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Total

21,848

19,487

9. Convertible Senior Notes

On September 9, 2014, we completed a private placement of $287.5 million aggregate principal amount of 2.5%
convertible senior notes due 2021 (the “Notes”) resulting in net proceeds of $278.3 million after deducting offering
expenses. In accordance with the accounting guidance, the conversion feature did not meet the criteria for bifurcation,
and the entire principal amount was recorded as a long-term liability on the Consolidated Balance Sheets.

The Notes are governed by the terms of the indenture between the Company, as issuer, and The Bank of New York
Mellon Trust Company, N.A., as trustee. The Notes are senior unsecured obligations and bear interest at a rate of
2.5% per year, payable semi-annually in arrears on March 15 and September 15 of each year. The Notes will mature
on September 15, 2021, unless earlier converted, redeemed or repurchased.

Holders may convert all or any portion of the Notes at any time prior to the close of business on the business day
immediately preceding the maturity date. Upon conversion, the holders will receive shares of our common stock at an
initial conversion rate of 16.1616 shares per $1,000 in principal amount of Notes, equivalent to a conversion price of
approximately $61.88 per share. The conversion rate is subject to adjustment upon the occurrence of certain events
described in the indenture, but will not be adjusted for any accrued and unpaid interest. In addition, following certain
corporate events that occur prior to the maturity date or upon our issuance of a notice of redemption, we will increase
the conversion rate for holders who elect to convert the Notes in connection with such a corporate event or during the
related redemption period in certain circumstances.

Explanation of Responses: 4
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On or after September 15, 2018, we may redeem the Notes, at our option, in whole or in part, if the last reported sale
price of our common stock has been at least 150% of the conversion price then in effect for at least 20 trading days
(whether or not consecutive) during any 30 consecutive trading day period ending not more than two trading days
preceding the date on which we provide written notice of redemption at a redemption price equal to 100% of the
principal amount of the Notes to be redeemed plus accrued and unpaid interest to, but excluding, the redemption date.
No sinking fund is provided for the Notes.

If we undergo a fundamental change, as defined in the indenture, prior to the maturity date of the Notes, holders may
require us to repurchase for cash all or any portion of the Notes at a fundamental change repurchase price equal to
100% of the principal amount of the Notes to be repurchased, plus accrued and unpaid interest to, but excluding, the
fundamental change repurchase date.

The Notes rank senior in right of payment to any of our indebtedness that is expressly subordinated in right of
payment to the Notes; equal in right of payment to all of our liabilities that are not so subordinated; effectively junior
in right of payment to any secured indebtedness to the extent of the value of the assets securing such indebtedness;
and structurally junior to all indebtedness and other liabilities (including trade payables) of our subsidiaries.

In connection with the issuance of the Notes, we incurred $9.2 million of debt issuance costs. The debt issuance costs
are presented as a deduction from convertible senior notes on the Consolidated Balance Sheets and are amortized as
interest expense over the expected life of the Notes using the effective interest method. We determined the expected
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life of the debt was equal to the seven-year term of the Notes. As of June 30, 2017 and December 31, 2016, the
balance of unamortized debt issuance costs was $5.7 million and $6.4 million, respectively.

The following table sets forth total interest expense recognized during the three and six months ended June 30, 2017

and 2016 (in thousands):

Contractual interest expense

Accretion of interest on milestone liability
Amortization of debt issuance costs

Total interest expense

10. Stockholders’ Equity

Common Stock

Three months ended

June 30,

2017 2016

$ 1,797 $ 1,797
483 —
318 309

$ 2,598 $ 2,106

Six months ended

June 30,

2017 2016

$ 3,594 $ 3,594
949 —
635 616

$ 5,178 $ 4,210

In January 2017, we sold 5,750,000 shares of our common stock in a public offering at $41.00 per share. The net
proceeds from the offering were $221.2 million, after deducting underwriting discounts and commissions and offering
expenses. In June 2017, we sold 3,920,454 shares of our common stock in a public offering at $88.00 per share. The
net proceeds from the offering were $324.9 million, after deducting underwriting discounts and commissions and

offering expenses.

The holders of common stock are entitled to one vote per share on all matters to be voted upon by our stockholders.
Subject to the preferences that may be applicable to any outstanding shares of preferred stock, the holders of common
stock are entitled to receive ratably such dividends, if any, as may be declared by our Board of Directors.

Accumulated Other Comprehensive Loss

Explanation of Responses:
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Accumulated other comprehensive loss consists of changes in foreign currency translation adjustments, which
includes changes in a subsidiary’s functional currency, and unrealized gains and losses on available-for-sale securities.

The changes in accumulated balances related to each component of other comprehensive income (loss) are
summarized for the three months ended June 30, 2017 and 2016 as follows (in thousands):

Foreign Currency Unrealized Total Accumulated
Other Comprehensive

Translation Adjustments  (Losses) Gains Loss

2017 2016 2017 2016 2017 2016
Balance at April 1, $ (46,967) $ (43,564) $ (151) $ (153) $ (47,118) $ (43,717)
Other comprehensive income (loss) 4,451 (2,170) 3) 76 4,448 (2,094)
Total before tax (42,516) (45,734) (154) 77) (42,670) (45,811)
Tax effect (1,639) 789 3 (28) (1,636) 761
Balance at June 30, $ (44,155) $ (44945) $ (151) $ (105) $ (44,306) $ (45,050)

The changes in accumulated balances related to each component of other comprehensive income (loss) are
summarized for the six months ended June 30, 2017 and 2016 as follows (in thousands):

Foreign Currency Unrealized Total Accumulated
Other Comprehensive

Translation Adjustments  (Losses) Gains Loss

2017 2016 2017 2016 2017 2016
Balance at December 31, $ (47434) $ 47,077) $ (146) $ (383) $ (47,580) $ (47,460)
Other comprehensive income (loss) 5,186 3,410 (8) 441 5,178 3,851
Total before tax (42,248) (43,667) (154) 58 (42,402) (43,609)
Tax effect (1,907) (1,278) 3 (163) (1,904) (1,441)
Balance at June 30, $ (44,155) $ (44945) $ (151) $ (105) $ (44,306) $ (45,050)
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The period change in each of the periods presented was primarily due to the currency translation of the goodwill and
deferred income taxes associated with the acquisition of EOS in November 2013. There were no reclassifications out
of accumulated other comprehensive loss in each of the three and six months ended June 30, 2017 and 2016.

11. Share-Based Compensation

Share-based compensation expense for all equity based programs, including stock options, restricted stock units and
the employee stock purchase plan, for the three and six months ended June 30, 2017 and 2016 was recognized in the
accompanying Consolidated Statements of Operations as follows (in thousands):

Three months ended Six months ended

June 30, June 30,

2017 2016 2017 2016
Research and development $ 4,825 $ 6,615 $ 8,991 $ 13,924
Selling, general and administrative 5,792 2,962 10,572 6,618

Total share-based compensation expense $ 10,617 $ 9,577 $ 19,563 $ 20,542

We did not recognize a tax benefit related to share-based compensation expense during the three and six months ended
June 30, 2017 and 2016, respectively, as we maintain net operating loss carryforwards and have established a
valuation allowance against the entire net deferred tax asset as of June 30, 2017.

Stock Options

The following table summarizes the activity relating to our options to purchase common stock for the six months
ended June 30, 2017:

Weighted
Weighted Average Aggregate
Average Remaining Intrinsic
Number of Exercise Contractual Value
Options Price Term (Years) (Thousands)

Outstanding at December 31, 2016 5,520,482 $ 42.00

Explanation of Responses: 8
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Granted 778,700

Exercised (372,464)
Forfeited (199,985)
Outstanding at June 30, 2017 5,726,733
Vested and expected to vest at June 30, 2017 5,364,276
Vested and exercisable at June 30, 2017 2,935,211

$ 4543
$ 4530
$ 44.63

7.6
7.4
6.2

$ 276,451
$ 259,650
$ 143,983

The aggregate intrinsic value in the table above represents the pretax intrinsic value, based on our closing stock price
of $93.63 as of June 30, 2017, which would have been received by the option holders had all option holders with

in-the-money options exercised their options as of that date.

The following table summarizes information about our stock options as of and for the three and six months ended June

30, 2017 and 2016 (in thousands):

Three months ended

June 30,

2017
Weighted-average grant date fair value per share $ 44.94
Intrinsic value of options exercised $ 4,759
Cash received from stock option exercises $ 5,439

2016

$ 11.01

$ 578,525
$ 352,423

Six months ended

June 30,

2017 2016

$ 46.53 $ 14.65

$ 14,284 $ 624,925
$ 11,113 $ 407,523

As of June 30, 2017, the unrecognized share-based compensation expense related to unvested options, adjusted for
expected forfeitures, was $83.4 million and the estimated weighted-average remaining vesting period was 2.6 years.

14
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Restricted Stock

During 2016, we issued restricted stock units (“RSUs”) to certain employees under the 2011 Stock Incentive Plan. The
RSUs vest either (i) over two years, with 50% vesting one year from the date of grant and the remaining 50% vesting
two years from the date of grant or (ii) 25% vest one year from the date of grant with the remaining RSUs vesting
ratably each subsequent quarter over the following three years, as defined in the grant agreement. Vested RSUs are
payable in shares of our common stock at the end of the vesting period. RSUs are measured based on the fair value of
the underlying stock on the grant date. The minimum statutory tax on the value of common stock shares issued to
employees upon vesting are paid by us through the sale of registered shares of our common stock.

The following table summarizes the activity relating to our unvested RSUs for the six months ended June 30, 2017:

Weighted
Average
Grant
Number of Date
Units Fair Value
Unvested at December 31, 2016 562,458 $ 24.70
Granted 214,984 61.67
Vested (44,443) 19.37
Forfeited 27,177) 24.08
Unvested as of June 30, 2017 705,822 $ 36.32
Expected to vest after June 30, 2017 604,394 $ 35.81

As of June 30, 2017, the unrecognized share-based compensation expense related to unvested RSUs, adjusted for
expected forfeitures, was $18.5 million and the estimated weighted-average remaining vesting period was 3.4 years.

12. License Agreements

In June 2011, we entered into a worldwide license agreement with Pfizer, Inc. to obtain exclusive global rights to
develop and commercialize rucaparib, a small molecule inhibitor of poly (ADP-ribose) polymerase (“PARP”), used for
the treatment of selected solid tumors. The exclusive rights are exclusive even as to Pfizer and include the right to
grant sublicenses. Pursuant to the terms of the license agreement, we made a $7.0 million upfront payment to Pfizer
and are required to make additional payments to Pfizer for the achievement of certain development and regulatory and
sales milestones and royalties on sales as required by the license agreement. Prior to the FDA approval of rucaparib,
discussed below, we made milestone payments of $1.4 million, which were recognized as acquired in-process research
and development expense.

Explanation of Responses: 10
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On August 30, 2016, we entered into a first amendment to the worldwide license agreement with Pfizer, which
amends the June 2011 existing worldwide license agreement to permit us to defer payment of the milestone payments
payable upon (i) FDA approval of an NDA for 1st Indication in US and (ii) EMA approval of an MAA for 1st
Indication in EU, to a date that is 18 months after the date of achievement of such milestones. In the event that we
defer such milestone payments, we have agreed to certain higher payments related to the achievement of such
milestones.

On December 19, 2016, the FDA approved Rubraca (rucaparib) tablets as monotherapy for the treatment of patients
with deleterious BRCA mutation (germline and/or somatic) associated advanced ovarian cancer who have been treated
with two or more chemotherapies, and selected for therapy based on an FDA-approved companion diagnostic for
Rubraca. The FDA approval resulted in a $0.75 million milestone payment to Pfizer as required by the license
agreement, which was made in the first quarter of 2017. The FDA approval also resulted in the obligation to pay a
$20.0 million milestone payment, for which we have exercised the option to defer payment by agreeing to pay $23.0
million within 18 months after the date of the FDA approval. These payments were recognized as intangible assets
and will be amortized over the estimated remaining useful life of Rubraca.

We are obligated under the license agreement to use commercially reasonable efforts to develop and commercialize
rucaparib and we are responsible for all remaining development and commercialization costs for rucaparib. We are
required to make regulatory milestone payments to Pfizer of up to an additional $69.75 million in aggregate if
specified clinical study objectives and regulatory filings, acceptances and approvals are achieved. In addition, we are
obligated to make sales milestone payments to Pfizer if specified annual sales targets for rucaparib are

15
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met, the majority of which relate to annual sales targets of $500.0 million and above, which, in the aggregate, could
amount to total milestone payments of $170.0 million, and tiered royalty payments at a mid-teen percentage rate on
our net sales, with standard provisions for royalty offsets to the extent we need to obtain any rights from third parties
to commercialize rucaparib.

In April 2012, we entered into a license agreement with AstraZeneca UK Limited to acquire exclusive rights
associated with rucaparib under a family of patents and patent applications that claim methods of treating patients with
PARP inhibitors in certain indications. The license enables the development and commercialization of rucaparib for
the uses claimed by these patents. The FDA approval of rucaparib on December 19, 2016 resulted in a $0.35 million
milestone obligation to AstraZeneca as required by the license agreement, which was paid in the first quarter of 2017.
This payment was recognized in intangible assets and will be amortized over the estimated remaining useful life of
rucaparib. AstraZeneca will also receive royalties on any net sales of rucaparib.

We are party to other product license agreements for our other drug candidates, lucitanib and rociletinib (see our 2016
Form 10-K for additional details). We and Les Laboratories Servier (“Servier”) are developing lucitanib pursuant to a
global development plan agreed to between the parties. Servier is responsible for all of the global development costs
for lucitanib up to €80.0 million. Cumulative global development costs in excess of €80.0 million, if any, will be shared
equally between us and Servier. We recorded a $0.1 million and $1.3 million receivable at June 30, 2017 and
December 31, 2016, respectively, for the reimbursable development costs incurred under the global development plan,
which is included in other current assets on the Consolidated Balance Sheets. For the three months ending June 30,
2017 and 2016, we incurred $0.0 million and $2.6 million, respectively, in research and development costs and
recorded reductions in research and development expense of $0.1 million and $2.8 million, respectively, for
reimbursable development costs due from Servier. For the six months ending June 30, 2017 and 2016, we incurred
$0.9 million and $6.2 million, respectively, in research and development costs and recorded reductions in research and
development expense of $1.0 million and $6.4 million, respectively, for reimbursable development costs due from
Servier.

During the second quarter of 2016, we and Servier agreed to discontinue the development of lucitanib for breast
cancer and lung cancer and are continuing to evaluate, what, if any, further development of lucitanib will be pursued.
Based on current estimates, we expect to complete the committed on-going development activities in 2017 and expect
full reimbursement of our development costs from Servier. Reimbursements are recorded as a reduction to research
and development expense on the Consolidated Statements of Operations.

13. Net Loss Per Common Share

Basic net loss per share is calculated by dividing net loss by the weighted-average number of common shares
outstanding during the period. Diluted net loss per share is computed by dividing net loss by the weighted-average
number of common share equivalents outstanding using the treasury-stock method for the stock options and RSUs and
the if-converted method for the Notes. As a result of our net losses for the periods presented, all potentially dilutive
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common share equivalents were considered anti-dilutive and were excluded from the computation of diluted net loss
per share.

The shares outstanding at the end of the respective periods presented in the table below were excluded from the
calculation of diluted net loss per share due to their anti-dilutive effect (in thousands):

Three and Six

months ended

June 30,

2017 2016
Common shares under option 6,373 455
Convertible senior notes 4,646 4,646

Total potential dilutive shares 11,019 5,101

14. Commitments and Contingencies

Royalty and License Fee Commitments

We have entered into certain license agreements, as identified in Note 12, License Agreements, with third parties that
include the payment of development and regulatory milestones, as well as royalty payments, upon the achievement of
pre-established development, regulatory and commercial targets. Our payment obligation related to these license

16

Explanation of Responses: 13



Edgar Filing: AGIOS PHARMACEUTICALS INC - Form 3

Table of Contents

agreements is contingent upon the successful development, regulatory approval and commercialization of the licensed
products. Due to the nature of these arrangements, the future potential payments are inherently uncertain, and
accordingly, we only recognize payment obligations which are probable and estimable as of the balance sheet date.
Milestone liabilities of $21.0 million and $20.1 million are recorded on our Consolidated Balance Sheets at June 30,
2017 and December 31, 2016, respectively, and relate to milestone payments for the licensing of our rucaparib
product, which was approved by the FDA on December 19, 2016.

Manufacture and Services Agreement Commitments

On October 3, 2016, we entered into a Manufacturing and Services Agreement (the “Agreement”) with a non-exclusive
third-party supplier for the production of the active ingredient for Rubraca. Under the terms of the Agreement, we will
provide the third-party supplier a rolling forecast for the supply of the active ingredient in Rubraca that will be

updated by us on a quarterly basis. We are obligated to order material sufficient to satisfy an initial quantity specified
in any forecast. In addition, the third-party supplier will construct, in its existing facility, a production train that will be
exclusively dedicated to the manufacture of the Rubraca active ingredient. We are obligated to make scheduled

capital program fee payments toward capital equipment and other costs associated with the construction of the
dedicated production train. Further, once the facility is operational, we are obligated to pay a fixed facility fee each
quarter for the duration of the Agreement, which expires on December 31, 2025, unless extended by mutual consent of
the parties. As of June 30, 2017, $183.6 million of purchase commitments exist under the Agreement.

Legal Proceedings

We and certain of our officers were named as defendants in several lawsuits, as described below. We cannot
reasonably predict the outcome of these legal proceedings, nor can we estimate the amount of loss or range of loss, if
any, that may result. An adverse outcome in these proceedings could have a material adverse effect on our results of
operations, cash flows or financial condition.

On November 19, 2015, Sonny P. Medina, a purported Clovis shareholder, filed a purported shareholder class action
complaint in the United States District Court for the District of Colorado (the “Medina Complaint”). The Medina
Complaint purported to be asserted on behalf of a class of persons who purchased Clovis stock between May 20, 2014
and November 13, 2015, and it generally alleged that Clovis and certain of its officers violated federal securities laws
by making allegedly false and misleading statements regarding the progress toward FDA approval and the potential
for market success of rociletinib.

Throughout November and December 2015, three other purported shareholders filed similar purported class actions
concerning alleged misstatements about rociletinib. On January 19, 2016, a number of motions were filed seeking to
consolidate the shareholder class actions into one matter and for appointment of a lead plaintiff. On February 18,
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2016, the Medina Court consolidated the various actions into a single proceeding and appointed M. Arkin (1999) LTD
and Arkin Communications LTD (the “Arkin Plaintiffs”) as the lead plaintiffs and Bernstein Litowitz Berger &
Grossmann LLP as lead counsel for the putative class.

The Arkin Plaintiffs filed a consolidated complaint on May 6, 2016 (the “Consolidated Complaint’). The Consolidated
Complaint named as defendants the Company and certain of its current and former officers (the “Clovis Defendants™),
certain underwriters (the “Underwriter Defendants”) for a Company follow-on offering conducted in July 2015 (the “July
2015 Offering”), and certain Company venture capital investors (the “Venture Capital Defendants”). The Consolidated
Complaint alleged that defendants violated particular sections of the Securities Exchange Act of 1934 (the “Exchange
Act”) and the Securities Act of 1933 (the “Securities Act”). The purported misrepresentations and omissions concerned
allegedly misleading statements about rociletinib. The consolidated action was purportedly brought on behalf of
investors who purchased the Company’s securities between May 31, 2014 and April 7, 2016 (with respect to the
Exchange Act claims) and investors who purchased the Company’s securities pursuant or traceable to the July 2015
Offering (with respect to the Securities Act claims). The Consolidated Complaint sought unspecified compensatory
and recessionary damages.

The Clovis Defendants, the Underwriter Defendants and the Venture Capital Defendants filed motions to dismiss on
July 27, 2016. On February 9, 2017, the Medina Court issued an opinion and order granting in part and denying in part
the Clovis Defendants’ motion to dismiss, granting in part and denying in part the Underwriter Defendants’ motion to
dismiss, and granting the Venture Capital Defendants’ motion to dismiss. On February 22, 2017, the Arkin Plaintiffs

17
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filed an amended consolidated class action complaint, directed solely at repleading its Section 12(a) claims against the
Underwriter Defendants.

On March 14, 2017, the Clovis Defendants and the Arkin Plaintiffs participated in a mediation, which did not result in
a settlement.

On June 18, 2017, the Clovis Defendants entered into a stipulation and agreement of settlement with the Arkin
Plaintiffs whereby Clovis will issue to the plaintiffs and participating class members a total consideration comprised
of $25.0 million in cash and the issuance of a to be determined number of shares of Clovis common stock (the
“Settlement Shares”) equal to $117.0 million divided by the volume weighted average price of Clovis common stock
over the 10 trading days immediately preceding the date of the hearing set by the Medina Court to consider the final
approval of the settlement. The cash portion of the consideration is expected to be funded by Clovis’ insurance catriers.
At June 30, 2017, the liability for the issuance of the shares and cash, including the amount to be reimbursed through
insurance proceeds, was recorded to accrued liability for legal settlement on the Consolidated Balance Sheets in the
amount of approximately $142.0 million and a receivable of approximately $25.0 million from the insurance carriers
on the Consolidated Balance Sheets. Clovis will issue the Settlement Shares no later than 5 business days after the
date the judgment is entered by the Medina Court approving the settlement whereby the issuance of the shares will be
recorded in common stock and additional paid-in capital and the accrued liability for legal settlement will be cleared.

As the settlement agreement is in response to the alleged violation of securities laws by certain of our officers, we
have determined that the resulting loss does not relate to activities that are in the normal course of our operations and
therefore, should not be recognized in operating losses for the period. Accordingly, we have recognized the entire
expense associated to the settlement agreement in legal settlement loss within the other income (expense), net of
insurance receivable on the Consolidated Statements of Operations and Comprehensive Loss.

On July 14, 2017, the Medina Court issued an order preliminarily approving the settlement. A final hearing to
determine whether the settlement should be approved is scheduled for October 26, 2017.

On January 22, 2016, the Electrical Workers Local #357 Pension and Health & Welfare Trusts, a purported
shareholder of Clovis, filed a purported class action complaint (the “Electrical Workers Complaint”) against Clovis and
certain of its officers, directors, investors and underwriters in the Superior Court of the State of California, County of
San Mateo. The Electrical Workers Complaint purports to be asserted on behalf of a class of persons who purchased
stock in the July 2015 Offering. The Electrical Workers Complaint generally alleges that the defendants violated the
Securities Act because the offering documents for the July 2015 Offering contained allegedly false and misleading
statements regarding the progress toward FDA approval and the potential for market success of rociletinib. The
Electrical Workers Complaint seeks unspecified damages. On June 30, 2016, the Electrical Workers Plaintiffs filed an
amended complaint asserting substantially similar claims (the “Electrical Workers Amended Complaint”).
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On September 23, 2016, following briefing and after hearing oral argument, the Electrical Workers Court

granted defendants’ motion to stay proceedings pending resolution of the Medina action. Per the order to stay
proceedings, the parties’ first status report as to the progress of the Medina action was filed on March 23, 2017. The
parties’ second status report is due on September 21, 2017.

The Company intends to vigorously defend against the allegations in the Electrical Workers Amended Complaint, but
there can be no assurance that the defense will be successful.

On November 10, 2016, Antipodean Domestic Partners (“Antipodean”) filed a complaint (the “Antipodean Complaint’)
against Clovis and certain of its officers, directors and underwriters in New York Supreme Court, County of New

York. The Antipodean Complaint alleges that the defendants violated certain sections of the Securities Act by making
allegedly false statements to Antipodean and in the Offering Materials for the July 2015 Offering relating to the
efficacy of rociletinib, its safety profile, and its prospects for market success. In addition to the Securities Act claims,
the Antipodean Complaint also asserts Colorado state law claims and common law claims. Both the state law and
common law claims are based on allegedly false and misleading statements regarding rociletinib’s progress toward
FDA approval. The Antipodean Complaint seeks compensatory, recessionary, and punitive damages.
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On December 15, 2016, the Antipodean Plaintiffs filed an amended complaint (the “Antipodean Amended Complaint™)
asserting substantially the same claims against the same defendants and purporting to correct certain details in the
original Antipodean Complaint.

On January 31, 2017, Defendants filed a motion to stay the Antipodean action pending resolution of the Medina action
in the District of Colorado. Defendants also filed a motion to dismiss the Antipodean Amended Complaint on March
29, 2017. A hearing on both motions is scheduled for August 8, 2017.

On March 14, 2017, the Clovis Defendants and Antipodean participated in a mediation, which did not result in a
settlement. The Company intends to vigorously defend against the allegations in the Antipodean Amended
Complaint. However, there can be no assurance that the defense will be successful.

Clovis received a letter dated May 31, 2016 from an alleged owner of its common stock, which purports to set forth a
demand for inspection of certain of our books and records pursuant to 8 Del. C. § 220 (the “Macalinao Demand Letter’).
Clovis also received a letter dated December 15, 2016 from a second alleged owner of Clovis common stock, which
purports to set forth a similar demand for inspection of the Company’s books and records pursuant to 8 Del. C. § 220
(the “McKenry Demand Letter”’). Both the Macalinao and McKenry Demand Letters were purportedly made for the
purposes of investigating alleged misconduct at the Company relating to rociletinib. Clovis submitted a response to

the Macalinao Demand Letter on June 24, 2016, and likewise submitted a response to the McKenry Demand Letter on
January 4, 2017. The Company produced certain books and records in response to the Macalinao and McKenry

Demand Letters in January and February 2017, respectively.

In March 2017, Macalinao and McKenry (the “Derivative Plaintiffs”) filed shareholder derivative complaints against
certain directors and officers of the Company in the Court of Chancery of the State of Delaware. On May 4, 2017, the
Macalinao and McKenry actions were consolidated for all purposes in a single proceeding under the caption In re
Clovis Oncology, Inc. Derivative Litigation, Case No, 2017-0222 (the “Consolidated Derivative Action”).

On May 18, 2017, the Derivative Plaintiffs filed the Consolidated Verified Shareholder Derivative Complaint (the
“Consolidated Derivative Complaint”). The Consolidated Derivative Complaint generally alleged that the defendants
breached their fiduciary duties owed to the Company by allegedly causing or allowing misrepresentations of the
Company’s business operations and prospects, failing to ensure that the TIGER-X clinical trial was being conducted in
accordance with applicable rules, regulations and protocols, and engaging in insider trading. The Consolidated
Derivative Complaint purported to rely on documents produced by the Company in response to the Macalinao and
McKenry Demand Letters. The Consolidated Derivative Complaint sought, among other things, an award of money
damages.
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On July 13, 2017, the court ordered the following briefing schedule with respect to the defendants’ forthcoming motion
to dismiss the Consolidated Derivative Complaint: Defendants’ motion to dismiss was due, and was filed, on July 31,
2017; Plaintiffs’ opposition is due on August 30, 2017; and Defendants’ reply is due on September 14, 2017.

The Company intends to vigorously defend against the allegations in the Consolidated Derivative Complaint, but there
can be no assurance that the defense will be successful.

On May 10, 2017, John Solak, a purported shareholder of the Company, filed a shareholder derivative complaint in
the Court of Chancery of the State of Delaware (the “Solak Complaint’) against certain directors and an officer of the
Company. The Solak Complaint generally alleged that the defendants breached their fiduciary duties owed to the
Company by adopting a compensation plan that overcompensated the non-employee director defendants, in relation to
companies of comparable market capitalization and size. The Solak Complaint also alleged claims of waste of
corporate assets and unjust enrichment due to this allegedly wrongful compensation plan. The Solak Complaint
sought, among other things, an award of money damages and the imposition of corporate governance reforms.

On June 12, 2017, the parties in the Solak action entered into a stipulation extending the defendants’ time to respond to
the Solak Complaint until August 11, 2017, which was entered by the Court on June 20, 2017.

The Company intends to vigorously defend against the allegations in the Solak Complaint, but there can be no
assurance that the defense will be successful.
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On March 20, 2017, a purported shareholder of the Company, filed a shareholder derivative complaint (the “Guo
Complaint”) against certain officers and directors of the Company in the United States District Court for the District of
Colorado. The Guo Complaint generally alleged that the defendants breached their fiduciary duties owed to the
Company by either recklessly or with gross negligence approving or permitting misrepresentations of the Company’s
business operations and prospects. The Guo Complaint also alleged claims for waste of corporate assets and unjust
enrichment. Finally, the Guo Complaint alleged that certain of the individual defendants violated Section 14(a) of the
Securities Exchange Act, by allegedly negligently issuing, causing to be issued, and participating in the issuance of
materially misleading statements to stockholders in the Company’s Proxy Statement on Schedule DEF 14A in
connection with the 2015 Annual Meeting of Stockholders, held on June 11, 2015. The Guo Complaint sought, among
other things, an award of money damages.

On June 19, 2017, the parties filed a joint motion to stay the Guo action pending resolution of the motion to dismiss
the Consolidated Derivative Complaint. On June 20, 2017, the court granted the motion to stay.

The Company intends to vigorously defend against the allegations in the Guo Complaint, but there can be no
assurance that the defense will be successful.

In addition, the Company has received inquiries and requests for information from governmental agencies, including
the U.S. Securities and Exchange Commission and the U.S. Department of Justice, relating to the Company’s
regulatory update announcement in November 2015 that the FDA requested additional clinical data on the efficacy
and safety of rociletinib. The Company is continuing to cooperate with these agencies with respect to their
investigations. The proposed settlement of the Medina action does not resolve these inquiries and the Company cannot
predict their timing or outcome.
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ITEM 2.MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF
OPERATIONS

Forward-Looking Information

This Quarterly Report on Form 10-Q and the information incorporated herein by reference includes statements that

are, or may be deemed, “forward-looking statements.” In some cases, these forward-looking statements can be identified
by the use of forward-looking terminology, including the terms “believes,” “estimates,” “anticipates,” “expects,” “plans,”
“intends,” “may,” “could,” “might,” “will,” “should,” “approximately” or, in each case, their negative or other variations therec
comparable terminology, although not all forward-looking statements contain these words. They appear in a number

of places throughout this Quarterly Report on Form 10-Q and include statements regarding our intentions, beliefs,
projections, outlook, analyses or current expectations concerning, among other things, our ongoing and planned
non-clinical studies and clinical trials, the timing of and our ability to make regulatory filings and obtain and maintain
regulatory approvals for our product candidates, the degree of clinical utility of our products, particularly in specific
patient populations, expectations regarding clinical trial data, our results of operations, financial condition, liquidity,
prospects, growth and strategies, the industry in which we operate and the trends that may affect the industry or us.

99 ¢ 9 ¢ 99 ¢

By their nature, forward-looking statements involve risks and uncertainties because they relate to events, competitive
dynamics and industry change and depend on the economic circumstances that may or may not occur in the future or
may occur on longer or shorter timelines than anticipated. We caution you that forward-looking statements are not
guarantees of future performance and that our actual results of operations, financial condition and liquidity and the
development of the industry in which we operate may differ materially from the forward-looking statements contained
herein.

Any forward-looking statements that we make in this Quarterly Report on Form 10-Q speak only as of the date of
such statement, and we undertake no obligation to update such statements to reflect events or circumstances after the
date of this Quarterly Report on Form 10-Q or to reflect the occurrence of unanticipated events.

You should also read carefully the factors described in the “Risk Factors” in Part I, Item 1A in our most recent Annual
Report on Form 10-K filed with the U.S. Securities and Exchange Commission (“SEC”), as updated from time to time in
our subsequent SEC filings, to better understand the risks and uncertainties inherent in our business and underlying

any forward-looking statements.

Overview
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We are a biopharmaceutical company focused on acquiring, developing and commercializing innovative anti-cancer
agents in the United States, Europe and additional international markets. We target our development programs for the
treatment of specific subsets of cancer populations, and simultaneously develop, with partners, diagnostic tools
intended to direct a compound in development to the population that is most likely to benefit from its use.

Our commercial product Rubraca® (rucaparib) is the first and only oral, small molecule poly ADP-ribose polymerase,
or PARP, inhibitor of PARP1, PARP2 and PARP3 approved in the United States by the FDA as monotherapy for the
treatment of patients with deleterious BRCA (human genes associated with the repair of damaged DNA) mutation
(germline and/or somatic) associated advanced ovarian cancer who have been treated with two or more
chemotherapies, and selected for therapy based on an FDA-approved companion diagnostic for Rubraca.

Our MAA for rucaparib that was submitted to the EMA for an ovarian cancer treatment indication comparable to what
was approved by the FDA is currently under review. We anticipate an opinion from the CHMP in late 2017, and,
pending a favorable opinion from the CHMP, a potential approval would follow during the first quarter of 2018.
Following a potential approval for the treatment indication, we intend to submit a supplemental application for the
second-line or later maintenance treatment indication, for which we anticipate a potential approval during the third
quarter of 2018. Additionally, rucaparib is being studied as a potential maintenance therapy for ovarian cancer patients
in the ARIEL3 trial. On June 19, 2017, we announced that the ARIELS3 trial successfully achieved the primary
endpoint of improved progression-free survival (PFS) by investigator review in each of the three populations studied.
PES was also improved in the rucaparib group compared with placebo by blinded independent central review (BICR),
a key secondary endpoint. Based on these findings, we plan to submit a supplemental New Drug Application (sSNDA)
before the end of
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October 2017 for a second-line and later maintenance treatment indication for all women with platinum-sensitive
ovarian cancer who have responded to their most recent platinum therapy. Rucaparib is also being developed in
patients with mutant BRCA tumors and other DNA repair deficiencies beyond BRCA — commonly referred to as
homologous recombination deficiencies. Studies open for enrollment or under consideration include prostate, breast,
pancreatic, gastroesophageal, bladder and lung cancers.

We hold worldwide rights for rucaparib. In June 2011, we obtained an exclusive, worldwide license from Pfizer to
develop and commercialize rucaparib. U.S. Patent 6,495,541, and its equivalent counterparts issued in dozens of
countries, directed to the rucaparib composition of matter, expire in 2020 and are potentially eligible for up to five
years patent term extension in various jurisdictions. We believe that patent term extension under the Drug Price
Competition and Patent Term Restoration Act of 1984, or Hatch-Waxman Act, could be available to extend our patent
exclusivity for rucaparib to the fourth quarter of 2023 in the United States. In Europe, we believe that patent term
extension under a supplementary protection certificate could be available for an additional five years to at least 2025.
In April 2012, we obtained an exclusive license from AstraZeneca under a family of patents and patent applications to
permit the development and commercialization of rucaparib for certain methods of treating patients with PARP
inhibitors. Additionally, other patents and patent applications are directed to methods of making, methods of using,
dosing regimens, various salt and polymorphic forms and formulations and have expiration dates ranging from 2020
through potentially 2035, including the camsylate salt/polymorph patent family licensed from Pfizer, which expires in
2031 and a patent application directed to high dosage strength rucaparib tablets that, if issued, will expire in 2035. We
are aware of a number of cases where salt and polymorph patents have been challenged. Two oppositions were filed in
the granted European counterpart of the rucaparib camsylate salt/polymorph patent on June 20, 2017. European
oppositions are commonly filed against patents related to pharmaceutical products. The grounds of opposition related
to Rubraca were lack of novelty and lack of inventive step. The novelty and inventive step challenges are based on
prior art references (or closely related disclosures) that were previously raised by the European patent examiner during
prosecution of the application. The claims of the granted patent were found to be patentable over this prior art. While
the ultimate results of patent challenges can be difficult to predict, we believe a number of factors, including a
constellation of unexpected properties, support the novelty and non-obviousness of our rucaparib camsylate
salt/polymorph composition of matter patent. Based on these factors, we believe a successful challenge of that patent
would be difficult.

In addition, we have two other product candidates: lucitanib, an oral inhibitor of the tyrosine kinase activity of
vascular endothelial growth factor receptors (VEGFR) 1-3, platelet-derived growth factor receptors (PDGFR) alpha
and beta and fibroblast growth factor receptors (FGFR) 1-3, and rociletinib, an oral mutant-selective inhibitor of
epidermal growth factor receptor (EGFR). While we have stopped enrollment in ongoing trials for each of these
candidates, we continue to provide drugs to patients whose clinicians recommend continuing therapy. We maintain
certain development and commercialization rights for lucitanib and global development and commercialization rights
for rociletinib.

We commenced operations in April 2009. To date, we have devoted substantially all of our resources to identifying
and in-licensing product candidates, performing development activities with respect to those product candidates and
the general and administrative support of these operations. Through June 30, 2017, we have generated $13.6 million in
license and milestone revenue related to our collaboration and license agreement with Servier and have generated
$21.7 million net product revenue related to sales of Rubraca, which we began to commercialize on December 19,
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2016. We have principally funded our operations using the net proceeds from the sale of convertible preferred stock,
the issuance of convertible promissory notes, public offerings of our common stock and our convertible senior notes
offering.

We have never been profitable and, as of June 30, 2017, we had an accumulated deficit of $1,364.9 million. We
incurred net losses of $233.8 million and $212.7 million for the six months ended June 30, 2017 and 2016,
respectively. The net loss for the six months ended June 30, 2017 included a charge of $117.0 million related to a
legal settlement. The net loss for the six months ended June 30, 2016 included a charge of $104.5 million for the
impairment of intangible asset and a gain of $24.9 million from a reduction in fair value of contingent purchase
consideration. We had cash, cash equivalents and available-for-sale securities totaling $671.5 million at June 30,
2017.

We expect to incur significant losses for the foreseeable future, as we incur costs related to commercial activities
associated with Rubraca. In January 2017, we sold 5,750,000 shares of our common stock in a public offering at
$41.00 per share. The net proceeds from the offering were $221.2 million, after deducting underwriting discounts and
commissions and offering expenses. In June 2017, we sold 3,920,454 shares of our common stock in a public offering
at $88.00 per share. The net proceeds from the offering were $324.9 million, after deducting underwriting discounts
and
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commissions and offering expenses. We intend to use the net proceeds of the offerings for general corporate purposes,
including sales and marketing expenses associated with Rubraca in the United States and, if approved by the EMA, in
Europe, funding of our development programs, selling, general and administrative expenses, acquisition or licensing
of additional product candidates or businesses and working capital. Based on our current estimates, we believe that
our cash, cash equivalents and available-for-sale securities will allow us to fund activities through at least the next 12
months. Until we can generate a sufficient amount of revenue from Rubraca, we expect to finance our operations in
part through additional public or private equity or debt offerings and may seek additional capital through
arrangements with strategic partners or from other sources. Adequate additional financing may not be available to us
on acceptable terms, or at all. Our failure to raise capital as and when needed would have a negative impact on our
financial condition and our ability to pursue our business strategy. We will need to generate significant revenues to
achieve profitability, and we may never do so.

Product License Agreements

In June 2011, we entered into a worldwide license agreement with Pfizer, Inc. to obtain exclusive global rights to
develop and commercialize rucaparib, a small molecule inhibitor of poly (ADP-ribose) polymerase (“PARP”), used for
the treatment of selected solid tumors. The exclusive rights are exclusive even as to Pfizer and include the right to
grant sublicenses. Pursuant to the terms of the license agreement, we made a $7.0 million upfront payment to Pfizer
and are required to make additional payments to Pfizer for the achievement of certain development and regulatory and
sales milestones and royalties on sales as required by the license agreement. Prior to the FDA approval of rucaparib,
discussed below, we made milestone payments of $1.4 million, which were recognized as acquired in-process research
and development expense.

On August 30, 2016, we entered into a first amendment to the worldwide license agreement with Pfizer, which
amends the June 2011 existing worldwide license agreement to permit us to defer payment of the milestone payments
payable upon (i) FDA approval of an NDA for 1st Indication in US and (ii) EMA approval of an MAA for 1st
Indication in EU, to a date that is 18 months after the date of achievement of such milestones. In the event that we
defer such milestone payments, we have agreed to certain higher payments related to the achievement of such
milestones.

On December 19, 2016, the FDA approved Rubraca (rucaparib) tablets as monotherapy for the treatment of patients
with deleterious BRCA mutation (germline and/or somatic) associated advanced ovarian cancer who have been treated
with two or more chemotherapies, and selected for therapy based on an FDA-approved companion diagnostic for
Rubraca. The FDA approval resulted in a $0.75 million milestone payment to Pfizer as required by the license
agreement, which was made in the first quarter of 2017. The FDA approval also resulted in the obligation to pay a
$20.0 million milestone payment, for which we have exercised the option to defer payment by agreeing to pay $23.0
million within 18 months after the date of the FDA approval. These payments were recognized as intangible assets
and will be amortized over the estimated remaining useful life of Rubraca.
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We are obligated under the license agreement to use commercially reasonable efforts to develop and commercialize
rucaparib and we are responsible for all remaining development and commercialization costs for rucaparib. We are
required to make regulatory milestone payments to Pfizer of up to an additional $69.75 million in aggregate if
specified clinical study objectives and regulatory filings, acceptances and approvals are achieved. In addition, we are
obligated to make sales milestone payments to Pfizer if specified annual sales targets for rucaparib are met, the
majority of which relate to annual sales targets of $500.0 million and above, which, in the aggregate, could amount to
total milestone payments of $170.0 million, and tiered royalty payments at a mid-teen percentage rate on our net sales,
with standard provisions for royalty offsets to the extent we need to obtain any rights from third parties to
commercialize rucaparib.

In April 2012, we entered into a license agreement with AstraZeneca UK Limited to acquire exclusive rights
associated with rucaparib under a family of patents and patent applications that claim methods of treating patients with
PARP inhibitors in certain indications. The license enables the development and commercialization of rucaparib for
the uses claimed by these patents. The FDA approval of rucaparib on December 19, 2016 resulted in a $0.35 million
milestone obligation to AstraZeneca as required by the license agreement, which was paid in the first quarter of 2017.
This payment was recognized in intangible assets and will be amortized over the estimated remaining useful life of
rucaparib. AstraZeneca will also receive royalties on any net sales of rucaparib.
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We are party to other product license agreements for our other drug candidates, lucitanib and rociletinib (see our 2016
Form 10-K for additional details).

Financial Operations Overview

Revenue

Product revenue is derived from sales of our product, Rubraca, in the United States. We distribute our product in the
U.S. principally through a limited number of specialty distributor and specialty pharmacy providers, collectively, our
customers. Our customers subsequently resell our products to patients and healthcare providers. Separately, we have
arrangements with certain payors and other third parties that provide for government-mandated and
privately-negotiated rebates, chargebacks and other discounts. Revenue is recorded net of estimated rebates,
chargebacks, discounts and other deductions as well as estimated product returns (collectively, “sales deductions™). We
only recognize revenue on product sales once the product is resold to the patient or healthcare provider by the

specialty distributor or specialty pharmacy provider, therefore reducing the significance of estimates made for product
returns.

Sales Deductions

Estimating sales deductions requires significant judgments about future events and uncertainties, and requires us to
rely heavily on assumptions, as well as historical experience. Estimated sales deductions are provided for the
following:

- Rebates. Rebates include mandated discounts under the Medicaid Drug Rebate Program and the Medicare coverage
gap program. Rebates are amounts owed after the final dispensing of products to a benefit plan participant and are
based upon contractual agreements or legal requirements with the public sector benefit providers. The accrual for
rebates is based on statutory discount rates and known sales to specialty pharmacy patients, or expected utilization
for specialty distributor sales to healthcare providers. As we gain more historical experience, the accrual will be
based solely on the expected utilization from historical data we have accumulated since Rubraca product launch.
Rebates are generally invoiced and paid quarterly in arrears so that the accrual balance consists of an estimate of the
amount expected to be incurred for the current quarter’s activity, plus an accrual balance for known or estimated prior
quarters’ unpaid rebates. If actual future rebates vary from estimates, we may need to adjust balances of such rebates
to reflect our actual expenditures with respect to these programs, which would affect revenue in the period of
adjustment.
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Chargebacks. Chargebacks are discounts that occur when contracted customers, which currently consist primarily of
group purchasing organizations, Public Health Service organizations and federal government entities purchasing via
the Federal Supply Schedule, purchase directly from our specialty distributors at a discounted price. The specialty
distributor, in turn, charges back the difference between the price initially paid by the specialty distributor and the
discounted price paid to the specialty distributor by the healthcare provider. The accrual for specialty distributor
chargebacks is estimated based on known chargeback rates and known sales to specialty distributors adjusted for the
estimated utilization by healthcare providers.

- Discounts. Specialty distributors and specialty pharmacies are offered various forms of consideration, including
service fees and prompt pay discounts for payment within a specified period. We expect these customers will earn
prompt pay discounts and therefore, we deduct the full amount of these discounts from product sales when revenue
is recognized. Service fees are recorded as a selling expense when product sales occur.

- Co-pay assistance. Patients who have commercial insurance and meet certain eligibility requirements may receive
co-pay assistance. The intent of this program is to reduce the patient’s out of pocket costs. Liabilities for co-pay
assistance are based on actual program participation and estimates of program redemption using data provided by
third-party administrators.

- Returns. Sales of our products are not subject to a general right of return at the point we recognize revenue, which is
the point the product is sold to the patient or healthcare provider. To date, we have not had any product returns and,
we currently do not have an accrual for product returns. We will continue to assess our estimate for product returns
as we gain additional historical experience.
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In the three and six months ended June 30, 2017, we recorded net product revenue of $14.6 million and $21.7 million,
respectively, related to sales of Rubraca, which we began to commercialize on December 19, 2016. Our ability to
generate revenue and become profitable depends upon our ability to successfully commercialize products. Any
inability on our part to successfully commercialize Rubraca in the United States and any foreign territories where it
may be approved, or any significant delay in such approvals, could have a material adverse impact on our ability to
execute upon our business strategy and, ultimately, to generate sufficient revenues from Rubraca to reach or maintain
profitability or sustain our anticipated levels of operations.

Cost of Sales — Product

We recorded product cost of sales from sales of Rubraca in the three and six months ended June 30, 2017. Product
cost of sales consists primarily of materials, third-party manufacturing costs as well as freight and royalties owed to
our licensing partners for Rubraca sales. Based on our policy to expense costs associated with the manufacture of our
products prior to regulatory approval, certain of the manufacturing costs of Rubraca units recognized as revenue
during the three and six months ended June 30, 2017 were expensed prior to the December 19, 2016 FDA approval,
and therefore are not included in costs of sales during the current period. We expect cost of sales to increase in relation
to product revenues as we deplete these inventories and we expect to use the remaining pre-commercialization
inventory for product sales through the third quarter of 2017.

Cost of Sales — Intangible Asset Amortization

Cost of sales for intangible asset amortization consists of the amortization of capitalized milestone payments made to
our licensing partners upon FDA approval of Rubraca. Milestone payments are amortized on a straight-line basis over
the estimated remaining patent life of Rubraca.

Research and Development Expenses

Research and development expenses consist of costs incurred for the development of our product candidates and
companion diagnostics, which include:

- license fees and milestone payments related to the acquisition of in-licensed products, which are reported on our
Consolidated Statements of Operations as acquired in-process research and development;
employee-related expenses, including salaries, benefits, travel and share-based compensation expense;

- expenses incurred under agreements with contract research organizations and investigative sites that conduct our
clinical trials;
the cost of acquiring, developing and manufacturing clinical trial materials;
costs associated with non-clinical activities and regulatory operations;

Explanation of Responses: 29



Edgar Filing: AGIOS PHARMACEUTICALS INC - Form 3

- market research, disease education and other commercial product planning activities, including the hiring of a U.S.
sales and marketing and medical affairs organization in preparation for the commercial launch of rucaparib; and
activities associated with the development of companion diagnostics for our product candidates.

Research and development costs are expensed as incurred. License fees and milestone payments related to in-licensed
products and technology are expensed if it is determined that they have no alternative future use. Costs for certain
development activities, such as clinical trials and manufacturing of clinical supply, are recognized based on an
evaluation of the progress to completion of specific tasks using data such as patient enrollment, clinical site
activations or information provided to us by our vendors. As a result of the FDA approval of Rubraca and the
discontinuation of enrollment in rociletinib, our research and development expenses decreased in both the three and
six months ended June 30, 2017 compared to the same periods in the prior year and are expected to decrease for the
remainder of 2017 compared to prior year as we continue to commercialize Rubraca and commercialization related
expenses are classified as selling, general and administrative expenses and not research and development costs.
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The following table identifies research and development and acquired in-process research and development costs on a
program-specific basis for our products under development. Personnel-related costs, depreciation and share-based
compensation are not allocated to specific programs, as they are deployed across multiple projects under development
and, as such, are separately classified as personnel and other expenses in the table below (in thousands):

Three months ended Six months ended
June 30, June 30,
2017 2016 2017 2016

(in thousands)
Rucaparib Expenses

Research and development $ 16,980 $ 24,379 $ 31,490 $ 48,936
Acquired in-process research and development 300 — 300
Rucaparib Total 16,980 24,679 31,490 49,236
Lucitanib Expenses

Research and development (a) (13) (194) (99) (214)
Lucitanib Total (13) (194) (99) (214)
Rociletinib Expenses

Research and development $ 1,528 $ 16,821 4,719 37,415
Rociletinib Total 1,528 16,821 4,719 37,415
Personnel and other expenses 14,613 26,723 29,445 56,200
Total $ 33,108 $ 68,029 $ 65,555 $ 142,637

(a)This amount reflects actual costs incurred less amounts due from Servier for reimbursable development expenses
pursuant to the collaboration and license agreement described in Note 12, License Agreements to our unaudited
consolidated financial statements included in this Quarterly Report on Form 10-Q.

Selling, General and Administrative Expenses

Selling, general and administrative expenses consist principally of salaries and related costs for personnel in
executive, commercial, finance, legal, investor relations, human resources, and information technology functions.
Other selling, general and administrative expenses include facilities expenses, communication expenses, information
technology costs, corporate insurance and professional fees for legal, consulting and accounting services. With the
FDA approval of Rubraca on December 19, 2016, all sales and marketing expenses associated with Rubraca are
included in selling, general and administrative expenses. We anticipate that our selling, general and administrative
expenses will continue to increase in the future in support of our commercial activities related to Rubraca.

Acquired In-Process Research and Development Expenses
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Acquired in-process research and development expenses consist of upfront payments to acquire a new drug
compound, as well as subsequent milestone payments. Acquired in-process research and development payments are
immediately expensed provided that the drug has not achieved regulatory approval for marketing and, absent
obtaining such approval, has no alternative future use. Once regulatory approval is received, payments to acquire
rights, and the related milestone payments, are capitalized and the amortization of such assets recorded to intangible
asset amortization cost of sales.

Change in Fair Value of Contingent Purchase Consideration

In connection with the acquisition of EOS in November 2013, we also recorded a purchase consideration liability
equal to the estimated fair value of future payments that are contingent upon the achievement of various regulatory
and sales milestones. Subsequent to the acquisition date, we re-measure contingent consideration arrangements at fair
value each reporting period and record changes in fair value of contingent purchase consideration and foreign
currency gains (losses) for changes in the foreign currency translation rate on the Consolidated Statements of
Operations. Changes in fair value are primarily attributed to new information about the likelihood of achieving such
milestones and the passage of time. In the absence of new information, changes in fair value reflect only the passage
of time as we progress towards the achievement of future milestones. During the second quarter of 2016, we recorded
a $25.5 million reduction in the fair value of the contingent purchase consideration liability due to our and our
development partner’s decision to discontinue the development of lucitanib for breast cancer. At June 30, 2017, the
contingent purchase consideration
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liability recorded on the Consolidated Balance Sheets was zero due to the uncertainty of achieving any of the lucitanib
regulatory milestones.

Other Income and Expense

Other income and expense is primarily comprised of foreign currency gains and losses resulting from transactions
with contract research organizations (“CROs”), investigational sites and contract manufacturers where payments are
made in currencies other than the U.S. dollar. Other expense also includes interest expense recognized related to our
convertible senior notes.

Critical Accounting Policies and Significant Judgments and Estimates

Our discussion and analysis of our financial condition and results of operations are based on our 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 estimates and judgments that affect the reported amounts of assets, liabilities,
expenses and revenue and related disclosures. On an ongoing basis, we evaluate our estimates and judgments,
including those related to contingent purchase consideration, the allocation of purchase consideration, intangible asset
impairment, clinical trial accruals and share-based compensation. We base our estimates on historical experience,
known trends and events and various other factors that are believed to be reasonable under the circumstances, the
results of which form the basis for making judgments about the carrying values of assets and liabilities that are not
readily apparent from other sources. Actual results may differ from these estimates under different assumptions or
conditions.

For a description of our critical accounting policies, please see Management’s Discussion and Analysis of Financial
Condition and Results of Operations included in our Annual Report on Form 10-K for the fiscal year ended
December 31, 2016. There have not been any material changes to our critical accounting policies since December 31,
2016.

New Accounting Standards

From time to time, the Financial Accounting Standards Board (“FASB”) or other standards-setting bodies issue new
accounting pronouncements. Updates to the FASB Accounting Standards Codification are communicated through the
issuance of an Accounting Standards Update. Unless otherwise discussed, we believe that the impact of recently
issued guidance, whether adopted or to be adopted in the future, is not expected to have a material impact on our
Consolidated Financial Statements upon adoption.
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To understand the impact of recently issued guidance, whether adopted or to be adopted, please review the
information provided in Note 2, Summary of Significant Accounting Policies, in the Notes to the Unaudited
Consolidated Financial Statements included in Part I, Item 1 of this Form 10-Q.
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Results of Operations

Comparison of Three Months Ended June 30, 2017 and 2016:

The following table summarizes the results of our operations for the three months ended June 30, 2017 and 2016 (in
thousands):

Change

Three months ended June 30, Favorable/(Unfavorable)

2017 2016 $ %
Product revenue, net $ 14,620 $ — $ 14,620 n/a
Operating expenses:
Cost of sales - product 2,730 — (2,730) n/a
Cost of sales - intangible asset amortization 372 — (372) n/a
Research and development 33,108 67,729 34,621 51 %
Selling, general and administrative 36,149 9,552 (26,597) 278) %
Acquired in-process research and development — 300 300 n/a
Impairment of intangible asset — 104,517 104,517 n/a
Change in fair value of contingent purchase
consideration — (25,452) (25,452) n/a
Total expenses 72,359 156,646 84,287 54 %
Operating loss (57,739) (156,646) 98,907 63 %
Other income (expense):
Interest expense (2,598) (2,106) (492) (23) %
Foreign currencygains (losses) 76 183 (107) 58 %
Legal settlement loss (117,000) — (117,000) n/a
Other income 594 196 398 203) %
Other income (expense), net (118,928) (1,727) (117,201) (6,786) %
Loss before income taxes (176,667) (158,373) (18,294) (12) %
Income tax benefit 1,281 29,059 (27,778) 96 %
Net loss $ (175,386) $ (129,314) $ (46,072) (36) %

Product Revenue, Net. Product revenue for the three months ended June 30, 2017 was due to the recognition of $14.6
million of net product revenue from the sale of our first commercial product, Rubraca, which was approved for sale in
the United States markets and we began shipping on December 19, 2016. Revenue is recorded net of sales deductions
comprised of rebates, chargebacks and other discounts. Sales deductions represented approximately 7.9% of the gross
product revenue recognized in the three months ended June 30, 2017 and are summarized as follows:
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Three months ended
June 30, 2017

% of
Gross
$ Sales
(in
thousands)
Gross product revenue $ 15,876 100.0%
Sales deductions:
Government rebates and chargebacks 635 4.0%
Discounts and fees 621 3.9%
Total sales deductions 1,256 7.9%
Product revenue, net $ 14,620 92.1%

Cost of Sales — Product. Product cost of sales for the three months ended June 30, 2017 of $2.7 million relate to freight
and royalties costs associated with Rubraca sales in the period. Manufacturing costs associated with sales in the
quarter were expensed as incurred based on our policy to expense costs associated with the manufacture of our
products prior to regulatory approval, and therefore, were not included in product cost of sales for the three months
ended June
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30, 2017. We expect cost of sales to increase in relation to product revenues once we deplete these inventories in the
third quarter 2017.

Cost of Sales — Intangible Asset Amortization. In the three months ended June 30, 2017, we recognized cost of sales of
$0.4 million associated with the amortization of capitalized milestone payments related to the FDA approval of
Rubraca. Prior to the FDA approval on December 16, 2016, all acquired license and milestone payments were
expensed as incurred.

Research and Development Expenses. Research and development expenses decreased during the three months ended
June 30, 2017 compared to the same period in the prior year primarily due to lower research and development costs
for rucaparib and rociletinib and classification of commercialization related expenses associated with Rubraca in
selling, general and administrative expenses rather than research and development expenses. In the three months
ended June 30, 2017, Rubraca commercialization costs included in selling, general and administrative expenses were
$26.9 million.

Clinical trial costs for rucaparib were relatively flat compared to the same quarter a year ago as higher costs from
enrollment in ARIEL4, our confirmatory ovarian cancer trials, and enrollment in our TRITON2 and TRITON3 studies
for prostate cancer were largely offset by lower costs for the ARIEL2 and ARIEL3 studies, which have completed
enrollment. Clinical supply and related manufacturing development costs were $3.5 million lower than the second
quarter of 2016 due to the capitalization of these costs subsequent to the FDA approval of rucaparib.

Clinical trial costs for rociletinib were $8.2 million lower than the second quarter of 2016 primarily due to the
completion of patient enrollment for all of the TIGER studies in non-small cell lung cancer. Clinical supply and
related manufacturing development costs were $4.3 million lower than the second quarter of 2016 driven by timing of
production to support our clinical studies.

Selling, General and Administrative Expenses. Selling, general and administrative expenses increased during the three
months ended June 30, 2017 compared to the same period in the prior year primarily due to classification of
commercialization related expenses associated with Rubraca in selling, general and administrative expenses rather
than research and development expenses.
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Comparison of Six Months Ended June 30, 2017 and 2016:

The following table summarizes the results of our operations for the six months ended June 30, 2017 and 2016 (in

thousands):

Product revenue, net

Operating expenses:

Cost of sales - product

Cost of sales - intangible asset amortization
Research and development

Selling, general and administrative
Acquired in-process research and development
Impairment of intangible asset

Change in fair value of contingent purchase
consideration

Total expenses

Operating loss

Other income (expense):

Interest expense

Foreign currency gains (losses)

Legal settlement loss

Other income

Other income (expense), net

Loss before income taxes

Income tax benefit

Net loss

Product Revenue, Net. Product revenue for the six months ended June 30, 2017 was due to the recognition of $21.7

Six months ended June 30,

2017
$ 21,665

3,893
743
65,555
65,373

135,564
(113,899)

(5.178)
(83)
(117,000)
946
(121,315)
(235,214)
1,365

$ (233,849)

2016
$ —

142,337
19,379
300
104,517

(24,936)
241,597
(241,597)

(4,210)
(368)
221
(4,357)
(245,954)
33,240

$ (212,714)

Change

Favorable/(Unfavorable)

$
$ 21,665

(3,893)
(743)
76,782
(45,994)
300
104,517

(24,936)
106,033
127,698

(968)
285
(117,000)
725
(116,958)
10,740
(31,875)
$ (21,135)

%

n/a

n/a
n/a
54
(237)
n/a
n/a

n/a
44
52.86

(22.99)
77.45

n/a

328
(2,684.37)
4.37

(96)

(10)

million of net product revenue from the sale of our first commercial product, Rubraca, which was approved for sale in
the United States markets and we began shipping on December 19, 2016. Revenue is recorded net of sales deductions
comprised of rebates, chargebacks and other discounts. Sales deductions represented approximately 8.9% of the gross

product revenue recognized in the six months ended June 30, 2017 and are summarized as follows:
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% of
Gross
$ Sales
(in
thousands)
Gross product revenue $ 23,778 100.0%
Sales deductions:
Government rebates and chargebacks 1,072 4.5%
Discounts and fees 1,041 4.4%
Total sales deductions 2,113 8.9%
Product revenue, net $ 21,665 91.1%

Cost of Sales — Product. Product cost of sales for the six months ended June 30, 2017 of $3.9 million relate to freight
and royalties costs associated with Rubraca sales in the period. Manufacturing costs associated with sales in the
quarter were expensed as incurred based on our policy to expense costs associated with the manufacture of our
products prior to regulatory approval, and therefore, were not included in product cost of sales for the six months
ended June 30, 2017. We expect cost of sales to increase in relation to product revenues once we deplete these
inventories in the third quarter of 2017.
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Cost of Sales — Intangible Asset Amortization. In the six months ended June 30, 2017, we recognized cost of sales of
$0.7 million associated with the amortization of capitalized milestone payments related to the FDA approval of
Rubraca. Prior to the FDA approval on December 19, 2016, all acquired license and milestone payments were
expensed as incurred.

Research and Development Expenses. Research and development expenses decreased during the six months ended
June 30, 2017 compared to the same period in the prior year primarily due to lower research and development costs
for rucaparib and rociletinib and classification of commercialization related expenses associated with Rubraca in
selling, general and administrative expenses rather than research and development expenses. In the six months ended
June 30, 2017, Rubraca commercialization costs included in selling, general and administrative expenses were $47.0
million.

Clinical trial costs for rucaparib were relatively flat compared to the same period a year ago as higher costs from
enrollment in ARIEL4, our confirmatory ovarian cancer trials, and enrollment in our TRITON2 and TRITON3 studies
for prostate cancer were largely offset by lower costs for the ARIEL2 and ARIEL3 studies, which have completed
enrollment. Diagnostic development costs were $6.1 million lower compared to the prior year as the prior year
included the costs associated with our collaboration with Foundation Medicine, Inc. to develop a novel companion
diagnostic test to identify patients most likely to respond to rucaparib. Finally, clinical supply and related
manufacturing development costs were $7.0 million lower than 2016 due to the capitalization of these costs
subsequent to the FDA approval of rucaparib.

Clinical trial costs for rociletinib were $18.5 million lower than 2016 primarily due to the completion of patient
enrollment for all of the TIGER studies in non-small cell lung cancer. Clinical supply and related manufacturing
development costs were $7.2 million lower than 2016 driven by timing of production to support our clinical studies.

Selling, General and Administrative Expenses. Selling, general and administrative expenses increased during the six
months ended June 30, 2017 compared to the same period in the prior year primarily due mainly to classification of
commercialization related expenses associated with Rubraca in selling, general and administrative expenses rather
than research and development expenses.

Liquidity and Capital Resources

To date, we have funded our operations through the public offering of our common stock and the private placement of
convertible debt securities and preferred stock. In January 2017, we sold 5,750,000 shares of our common stock in a
public offering at $41.00 per share. The net proceeds from the offering were $221.2 million, after deducting
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underwriting discounts and commissions and offering expenses. In June 2017, we sold 3,920,454 shares of our
common stock in a public offering at $88.00 per share. The net proceeds from the offering were $324.9 million, after
deducting underwriting discounts and commissions and offering expenses. At June 30, 2017, we had cash, cash
equivalents and available-for-sale securities totaling $671.5 million.

The following table sets forth the primary sources and uses of cash for the six months ended March 31, 2017 and 2016
(in thousands):

Six months ended June 30,

2017 2016
Net cash used in operating activities $ (149,541) $ (151,670)
Net cash (used in) provided by investing activities (133,864) 99,244
Net cash provided by financing activities 558,440 1,943
Effect of exchange rate changes on cash and cash equivalents 565 106
Net increase (decrease) in cash and cash equivalents $ 275,600 $ (50,377)

Operating Activities

Net cash used in operating activities for all periods resulted primarily from our net losses adjusted for non-cash items
and changes in components of working capital. Net cash used in operating activities was lower during the six months
ended June 30, 2017 compared to the same period in the prior year due to a lower net loss as adjusted for non-
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cash items, partially offset by increases in the operating assets needed to support the commercialization of Rubraca,
most notably related to inventory.

Investing Activities

Net cash used in investing activities for the six months ended June 30, 2017 includes purchases of available-for-sale
securities of $180.0 million offset by cash from maturities of available-for-sale securities of $50.0 million. Net cash
provided by investing activities in the same period in the prior year was mainly the result of maturities of
available-for-sale securities of $100.0 million in that period.

Financing Activities

Net cash provided by financing activities for the six months ended June 30, 2017 and 2016 includes $12.3 million and
$1.9 million, respectively, received from employee stock option exercises. In addition, we completed the sale of
$546.2 million of common stock, net of issuance costs, during the six months ended June 30, 2017.

Operating Capital Requirements

We expect to incur significant losses for the foreseeable future, as we commercialize Rubraca and expand our selling,
general and administrative functions to support the growth in our commercial organization. Additionally, our
operating plan for the next 12 months includes a significant investment in inventory to meet the projected commercial
requirements for Rubraca. We receive the active pharmaceutical ingredient in Rubraca from one supplier and we
experience long lead times associated with its production. Accordingly, we expect to experience a decrease in our
liquidity at the beginning of a production cycle and an increase as the inventory produced is sold through.

As of June 30, 2017, we had cash, cash equivalents and available-for-sale securities totaling $671.5 million and total
current liabilities of $219.4 million. In January 2017, we sold 5,750,000 shares of our common stock in a public
offering at $41.00 per share. The net proceeds from the offering were $221.2 million, after deducting underwriting
discounts and commissions and offering expenses. In June 2017, we sold 3,920,454 shares of our common stock in a
public offering at $88.00 per share. The net proceeds from the offering were $324.9 million, after deducting
underwriting discounts and commissions and offering expenses. We intend to use the net proceeds of the offerings for
general corporate purposes, including commercial planning and sales and marketing expenses associated with the
launch of Rubraca in the United States and, if approved by the EMA, in Europe, funding of our development
programs, selling, general and administrative expenses, acquisition or licensing of additional product candidates or
businesses and working capital. Based on current estimates, we believe that our existing cash, cash equivalents and
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available-for-sale securities will allow us to fund our operating plan through at least the next 12 months.

Because of the numerous risks and uncertainties associated with research, development and commercialization of
pharmaceutical products, we are unable to estimate the exact amounts of our working capital requirements. Our future
funding requirements will depend on many factors, including but not limited to:

the number and characteristics of the product candidates, companion diagnostics and indications we pursue;

- the achievement of various development, regulatory and commercial milestones resulting in required payments to
partners pursuant to the terms of our license agreements;

- the scope, progress, results and costs of researching and developing our product candidates and related companion
diagnostics and conducting clinical and non-clinical trials;

- the timing of, and the costs involved in, obtaining regulatory approvals for our product candidates and companion
diagnostics;
the cost of commercialization activities, including marketing and distribution costs;
the cost of manufacturing any of our product candidates we successfully commercialize;

- the costs involved in preparing, filing, prosecuting, maintaining, defending and enforcing patent claims, including
litigation costs and outcome of such litigation; and

the timing, receipt and amount of sales, if any, of our product candidates.
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Contractual Obligations and Commitments

For a discussion of our contractual obligations, see “Item 7. Management’s Discussion and Analysis of Financial
Condition and Results of Operations” in our 2016 Annual Report on Form 10-K. There have not been any material
changes to such contractual obligations or potential milestone payments since December 31, 2016. For further
information regarding our contractual obligations and commitments, see Note 14, Commitments and Contingencies to
our unaudited consolidated financial statements included elsewhere in this report.

ITEM 3.QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

We are exposed to market risk related to changes in interest rates. As of June 30, 2017, we had cash, cash equivalents
and available-for-sale securities of $671.5 million, consisting of bank demand deposits, money market funds and U.S.
treasury securities. The primary objectives of our investment policy are to preserve principal and maintain proper
liquidity to meet operating needs. Our investment policy specifies credit quality standards for our investments and
limits the amount of credit exposure to any single issue, issuer or type of investment. Our primary exposure to market
risk is interest rate sensitivity, which is affected by changes in the general level of U.S. interest rates, particularly
because our investments are in short-term securities. Our available-for-sale securities are subject to interest rate risk
and will decline in value if market interest rates increase. Due to the short-term duration of our investment portfolio
and the low risk profile of our investments, an immediate 100 basis point change in interest rates would not have a
material effect on the fair value of our portfolio.

We contract with contract research organizations, investigational sites and contract manufacturers globally where
payments are made in currencies other than the U.S. dollar. In addition, on October 3, 2016, we entered into a
Manufacturing and Services Agreement with a Swiss company for the production and supply of the active ingredient
for Rubraca. Under the terms of this agreement, payments for the supply of the active ingredient in Rubraca as well as
scheduled capital program fee payment toward capital equipment and other costs associated with the construction of a
dedicated production train will be made in Swiss francs. Once the production facility is operational, we are obligated
to pay a fixed facility fee each quarter for the duration of the agreement, which expires on December 31, 2025.

As of June 30, 2017, $183.6 million of purchase commitments exist under the Swiss Manufacturing and Services
Agreement and we are required to remit amounts due in Swiss francs. Due to other variables that may exist, it is
difficult to quantify the impact of a particular change in exchange rates. However, we estimate that if the value of the
US dollar was to strengthen by 10% compared to the value of Swiss franc as of June 30, 2017, it would decrease the
total US dollar purchase commitment under the Swiss Manufacturing and Services Agreement by approximately
$16.7 million. Similarly, a 10% weakening of the US dollar compared to the Swiss franc would increase the total US
dollar purchase commitment by approximately $20.4 million.
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While we periodically hold foreign currencies, primarily Euro and Pound Sterling, we do not use other financial
instruments to hedge our foreign exchange risk. Transactions denominated in currencies other than the functional
currency are recorded based on exchange rates at the time such transactions arise. As of both June 30, 2017 and
December 31, 2016, approximately 1% of our total liabilities were denominated in currencies other than the functional
currency.

ITEM 4.CONTROLS AND PROCEDURES

Disclosure Controls and Procedures

Our disclosure controls and procedures are designed to ensure that information required to be disclosed in the reports
we file or submit under the Securities Exchange Act of 1934, as amended (“Exchange Act”) is recorded, processed,
summarized and reported within the time periods specified in the Securities and Exchange Commission’s rules and
forms, and that such information is accumulated and communicated to our management, including the Chief
Executive Officer and the Principal Financial and Accounting Officer, to allow timely decisions regarding required
disclosures. Any controls and procedures, no matter how well designed and operated, can provide only reasonable
assurance of achieving the desired control objective. With the participation of our Chief Executive Officer and
Principal Financial and Accounting Officer, management performed an evaluation as of June 30, 2017 of the
effectiveness of the design and operation of our disclosure controls and procedures as defined in Rules 13a-15(e) and
15d-15(e) of the Exchange Act. Based on this evaluation, our Chief Executive Officer and Principal Financial and
Accounting Officer

33

Explanation of Responses: 45



Edgar Filing: AGIOS PHARMACEUTICALS INC - Form 3

Table of Contents

concluded that, as of June 30, 2017, our disclosure controls and procedures were effective at the reasonable assurance
level.

Changes in Internal Control over Financial Reporting

There were no changes in our internal control over financial reporting during the quarter ended June 30, 2017 that
have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting.
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PART II. OTHER INFORMATION

ITEM 1.LEGAL PROCEEDINGS

On November 19, 2015, Sonny P. Medina, a purported Clovis shareholder, filed a purported shareholder class action
complaint in the United States District Court for the District of Colorado (the “Medina Complaint”). The Medina
Complaint purported to be asserted on behalf of a class of persons who purchased Clovis stock between May 20, 2014
and November 13, 2015, and it generally alleged that Clovis and certain of its officers violated federal securities laws
by making allegedly false and misleading statements regarding the progress toward FDA approval and the potential
for market success of rociletinib.

Throughout November and December 2015, three other purported shareholders filed similar purported class actions
concerning alleged misstatements about rociletinib. On January 19, 2016, a number of motions were filed seeking to
consolidate the shareholder class actions into one matter and for appointment of a lead plaintiff. On February 18,
2016, the Medina Court consolidated the various actions into a single proceeding and appointed M. Arkin (1999) LTD
and Arkin Communications LTD (the “Arkin Plaintiffs”) as the lead plaintiffs and Bernstein Litowitz Berger &
Grossmann LLP as lead counsel for the putative class.

The Arkin Plaintiffs filed a consolidated complaint on May 6, 2016 (the “Consolidated Complaint’). The Consolidated
Complaint named as defendants the Company and certain of its current and former officers (the “Clovis Defendants™),
certain underwriters (the “Underwriter Defendants”) for a Company follow-on offering conducted in July 2015 (the “July
2015 Offering”), and certain Company venture capital investors (the “Venture Capital Defendants”). The Consolidated
Complaint alleged that defendants violated particular sections of the Securities Exchange Act of 1934 (the “Exchange
Act”) and the Securities Act of 1933 (the “Securities Act”). The purported misrepresentations and omissions concerned
allegedly misleading statements about rociletinib. The consolidated action was purportedly brought on behalf of
investors who purchased the Company’s securities between May 31, 2014 and April 7, 2016 (with respect to the
Exchange Act claims) and investors who purchased the Company’s securities pursuant or traceable to the July 2015
Offering (with respect to the Securities Act claims). The Consolidated Complaint sought unspecified compensatory
and recessionary damages.

The Clovis Defendants, the Underwriter Defendants and the Venture Capital Defendants filed motions to dismiss on
July 27, 2016. On February 9, 2017, the Medina Court issued an opinion and order granting in part and denying in part
the Clovis Defendants’ motion to dismiss, granting in part and denying in part the Underwriter Defendants’ motion to
dismiss, and granting the Venture Capital Defendants’ motion to dismiss. On February 22, 2017, the Arkin Plaintiffs
filed an amended consolidated class action complaint, directed solely at repleading its Section 12(a) claims against the
Underwriter Defendants.
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On March 14, 2017, the Clovis Defendants and the Arkin Plaintiffs participated in a mediation, which did not result in
a settlement.

On June 18, 2017, the Clovis Defendants entered into a stipulation and agreement of settlement with the Arkin
Plaintiffs whereby Clovis will issue to the plaintiffs and participating class members total consideration comprised of
$25.0 million in cash and the issuance of a to be determined number of shares of Clovis common stock (the “Settlement
Shares”) equal to $117.0 million divided by the volume weighted average price of Clovis common stock over the 10
trading days immediately preceding the date of the hearing set by the Medina Court to consider the final approval of
the settlement. The cash portion of the consideration is expected to be funded by Clovis’ insurance carriers. At June 30,
2017, the liability for the issuance of the shares and cash, including the amount to be reimbursed through insurance
proceeds, was recorded to accrued liability for legal settlement on the Consolidated Balance Sheets in the amount of
approximately $142.0 million and a receivable of approximately $25.0 million from the insurance carriers on the
Consolidated Balance Sheets. Clovis will issue the Settlement Shares no later than 5 business days after the date the
judgment is entered by the Medina Court approving the settlement whereby the issuance of the shares will be recorded
in common stock and additional paid-in capital and the accrued liability for legal settlement will be cleared.

On July 14, 2017, the Medina Court issued an order preliminarily approving the settlement. A final hearing to
determine whether the settlement should be approved is scheduled for October 26, 2017.
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On January 22, 2016, the Electrical Workers Local #357 Pension and Health & Welfare Trusts, a purported
shareholder of Clovis, filed a purported class action complaint (the “Electrical Workers Complaint”) against Clovis and
certain of its officers, directors, investors and underwriters in the Superior Court of the State of California, County of
San Mateo. The Electrical Workers Complaint purports to be asserted on behalf of a class of persons who purchased
stock in the July 2015 Offering. The Electrical Workers Complaint generally alleges that the defendants violated the
Securities Act because the offering documents for the July 2015 Offering contained allegedly false and misleading
statements regarding the progress toward FDA approval and the potential for market success of rociletinib. The
Electrical Workers Complaint seeks unspecified damages. On June 30, 2016, the Electrical Workers Plaintiffs filed an
amended complaint asserting substantially similar claims (the “Electrical Workers Amended Complaint™).

On September 23, 2016, following briefing and after hearing oral argument, the Electrical Workers Court

granted defendants’ motion to stay proceedings pending resolution of the Medina action. Per the order to stay
proceedings, the parties’ first status report as to the progress of the Medina action was filed on March 23, 2017. The
parties’ second status report is due on September 21, 2017.

The Company intends to vigorously defend against the allegations in the Electrical Workers Amended Complaint, but
there can be no assurance that the defense will be successful.

On November 10, 2016, Antipodean Domestic Partners (‘“Antipodean”) filed a complaint (the “Antipodean Complaint’)
against Clovis and certain of its officers, directors and underwriters in New York Supreme Court, County of New

York. The Antipodean Complaint alleges that the defendants violated certain sections of the Securities Act by making
allegedly false statements to Antipodean and in the Offering Materials for the July 2015 Offering relating to the
efficacy of rociletinib, its safety profile, and its prospects for market success. In addition to the Securities Act claims,
the Antipodean Complaint also asserts Colorado state law claims and common law claims. Both the state law and
common law claims are based on allegedly false and misleading statements regarding rociletinib’s progress toward
FDA approval. The Antipodean Complaint seeks compensatory, recessionary, and punitive damages.

On December 15, 2016, the Antipodean Plaintiffs filed an amended complaint (the “Antipodean Amended Complaint™)
asserting substantially the same claims against the same defendants and purporting to correct certain details in the
original Antipodean Complaint.

On January 31, 2017, Defendants filed a motion to stay the Antipodean action pending resolution of the Medina action
in the District of Colorado. Defendants also filed a motion to dismiss the Antipodean Amended Complaint on March
29, 2017. A hearing on both motions is scheduled for August 8, 2017.

On March 14, 2017, the Clovis Defendants and Antipodean participated in a mediation, which did not result in a
settlement. The Company intends to vigorously defend against the allegations in the Antipodean Amended

Explanation of Responses: 49



Edgar Filing: AGIOS PHARMACEUTICALS INC - Form 3

Complaint. However, there can be no assurance that the defense will be successful.

Clovis received a letter dated May 31, 2016 from an alleged owner of its common stock, which purports to set forth a
demand for inspection of certain of our books and records pursuant to 8 Del. C. § 220 (the “Macalinao Demand Letter’).
Clovis also received a letter dated December 15, 2016 from a second alleged owner of Clovis common stock, which
purports to set forth a similar demand for inspection of the Company’s books and records pursuant to 8 Del. C. § 220
(the “McKenry Demand Letter”’). Both the Macalinao and McKenry Demand Letters were purportedly made for the
purposes of investigating alleged misconduct at the Company relating to rociletinib. Clovis submitted a response to

the Macalinao Demand Letter on June 24, 2016, and likewise submitted a response to the McKenry Demand Letter on
January 4, 2017. The Company produced certain books and records in response to the Macalinao and McKenry

Demand Letters in January and February 2017, respectively.

In March 2017, Macalinao and McKenry (the “Derivative Plaintiffs”) filed shareholder derivative complaints against
certain directors and officers of the Company in the Court of Chancery of the State of Delaware. On May 4, 2017, the
Macalinao and McKenry actions were consolidated for all purposes in a single proceeding under the caption In re
Clovis Oncology, Inc. Derivative Litigation, Case No, 2017-0222 (the “Consolidated Derivative Action”).

On May 18, 2017, the Derivative Plaintiffs filed the Consolidated Verified Shareholder Derivative Complaint (the
“Consolidated Derivative Complaint”). The Consolidated Derivative Complaint generally alleged that the defendants
breached their fiduciary duties owed to the Company by allegedly causing or allowing misrepresentations of the

36

Explanation of Responses: 50



Edgar Filing: AGIOS PHARMACEUTICALS INC - Form 3

Table of Contents

Company’s business operations and prospects, failing to ensure that the TIGER-X clinical trial was being conducted in
accordance with applicable rules, regulations and protocols, and engaging in insider trading. The Consolidated
Derivative Complaint purported to rely on documents produced by the Company in response to the Macalinao and
McKenry Demand Letters. The Consolidated Derivative Complaint sought, among other things, an award of money
damages.

On July 13, 2017, the court ordered the following briefing schedule with respect to the defendants’ forthcoming motion
to dismiss the Consolidated Derivative Complaint: Defendants’ motion to dismiss was due, and was filed, on July 31,
2017; Plaintiffs’ opposition is due on August 30, 2017; and Defendants’ reply is due on September 14, 2017.

The Company intends to vigorously defend against the allegations in the Consolidated Derivative Complaint, but there
can be no assurance that the defense will be successful.

On May 10, 2017, John Solak, a purported shareholder of the Company, filed a shareholder derivative complaint in
the Court of Chancery of the State of Delaware (the “Solak Complaint”) against certain directors and an officer of the
Company. The Solak Complaint generally alleged that the defendants breached their fiduciary duties owed to the
Company by adopting a compensation plan that overcompensated the non-employee director defendants, in relation to
companies of comparable market capitalization and size. The Solak Complaint also alleged claims of waste of
corporate assets and unjust enrichment due to this allegedly wrongful compensation plan. The Solak Complaint
sought, among other things, an award of money damages and the imposition of corporate governance reforms.

On June 12, 2017, the parties in the Solak action entered into a stipulation extending the defendants’ time to respond to
the Solak Complaint until August 11, 2017, which was entered by the Court on June 20, 2017.

The Company intends to vigorously defend against the allegations in the Solak Complaint, but there can be no
assurance that the defense will be successful.

On March 20, 2017, a purported shareholder of the Company, filed a shareholder derivative complaint (the “Guo
Complaint”) against certain officers and directors of the Company in the United States District Court for the District of
Colorado. The Guo Complaint generally alleged that the defendants breached their fiduciary duties owed to the
Company by either recklessly or with gross negligence approving or permitting misrepresentations of the Company’s
business operations and prospects. The Guo Complaint also alleged claims for waste of corporate assets and unjust
enrichment. Finally, the Guo Complaint alleged that certain of the individual defendants violated Section 14(a) of the
Securities Exchange Act, by allegedly negligently issuing, causing to be issued, and participating in the issuance of
materially misleading statements to stockholders in the Company’s Proxy Statement on Schedule DEF 14A in
connection with the 2015 Annual Meeting of Stockholders, held on June 11, 2015. The Guo Complaint sought, among
other things, an award of money damages.
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On June 19, 2017, the parties filed a joint motion to stay the Guo action pending resolution of the motion to dismiss
the Consolidated Derivative Complaint. On June 20, 2017, the court granted the motion to stay.

The Company intends to vigorously defend against the allegations in the Guo Complaint, but there can be no
assurance that the defense will be successful.

In addition, the Company has received inquiries and requests for information from governmental agencies, including
the U.S. Securities and Exchange Commission and the U.S. Department of Justice, relating to the Company’s
regulatory update announcement in November 2015 that the FDA requested additional clinical data on the efficacy
and safety of rociletinib. The Company is continuing to cooperate with these agencies with respect to their
investigations. The proposed settlement of the Medina action does not resolve these inquiries and the Company cannot
predict their timing or outcome.

ITEM 1A.RISK FACTORS

Our business faces significant risks and uncertainties. Certain factors may have a material adverse effect on our
business prospects, financial condition and results of operations, and you should carefully consider them.
Accordingly, in evaluating our business, we encourage you to consider the risk factors described under the heading
“Risk Factors” in Part I, Item 1A of our most recent Annual Report on Form 10-K, in addition to other information
contained in or
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incorporated by reference into this Quarterly Report on Form 10-Q and our other public filings with the SEC. Other
events that we do not currently anticipate or that we currently deem immaterial may also affect our business,
prospects, financial condition and results of operations.

There have been no material changes to the risk factors included in our previously filed Annual Report on Form 10-K
for the year ended December 31, 2016. Additional risks and uncertainties not presently known to us or that we
currently believe are immaterial also may negatively impact our business.

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

None.

ITEM 3.DEFAULTS UPON SENIOR SECURITIES

None.

ITEM 4. MINE SAFETY DISCLOSURES

Not Applicable.

ITEM 5.0THER INFORMATION

None.

ITEM 6.EXHIBITS

INDEX TO EXHIBITS
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Exhibit

Number Exhibit Description

3.1(5) Amended and Restated Certificate of Incorporation of Clovis Oncology, Inc.

3.2(5) Amended and Restated Bylaws of Clovis Oncology, Inc.

4.1(3) Form of Common Stock Certificate of Clovis Oncology, Inc.

4.2(8) Indenture dated as of September 9, 2014, by and between Clovis Oncology, Inc. and The Bank of New York

Mellon Trust Company, N.A.

10.1*(4) Amended and Restated Strategic License Agreement, dated as of June 16, 2011, by and between Clovis
Oncology, Inc. and Avila Therapeutics, Inc.

10.2*%(4) License Agreement, dated as of June 2, 2011, by and between Clovis Oncology, Inc. and Pfizer Inc.
10.3+(1) Clovis Oncology, Inc. 2009 Equity Incentive Plan.

10.4+(4) Clovis Oncology, Inc. 2011 Stock Incentive Plan.

10.5+(1) Form of Clovis Oncology, Inc. 2009 Equity Incentive Plan Stock Option Agreement.

10.6+(4) Form of Clovis Oncology, Inc. 2011 Stock Incentive Plan Stock Option Agreement.

10.7+(3) Employment Agreement, dated as of August 24, 2011, between Clovis Oncology, Inc. and Patrick J.
Mahaffy.

10.8+(3) Employment Agreement, dated as of August 24, 2011, between Clovis Oncology, Inc. and Erle T. Mast.
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Employment Agreement, dated as of August 24, 2011, between Clovis Oncology, Inc. and Gillian C.
10.9+(3) Ivers-Read.

10.10+(1) Indemnification Agreement, dated as of May 15, 2009, between Clovis Oncology, Inc. and Paul
Klingenstein.

10.11+(1) Indemnification Agreement, dated as of May 15, 2009, between Clovis Oncology, Inc. and James C. Blair.

10.12+(1) Indemnification Agreement, dated as of May 15, 2009, between Clovis Oncology, Inc. and Edward J.
McKinley.

10.13+(1) Indemnification Agreement, dated as of May 15, 2009, between Clovis Oncology, Inc. and Thorlef
Spickschen.

10.14+(1) Indemnification Agreement, dated as of May 15, 2009, between Clovis Oncology, Inc. and M. James
Barrett.

10.15+(1) Indemnification Agreement, dated as of May 15, 2009, between Clovis Oncology, Inc. and Brian G.
Atwood.

10.16+(1) Indemnification Agreement, dated as of May 12, 2009, between Clovis Oncology, Inc. and Patrick J.
Mahaffy.

10.17+(1) Indemnification Agreement, dated as of May 12, 2009, between Clovis Oncology, Inc. and Erle T. Mast.

10.18+(1) Indemnification Agreement, dated as of May 12, 2009, between Clovis Oncology, Inc. and Gillian C.
Ivers-Read.

10.19+(1) Indemnification Agreement, dated as of May 12, 2009, between Clovis Oncology, Inc. and Andrew R.
Allen.

10.20+(4) Clovis Oncology, Inc. 2011 Employee Stock Purchase Plan.
10.21+(4) Clovis Oncology, Inc. 2011 Cash Bonus Plan.

10.22+(6) Indemnification Agreement, dated as of March 22, 2012, between Clovis Oncology, Inc. and Steven L.
Hoerter.

10.23+(2) Indemnification Agreement, dated as of June 13, 2013, between Clovis Oncology, Inc. and Ginger L.
Graham.

10.24+(2) Indemnification Agreement, dated as of June 13, 2013, between Clovis Oncology, Inc. and Keith Flaherty.
10.25(7) Stock Purchase Agreement, dated as of November 19, 2013, by and among the Company, EOS, the Sellers
listed on Exhibit A thereto and Sofinnova Capital V FCPR, acting in its capacity as the Sellers’

Representative.

10.26*(7) Development and Commercialization Agreement, dated as of October 24, 2008, by and between
Advenchen Laboratories LLC and Ethical Oncology Science S.p.A., as amended by the First Amendment,
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10.27%(7) Collaboration and License Agreement, dated as of September 28, 2012, by and between Ethical Oncology
Science S.p.A. and Les Laboratoires Servier and Institut de Recherches Internationales Servier.
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Indemnification Agreement, dated as of January 29, 2016, by and between Clovis Oncology, Inc. and
10.28+(12) Lindsey Rolfe.

10.29+(12) Employment Agreement, dated as of February 25, 2016, by and between Clovis Oncology, Inc. and
Lindsey Rolfe.

10.30+(12) Indemnification Agreement, dated as of January 26, 2016, by and between Clovis Oncology, Inc. and
Dale Hooks.

10.31+(12) Employment Agreement, dated as of January 26, 2016, by and between Clovis Oncology, Inc. and Dale
Hooks.

10.32+(9) Indemnification Agreement, dated as of February 17, 2016, by and between Clovis Oncology, Inc. and
Daniel W. Muehl.

10.33+(15) Employment Agreement, dated as of July 6, 2017, by and between Clovis Oncology, Inc. and Daniel W.
Muehl.

10.34+(10) Salary Waiver Letter, dated as of May 9, 2016, by and between Clovis Oncology, Inc. and Patrick J.
Mahafty.

10.35%(11) First Amendment to License Agreement, by and between Clovis Oncology, Inc. and Pfizer Inc., dated as
of August 30, 2016.
10.36+(13) Form of Clovis Oncology, Inc. 2011 Stock Incentive Plan RSU Agreement.

10.37%(13) Manufacturing Services Agreement, by and between Clovis Oncology, Inc. and Lonza Ltd, dated as of
October 3, 2016.

10.38*(14) Strata Trial Collaboration Agreement, by and between Clovis Oncology, Inc. and Strata Oncology, Inc.,
dated as of January 30, 2017

21.1 List of Subsidiaries of Clovis Oncology, Inc.

31.1 Certification of principal executive officer pursuant to Rule 13a-14(a)/15d-14(a) of the Securities
Exchange Act of 1934, as amended.

31.2 Certification of principal financial officer pursuant to Rule 13a-14(a)/15d-14(a) of the Securities
Exchange Act of 1934, as amended.

32.1 Certification of principal executive officer pursuant to 18 U.S.C. §1350, as adopted pursuant to Section
906 of the Sarbanes-Oxley Act of 2002.

32.2 Certification of principal financial officer pursuant to 18 U.S.C. §1350, as adopted pursuant to Section
906 of the Sarbanes-Oxley Act of 2002.

101 The following materials from Clovis Oncology, Inc.’s Quarterly Report on Form 10-Q for the period ended
June 30, 2017, formatted in XBRL (eXtensible Business Reporting Language): (i) the Consolidated
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Statements of Operations and Comprehensive Loss, (ii) the Consolidated Balance Sheets, (iii) the

Consolidated Statements of Cash Flows and (iv) Notes to Unaudited Consolidated Financial Statements.

(1) Filed as an exhibit with the Registrant’s Registration Statement on Form S-1 (File No. 333-175080) on June 23,

2011.
(2) Filed as an exhibit with the Registrant’s Current Report on Form 8-K (File No. 001-35347) on June 14, 2013.
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(3) Filed as an exhibit with Amendment No. 2 to the Registrant’s Registration Statement on Form S-1 (File
No. 333-175080) on August 31, 2011.
(4) Filed as an exhibit with Amendment No. 3 to the Registrant’s Registration Statement on Form S-1 (File
No. 333-175080) on October 31, 2011.
(5) Filed as an exhibit with the Registrant’s Annual Report on Form 10-K on March 15, 2012.
(6) Filed as an exhibit with the Registrant’s Registration Statement on Form S-1 (File No. 333-180293) on March 23,
2012.
(7) Filed as an exhibit with the Registrant’s Current Report on Form 8-K (File No. 001-35347) on November 19,
2013.
(8) Filed as an exhibit with the Registrant’s Current Report on Form 8-K (File No. 001-35347) on September 9, 2014.
(9) Filed as an exhibit with the Registrant’s Current Report on Form 8-K (File No. 001-35347) on April 1, 2016.
(10) Filed as an exhibit with the Registrant’s Quarterly Report on Form 10-Q on May 9, 2016.
@8)) Filed as an exhibit with the Registrant’s Quarterly Report on Form 10-Q on November
4, 2016.
(12) Filed as an exhibit with the Registrant’s Annual Report on Form 10-K on February 29, 2016.
(13) Filed as an exhibit with the Registrant’s Annual Report on Form 10-K on February 23, 2017.
(14) Filed as an exhibit with the Registrant’s Quarterly Report on Form 10-Q on May 4, 2017.
(15) Filed as an exhibit with the Registrant’s Current Report on Form 8-K (File No. 001-35347) on July 7, 2017.
+ Indicates management contract or compensatory plan.

*  Confidential treatment has been granted with respect to portions of this exhibit, which portions have been omitted
and filed separately with the Securities and Exchange Commission.
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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, thereunto duly authorized.

Date: August 3,2017 CLOVIS ONCOLOGY, INC.

By: /s/ PATRICK J. MAHAFFY
Patrick J. Mahaffy
President and Chief Executive Officer; Director

By: /s/ DANIEL W. MUEHL

Daniel W. Muehl
Senior Vice President of Finance and Principal Financial and Accounting Officer
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