereby expressly waive and relinquish all rights and benefits under that section and any law of any
jurisdiction of similar effect with respect to any claims I may have against the Company.

I acknowledge that, among other rights, I am waiving and releasing any rights I may have under ADEA, that this Release and Waiver is knowing and
voluntary, and that the consideration given for this Release and Waiver is in addition to anything of value to which I was already entitled as an executive of the
Company. If I am 40 years of age or older upon execution of this Release and Waiver, I further acknowledge that I have been advised, as required by the Older
Workers Benefit Protection Act, that: (a) the release and waiver granted herein does not relate to claims under the ADEA which may arise after this Release and
Waiver is executed; (b) I should consult with an attorney prior to executing this Release and Waiver; (c) I have twenty-one (21) days in which to consider this
Release and Waiver (although I may choose voluntarily to execute this Release and Waiver earlier); (d) I have seven (7) days following the execution of this
Release and Waiver to revoke my consent to this Release and Waiver; and (e) this Release and Waiver shall not be effective until the eighth day after I execute this
Release and Waiver and the revocation period has expired (the “Effective Date’’ ).
I acknowledge my continuing obligations under my PIIAA. I understand that among other things, I must not use or disclose any confidential or proprietary
information of the Company and I must immediately return all Company property and documents (including all embodiments of proprietary information) and all
copies thereof in my possession or control.
The Agreement and this Release and Waiver constitutes the complete, final and exclusive embodiment of the entire agreement between the Company and
me with regard to the subject matter hereof, with the exception of the PIIAA, the Indemnity Agreement, and the Stock Agreements, except as amended by the
Agreement. I am not relying on any promise or representation by the Company that is not expressly stated herein. This Release and Waiver may only be modified
by a writing signed by both me and a duly authorized officer of the Company.
Date:

2016

By:
MARK J. GERGEN

Exhibit 31.1
CERTIFICATION
I, Charles M. Baum, certify that:
1.

I have reviewed this Quarterly Report on Form 10-Q of Mirati Therapeutics, 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 the 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 person performing the equivalent functions):
(a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to
adversely affect the registrant’s ability to record, process, summarize and report financial information; and
(b)
Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over
financial reporting.
Date: August 4, 2016

/s/ Charles M. Baum
Charles M. Baum
President and Chief Executive Officer
(Principal Executive Officer)

Exhibit 31.2
CERTIFICATION
I, Jamie A. Donadio, certify that:
1.

I have reviewed this Quarterly Report on Form 10-Q of Mirati Therapeutics, 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 the 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 person performing the equivalent functions):
(a) All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are reasonably likely to
adversely affect the registrant’s ability to record, process, summarize and report financial information; and
(b)
Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal control over
financial reporting.
Date: August 4, 2016

/s/ Jamie A. Donadio
Jamie A. Donadio
Senior Vice President and Chief Financial Officer
(Principal Financial Officer)

Exhibit 32.1
CERTIFICATION
Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002
(Subsections (a) and (b) of Section 1350, Chapter 63 of Title 18, United States Code)
In connection with the Quarterly Report on Form 10-Q of Mirati Therapeutics, Inc. (the “Company”) for the period ended June 30, 2016 , as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I, Charles M. Baum, the President and Chief Executive Officer, and I, Jamie A. Donadio,
the Senior Vice President and Chief Financial Officer
of the Company, certify, pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that to my knowledge:
1.

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

2.

The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.

Date: August 4, 2016
/s/ Charles M. Baum

/s/ Jamie A. Donadio

Charles M. Baum

Jamie A. Donadio

President and Chief Executive Officer
(Principal Executive Officer)

Senior Vice President and Chief Financial Officer
(Principal Financial Officer)

The foregoing certification is being furnished solely to accompany the Report pursuant to 18 U.S.C. § 1350, and is not being filed for purposes of Section 18 of the
Securities Exchange Act of 1934, as amended, and is not to be incorporated by reference into any filing of the Company, whether made before or after the date
hereof, regardless of any general incorporation language in such filing. A signed original of this written statement required by Section 906 has been provided to the
Company and will be retained by the Company and furnished to the Securities and Exchange Commission or its staff upon request.

