
SECURITIES & EXCHANGE COMMISSION EDGAR FILING

MEDICINES CO /DE

Form: 10-Q 

Date Filed: 2016-10-27

Corporate Issuer CIK:  1113481

© Copyright 2018, Issuer Direct Corporation. All Right Reserved. Distribution of this document is strictly prohibited, subject to the terms of use.



Table of Contents

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q
(Mark One)

☑ QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the quarterly period ended: September 30, 2016

OR

❑ TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934 (No Fee Required)
For the transition period from to

Commission file number 000-31191

THE MEDICINES COMPANY
(Exact name of registrant as specified in its charter)

Delaware
(State or other jurisdiction of
incorporation or organization)  

04-3324394
(I.R.S. Employer
Identification No.)

   8 Sylvan Way
Parsippany, New Jersey

(Address of principal executive offices)  
07054

(Zip Code)

Registrant’s telephone number, including area code: (973) 290-6000

Indicate by check mark whether the registrant: (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act of 1934 during
the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject to such filing requirements for
the past 90 days.

Yes ☑ No ❑

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data File required to be
submitted and posted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or for such shorter period that the
registrant was required to submit and post such files).

Yes ☑ No ❑

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting company. See
definitions of “large accelerated filer,” “accelerated filer,” and “smaller reporting company” in Rule 12b-2 of the Exchange Act. (Check one):

Large accelerated filer ☑ Accelerated filer ❑ Non-accelerated filer ❑ Smaller reporting company ❑

  
(Do not check if a smaller reporting

company)  

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

Yes o No ☑

As of October 24, 2016, there were 70,793,992 shares of Common Stock, $0.001 par value per share, outstanding (excluding 2,192,982 shares held in
treasury).
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Item 1. Condensed Financial Statements
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THE MEDICINES COMPANY

CONDENSED CONSOLIDATED BALANCE SHEETS
(Unaudited, in thousands, except share and per share amounts)

 
September 30, 

2016  
December 31, 

2015

ASSETS    
Current assets:    

Cash and cash equivalents $ 600,356  $ 373,173

Accounts receivable, net of allowances of approximately $4.0 million and $17.6 million at 
September 30, 2016 and December 31, 2015 28,355  52,328

Inventory 70,654  64,584

Prepaid expenses and other current assets 18,006  19,995

Current assets held for sale —  322,837

Total current assets 717,371  832,917

Fixed assets, net 32,450  34,780

Intangible assets, net 621,690  636,220

Goodwill 255,629  289,441

Restricted cash 5,050  1,428

Contingent purchase price from sale of businesses 143,700  —

Other assets 743  730

Total assets $ 1,776,633  $ 1,795,516

LIABILITIES AND STOCKHOLDERS’ EQUITY    
Current liabilities:    

Accounts payable $ 18,734  $ 36,038

Accrued expenses 81,531  128,558

Current portion of contingent purchase price 39,800  26,800

Convertible senior notes 53,054  255,473

Deferred revenue 14,139  19,863

Current liabilities held for sale —  67,515

Total current liabilities 207,258  534,247

Contingent purchase price 89,610  96,957

Convertible senior notes 617,490  312,107

Deferred tax liabilities 88,350  89,996

Other liabilities 10,879  13,346

Total liabilities 1,013,587  1,046,653

Equity component of currently redeemable convertible senior notes (Note 10) 1,641  17,089

Stockholders’ equity:    
Preferred stock, $1.00 par value per share, 5,000,000 shares authorized; no shares issued and outstanding —  —

Common stock, $0.001 par value per share, 187,500,000 authorized; 72,983,092 issued and 70,790,110 outstanding at
September 30, 2016 and 71,767,371 issued and 69,574,389 outstanding at December 31, 2015 73  72

Additional paid-in capital 1,243,463  1,208,058

Treasury stock, at cost; 2,192,982 shares at September 30, 2016 and December 31, 2015 (50,000)  (50,000)

Accumulated deficit (426,132)  (429,865)

Accumulated other comprehensive (loss) income (5,484)  3,973

Total The Medicines Company stockholders’ equity 761,920  732,238

Non-controlling interest in joint venture (515)  (464)

Total stockholders’ equity 761,405  731,774

Total liabilities and stockholders’ equity $ 1,776,633  $ 1,795,516

See accompanying notes to condensed consolidated financial statements.
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THE MEDICINES COMPANY

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS
(Unaudited, in thousands, except per share amounts)

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 2016  2015  2016  2015

Net product revenues $ 18,843  $ 32,703  $ 80,542  $ 217,337

Royalty revenues 18,756  24,503  62,094  24,503

Total net revenues 37,599  57,206  142,636  241,840

Operating expenses:        
Cost of product revenues 20,777  49,188  54,804  94,482

Research and development 23,537  27,102  94,595  83,420

Selling, general and administrative 69,022  86,892  242,478  260,986

Total operating expenses 113,336  163,182  391,877  438,888

Loss from operations (75,737)  (105,976)  (249,241)  (197,048)

Co-promotion and license income 757  985  3,073  10,011

Gain on remeasurement of equity investment —  —  —  22,597

Gain on sale of investment —  —  —  19,773

Gain on sale of assets —  —  288,301  —

Loss on extinguishment of debt —  —  (5,380)  —

Legal settlement —  5,000  —  5,000

Interest expense (12,089)  (9,547)  (32,198)  (27,510)

Other income (loss) 865  (89)  741  609

(Loss) income from continuing operations before income taxes (86,204)  (109,627)  5,296  (166,568)

(Provision) benefit for income taxes (163)  19,001  (220)  12,895

Net (loss) income from continuing operations (86,367)  (90,626)  5,076  (153,673)

Income (loss) from discontinued operations, net of tax 96  (14,515)  (1,390)  6,999

Net (loss) income (86,271)  (105,141)  3,686  (146,674)

Net loss (income) attributable to non-controlling interest 13  9  50  (16)

Net (loss) income attributable to The Medicines Company $ (86,258)  $ (105,132)  $ 3,736  $ (146,690)

        
Amounts attributable to The Medicines Company:        
Net (loss) income from continuing operations $ (86,354)  $ (90,617)  $ 5,126  $ (153,689)

Income (loss) from discontinued operations, net of tax 96  (14,515)  (1,390)  6,999

Net (loss) income attributable to The Medicines Company $ (86,258)  $ (105,132)  $ 3,736  $ (146,690)

        
Basic (loss) earnings per common share attributable to The Medicines Company:        

(Loss) earnings from continuing operations $ (1.23)  $ (1.35)  $ 0.07  $ (2.33)

(Loss) earnings from discontinued operations —  (0.22)  (0.02)  0.11

Basic (loss) earnings per share $ (1.23)  $ (1.57)  $ 0.05  $ (2.22)

        
Diluted earnings (loss) per common share attributable to The Medicines Company:        

(Loss) earnings from continuing operations $ (1.23)  $ (1.35)  $ 0.07  $ (2.33)

(Loss) earnings from discontinued operations —  (0.22)  (0.02)  0.11

Diluted (loss) earnings per share $ (1.23)  $ (1.57)  $ 0.05  $ (2.22)

        
Weighted average number of common shares outstanding:        

Basic 70,194  67,137  69,711  66,079

Diluted 70,194  67,137  72,920  66,079

See accompanying notes to condensed consolidated financial statements.
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THE MEDICINES COMPANY

CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS
(Unaudited, in thousands)

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 2016  2015  2016  2015

Net (loss) income $ (86,271)  $ (105,141)  $ 3,686  $ (146,674)
Other comprehensive (loss) income:        

Foreign currency translation adjustment (70)  (1,095)  208  859
Amounts reclassified from accumulated other comprehensive income —  —  (9,665)  —

Other comprehensive (loss) income (70)  (1,095)  (9,457)  859

Comprehensive loss (86,341)  (106,236)  (5,771)  (145,815)

Less: comprehensive loss (income) attributable to non-controlling interest 13  9  50  (16)

Comprehensive loss attributable to The Medicines Company $ (86,328)  $ (106,227)  $ (5,721)  $ (145,831)

See accompanying notes to condensed consolidated financial statements.
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THE MEDICINES COMPANY

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(Unaudited, in thousands)

 Nine Months Ended September 30,

 2016  2015

Cash flows from operating activities:    
Net income (loss) $ 3,686  $ (146,674)

Adjustments to reconcile net income (loss) to net cash used in operating activities:    
Depreciation and amortization 22,517  24,180

Asset impairment charges —  29,413

Amortization of debt discount 19,392  17,532

Unrealized foreign currency transaction gains, net (125)  (576)

Stock compensation expense 24,541  23,973

Gain on sale of businesses (289,305)  —

Loss on disposal of fixed assets 1  543

Deferred tax benefit (1,661)  (43,393)

Extinguishment of debt 5,380  —

Gain on sale of investment —  (19,773)

Gain on remeasurement of equity investment —  (22,597)

Reserve for excess or obsolete inventory 7,350  40,837

Changes in contingent consideration obligations 13,573  14,423

Changes in operating assets and liabilities:    
Accrued interest receivable (13)  —

Accounts receivable 24,125  115,797

Inventory, net (14,077)  (57,783)

Prepaid expenses and other current assets 1,920  (7,378)

Accounts payable (17,265)  (2,113)

Accrued expenses (49,110)  (21,655)

Deferred revenue (5,761)  25,161

Payments on contingent purchase price —  (49,192)

Other liabilities (6,153)  (6,186)

Net cash used in operating activities (260,985)  (85,461)

Cash flows from investing activities:    
Proceeds from sale of fixed assets —  250

Proceeds from sale of investment —  19,773

Purchases of fixed assets (920)  (2,421)

Acquisition of business, net of cash acquired —  (28,397)

Payments for intangible assets (10,000)  (112,617)

Proceeds from sale of businesses 437,875  —

Change in restricted cash (3,660)  61

Net cash provided by (used in) investing activities 423,295  (123,351)

Cash flows from financing activities:    
Proceeds from issuances of common stock, net 27,404  89,718

Milestone payments (7,921)  (130,058)

Proceeds from the issuance of convertible senior notes 402,500  400,000

Repayments of convertible senior notes (323,225)  —

Purchase of capped call transactions related to convertible senior notes (33,931)  —

Proceeds from settlement of bond hedges related to convertible senior notes 100,459  —

Settlement of warrants (87,874)  —

Debt and equity issuance costs (11,725)  (12,769)

Net cash provided by financing activities 65,687  346,891

Effect of exchange rate changes on cash (814)  (12)

Increase in cash and cash equivalents 227,183  138,067

Cash and cash equivalents at beginning of period 373,173  370,741

Cash and cash equivalents at end of period $ 600,356  $ 508,808

Supplemental disclosure of cash flow information:    
Interest paid $ 11,891  $ 6,946

Taxes paid $ 27  $ 89

See accompanying notes to condensed consolidated financial statements.
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THE MEDICINES COMPANY
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (Unaudited)

The Medicines Company® name and logo, Angiomax ®, Angiox®, Carbavance®, Ionsys®and Orbactiv® are registered trademarks of The Medicines Company
in the United States and/or other countries. All other trademarks, service marks or other tradenames appearing in this Quarterly Report on Form 10-Q are the
property of their respective owners. Except where otherwise indicated, or where the context may otherwise require, references to “Angiomax” in this Quarterly
Report on Form 10-Q mean Angiomax and Angiox, collectively. References to “the Company,” “we,” “us” or “our” mean The Medicines Company, a Delaware
corporation, and its subsidiaries.

1. Nature of Business

The Medicines Company (the Company) is a global biopharmaceutical company focused on saving lives, alleviating suffering and contributing to the
economics of healthcare. The Company markets Angiomax® (bivalirudin), Ionsys® (fentanyl iontophoretic transdermal system), Minocin (minocycline) for injection
and Orbactiv® (oritavancin). The Company also has a pipeline of products in development, including Carbavance®, MDCO-216, MDCO-700 (formerly known as
ABP-700) and PCSK9si (formerly known as ALN-PCSsc). The Company has the right to develop, manufacture and commercialize PCSK9si under its
collaboration agreement with Alnylam Pharmaceuticals, Inc. (Alnylam). The Company believes that its products and products in development possess favorable
attributes that competitive products do not provide, can satisfy unmet medical needs and offer, or, in the case of its products in development, have the potential
to offer, improved performance to hospital businesses.

In addition to these products and products in development, the Company has a portfolio of ten generic drugs, which it refers to as its acute care generic
products, that the Company has the non-exclusive right to market in the United States.

On July 2, 2015, the Company entered into a supply and distribution agreement with Sandoz Inc. (Sandoz), under which the Company granted Sandoz the
exclusive right to sell in the United States an authorized generic of Angiomax (bivalirudin). The Company entered into the supply and distribution agreement as a
result of the July 2, 2015 U.S. Court of Appeals for the Federal Circuit (Federal Circuit Court) ruling against the Company in its patent infringement litigation with
Hospira, Inc. (Hospira) with respect to U.S. Patent No. 7,582,727 (‘727 patent) and U.S. Patent No. 7,598,343 (‘343 patent), covering a more consistent and
improved Angiomax drug product and the processes by which it is made. In its July 2, 2015 ruling, the Federal Circuit Court held the ‘727 patent and the ‘343
patent invalid under the Section 102(b) “on sale” bar. On July 15, 2015, Hospira’s Abbreviated New Drug Applications (ANDA) for its generic versions of
bivalirudin were approved by the FDA and Hospira began selling its generic versions of bivalirudin. On November 13, 2015, the Company’s petition for en banc
review of the Federal Circuit Court's July 2, 2015 decision was granted and the Federal Circuit Court vacated its July 2, 2015 decision. On July 11, 2016, in an
unanimous decision, the en banc Court ruled in the Company’s favor by finding that the ‘727 patent and the ‘343 patent were not invalid under the “on sale” bar.
Notwithstanding the Federal Circuit Court’s November 13, 2015 and July 11, 2016 decisions, due to the Federal Circuit Court’s July 2, 2015 decision and the
Company’s resulting entry into a supply and distribution agreement with Sandoz and Hospira’s entry into the market, Angiomax is now subject to generic
competition with the authorized generic and Hospira’s generic bivalirudin products.

On November 3, 2015, the Company announced that it was in the process of evaluating its operations with a goal of unlocking stockholder value. In
particular, the Company stated its current intention was to explore strategies for optimizing its capital structure and liquidity position and to narrow the
Company’s operational focus by strategically separating non-core businesses and products in order to generate non-dilutive cash and reduce associated cash
burn and capital requirements.

On February 1, 2016, the Company completed the sale of its hemostasis portfolio, consisting of PreveLeak (surgical sealant), Raplixa (fibrin sealant) and
Recothrom Thrombin topical (Recombinant) (the Hemostasis Business), to wholly owned subsidiaries of Mallinckrodt plc (collectively, Mallinckrodt) pursuant to
the purchase and sale agreement dated December 18, 2015 between the Company and Mallinckrodt. At completion of the sale, the Company received
approximately $174.1 million in cash from Mallinckrodt, and may receive up to an additional $235.0 million in the aggregate following the achievement of certain
specified calendar year net sales milestones with respect to net sales of PreveLeak and Raplixa. As a result of the transaction, the Company accounted for the
assets and liabilities of the Hemostasis Business as held for sale at December 31, 2015. As a result of the classification as held for sale, the Company recorded
impairment charges of $133.3 million, including $24.5 million related to goodwill, to reduce the Hemostasis Business disposal group’s carrying value to its
estimated fair value, less costs to sell for the year ended December 31, 2015. Further, the financial results of the Hemostasis Business held for sale were
reclassified to discontinued operations for all periods presented in our condensed consolidated financial statements. See Note 16, “Discontinued Operations,” for
further details.
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THE MEDICINES COMPANY

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (Unaudited) — (Continued)

On June 21, 2016, the Company completed the sale of three non-core cardiovascular products, Cleviprex (clevidipine) injectable emulsion,
Kengreal (cangrelor) and rights to Argatroban for Injection (collectively the Non-Core ACC Products) and related assets, to Chiesi USA, Inc. (Chiesi USA) and its
parent company Chiesi Farmaceutici S.p.A. (Chiesi) pursuant to the purchase and sale agreement dated May 9, 2016 by and among the Company, Chiesi and
Chiesi USA.  At the completion of the sale, the Company received approximately $263.8 million in cash, which included the value of product inventory, and may
receive up to an additional $480.0 million in the aggregate following the achievement of certain specified calendar year net sales milestones with respect to net
sales of each of Cleviprex and Kengreal. See Note 15, “Dispositions,” for further details.

2. Significant Accounting Policies

The Company’s significant accounting policies are described in Note 2, “Significant Accounting Policies,” in the notes to the audited consolidated financial
statements included in the Company’s Annual Report on Form 10-K for the year ended December 31, 2015 (the 2015 Form 10-K).

Basis of Presentation

The accompanying condensed consolidated financial statements are unaudited and have been prepared in accordance with U.S. generally accepted
accounting principles (GAAP) for interim financial information and with the instructions to Form 10-Q. Accordingly, they do not include all the information and
footnotes required by GAAP for complete financial statements. In the opinion of management, the accompanying unaudited condensed consolidated financial
statements include all adjustments considered necessary for a fair presentation of the Company’s financial position, results of operations, comprehensive loss,
and cash flows for the periods presented.

The accompanying condensed consolidated financial statements include the accounts of the Company and its wholly owned and majority owned subsidiaries.
All significant intercompany balances and transactions have been eliminated in consolidation. The Company records net loss (income) attributable to non-
controlling interest in the Company’s condensed consolidated financial statements equal to the percentage of ownership interest retained in the respective
operations by the non-controlling parties. The Company has no unconsolidated subsidiaries.

The Company’s results of operations for the nine months ended September 30, 2016  are not necessarily indicative of the results that may be expected from
the Company for the entire fiscal year or any other quarter of the fiscal year ending December 31, 2016. These unaudited condensed consolidated financial
statements should be read in conjunction with the Company’s audited consolidated financial statements included in the 2015 Form 10-K.

Use of Estimates

The preparation of financial statements in conformity with GAAP requires management to make estimates and assumptions that affect the reported amounts
of assets, liabilities, revenue, costs, expenses and accumulated other comprehensive (loss) income that are reported in the condensed consolidated financial
statements and accompanying disclosures. Actual results may be different.

Contingencies

The Company may be, from time to time, a party to various disputes and claims arising from normal business activities. The Company continually assesses
litigation to determine if an unfavorable outcome would lead to a probable loss or reasonably possible loss which could be estimated. In accordance with the
guidance of the Financial Accounting Standards Board (FASB) on accounting for contingencies, the Company accrues for all contingencies at the earliest date
at which the Company deems it probable that a liability has been incurred and the amount of such liability can be reasonably estimated. If the estimate of a
probable loss is a range and no amount within the range is more likely than another, the Company accrues the minimum of the range. In the cases where the
Company believes that a reasonably possible loss exists, the Company discloses the facts and circumstances of the litigation, including an estimable range, if
possible.
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THE MEDICINES COMPANY

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (Unaudited) — (Continued)

Contingent Purchase Price from Sale of Businesses

Contingent purchase price from sale of businesses is measured at fair value utilizing the “income method,” which applies a probability weighting that considers
the estimated future net sales of each of the respective products to determine the probability that each sale milestone will be met. These projections are based
on factors such as relevant market size, patent protection, historical pricing of similar products and expected industry trends. In certain situations, the Company
utilizes a risk adjusted revenue simulation model. In this simulation, the chances of achieving many different revenue levels are estimated and then adjusted to
reflect the results of similar products and companies in the market to calculate the fair value of each milestone payment. The Company also considers qualitative
factors such as development of competing drugs, regulatory developments and other qualitative factors. Once the year in which each of the sales milestones
would be achieved is determined, the respective milestones are then discounted to the present value using an appropriate discount rate. The Company will
recognize any increases in the carrying amount or impairments of the contingent purchase price if and when the milestones are achieved or determined to have
no value. These increases in carrying amount or impairments would be recorded in selling, general and administrative expenses.

Research and Development

Research and development costs are expensed as incurred. Clinical study costs are accrued over the service periods specified in the contracts and adjusted
as necessary based upon an ongoing review of the level of effort and costs actually incurred. Payments for a product license prior to regulatory approval of the
product and payments for milestones achieved prior to regulatory approval of the product are expensed in the period incurred as research and development.
Milestone payments made in connection with regulatory approvals are capitalized and amortized to cost of revenue over the remaining useful life of the asset.

The Company performs research and development for U.S. government agencies under a cost-reimbursable contract in which the Company is reimbursed for
direct costs incurred plus allowable indirect costs. The Company recognizes the reimbursements under research contracts when a contract has been executed,
the contract price is fixed and determinable, delivery of services or products has occurred, and collection of the contract price is reasonably assured. The
reimbursements are classified as an offset to research and development expenses. The Company recorded reductions of research and development expenses
of approximately $3.4 million and $12.0 million for the three months ended September 30, 2016  and 2015, respectively, and approximately $11.9 million and
$17.5 million for the nine months ended September 30, 2016  and 2015, respectively.

Recent Accounting Pronouncements

In May 2014, the FASB issued a comprehensive new revenue recognition Accounting Standards Update, “Revenue from Contracts with Customers (Topic
606)” (ASU No. 2014-09). ASU No. 2014-09 provides guidance to clarify the principles for recognizing revenue. This guidance includes the required steps to
achieve the core principle that an entity should recognize revenue to depict the transfer of promised goods or services to customers in an amount that reflects
the consideration to which the entity expects to be entitled in exchange for those goods or services. With the issuance of ASU No. 2015-14 in August 2015, the
FASB deferred the effective date of the revenue recognition guidance to reporting periods beginning after December 15, 2017. Early adoption of the standard is
permitted but not before the original effective date, which was for reporting periods beginning after December 15, 2016. With the issuance of ASU No. 2016-08
in March 2016, ASU No. 2016-10 in April 2016, and ASU No. 2016-11 and ASU No. 2016-12 in May 2016, the FASB has further amended guidance related to
recording revenue on a gross versus a net basis and on identifying performance obligations and licensing. The FASB has also rescinded certain SEC guidance
primarily related to ASC Topic 815, “Derivatives and Hedging,” and has issued additional improvements and practical expedients to the standard. The Company
expects to adopt this guidance when effective and continues to evaluate the effect that the updated standard, as well as additional amendments, may have on its
consolidated financial statements and related disclosures.

In April 2015, the FASB issued ASU No. 2015-03, “Interest - Interpretation of Interest (Subtopic 835-35)” which simplifies the presentation of debt issuance
costs by requiring debt issuance costs to be presented as a deduction from the corresponding debt liability. This will make the presentation of debt issuance
costs consistent with the presentation of debt discounts or premiums. The guidance is effective for fiscal years beginning after December 15, 2015, and interim
periods within those fiscal years. The Company adopted this guidance in the quarter ended March 31, 2016. As a result of adopting this guidance, the Company
has reclassified $2.4 million and $9.0 million of debt issuance costs from noncurrent other assets to current convertible senior notes and noncurrent convertible
senior notes, respectively, on its balance sheet as of December 31, 2015.

In January 2016, the FASB issued ASU No. 2016-01, “Financial Instruments - Overall (Subtopic 825-10): Recognition and Measurement of Financial Assets
and Financial Liabilities” (ASU No. 2016-01). ASU No. 2016-01 enhances the reporting model for financial instruments, which includes amendments to address
aspects of recognition, measurement, presentation and disclosure.
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THE MEDICINES COMPANY

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (Unaudited) — (Continued)

The new guidance affects all reporting organizations (whether public or private) that hold financial assets or owe financial liabilities. The ASU is effective for years
beginning after December 15, 2017, including interim periods within those fiscal years. The Company expects to adopt this guidance when effective and is
currently evaluating the effect that the updated standard will have on its consolidated financial statements and related disclosures.

In February 2016, the FASB issued ASU No. 2016-02, “Leases (Topic 842)” (ASU No. 2016-02). ASU No. 2016-02 will require organizations that lease assets
with lease terms of more than 12 months to recognize assets and liabilities for the rights and obligations created by those leases on their balance sheets. The
ASU will also require new qualitative and quantitative disclosures to help investors and other financial statement users better understand the amount, timing, and
uncertainty of cash flows arising from leases. ASU No. 2016-02 will be effective for public companies for fiscal years, and interim periods within those fiscal
years, beginning after December 15, 2018, with early adoption permitted. The Company expects to adopt this guidance when effective and is currently
evaluating the effect that the updated standard will have on its consolidated financial statements and related disclosures.

In March 2016, the FASB issued ASU No. 2016-09, “Compensation - Stock Compensation (Topic 718): Improvements to Employee Share-Based Payment
Accounting” (ASU No. 2016-09). This ASU makes several modifications to Topic 718 related to the accounting for forfeitures, employer tax withholding on share-
based compensation, and the financial statement presentation of excess tax benefits or deficiencies. ASU No. 2016-09 also clarifies the statement of cash flows
presentation for certain components of share-based awards. The standard is effective for interim and annual reporting periods beginning after December 15,
2016, with early adoption permitted. The Company does not believe that this guidance will have a material impact on the consolidated financial statements and
related disclosures.

In August 2016, the FASB issued ASU No. 2016-15, “Statement of Cash Flows (Topic 230): Classification of Certain Cash Receipts and Cash Payments”
(ASU No. 2016-15). This guidance clarifies how certain cash receipts and payments should be presented in the statement of cash flows and is effective for
interim and annual reporting periods beginning after December 15, 2017, with early adoption permitted. The Company does not believe that this guidance will
have an impact on the consolidated financial statements and related disclosures.

3. Stock Compensation Expense

The Company recorded stock compensation expense of approximately $8.1 million and $7.6 million for the three months ended September 30, 2016 and
2015, respectively, and approximately $24.7 million and $23.7 million for the nine months ended September 30, 2016  and 2015, respectively. As of
September 30, 2016, there was approximately $36.9 million of total unrecognized compensation costs related to non-vested share-based employee
compensation arrangements granted under the Company’s equity compensation plans. The Company expects to recognize those costs over a weighted average
period of 1.47 years.

During the nine months ended September 30, 2016  and 2015, the Company issued a total of 1,322,091 and 2,984,380, respectively, of shares of its common
stock upon the exercise of stock options, grants of restricted stock, and purchases under the Company’s 2010 employee stock purchase plan (ESPP). Cash
received from the exercise of stock options and purchases through the ESPP during the nine months ended September 30, 2016  and 2015 was $27.4 million
and $89.7 million, respectively, and is included within the financing activities section of the accompanying condensed consolidated statements of cash flows.
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4. (Loss) Earnings Per Share

The following table sets forth the computation of basic and diluted (loss) earnings per share for the three and nine months ended September 30, 2016 and
2015:

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 2016  2015  2016  2015

 (in thousands, except per share amounts)

Net income (loss) from continuing operations attributable to The
Medicines Company $ (86,354)  $ (90,617)  $ 5,126  $ (153,689)
Income (loss) from discontinued operations, net of tax 96  (14,515)  (1,390)  6,999

Net (loss) income attributable to The Medicines Company $ (86,258)  $ (105,132)  $ 3,736  $ (146,690)

        

Weighted average common shares outstanding, basic 70,194  67,137  69,711  66,079
Plus: net effect of dilutive stock options, warrants, restricted common
shares and shares issuable upon conversion of notes —  —  3,209  —

Weighted average common shares outstanding, diluted 70,194  67,137  72,920  66,079

        

Basic (loss) earnings per common share attributable to The Medicines
Company:        

(Loss) earnings from continuing operations $ (1.23)  $ (1.35)  $ 0.07  $ (2.33)
(Loss) earnings from discontinued operations —  (0.22)  (0.02)  0.11

Basic (loss) earnings per share $ (1.23)  $ (1.57)  $ 0.05  $ (2.22)

        

Diluted earnings (loss) per common share attributable to The Medicines
Company:        

(Loss) earnings from continuing operations $ (1.23)  $ (1.35)  $ 0.07  $ (2.33)
(Loss) earnings from discontinued operations —  (0.22)  (0.02)  0.11

Diluted (loss) earnings per share $ (1.23)  $ (1.57)  $ 0.05  $ (2.22)

Basic (loss) earnings per share is computed by dividing consolidated net (loss) income attributable to The Medicines Company by the weighted average
number of shares of common stock outstanding during the period, excluding unvested restricted common shares. The potentially dilutive effect of the Company’s
stock options and unvested restricted common stock on earnings per share is computed under the treasury stock method. The Company has either the
obligation or the option to pay cash for the aggregate amount due upon conversion for all of the Company’s convertible senior notes. Since it is the Company’s
current intent to settle in cash the principal amount of all of its convertible senior notes upon conversion, the potentially dilutive effect of such notes on earnings
per share is computed under the treasury stock method.

For periods of net income when the effects are not anti-dilutive, diluted earnings per share is computed by dividing the net income attributable to The
Medicines Company by the weighted average number of shares outstanding and the impact of all potential dilutive common shares, consisting primarily of stock
options, unvested restricted common stock, shares issuable upon conversion of convertible senior notes due 2017, 2022 and 2023 and stock purchase warrants.

For periods of net loss, diluted loss per share is calculated similar to basic loss per share as the effect of including all potentially dilutive common share
equivalents is anti-dilutive. Due to the periods of net loss from continuing operations attributable to The Medicines Company, the calculation of diluted loss per
share for the three months ended September 30, 2016  excluded 3,930,938 and for the three and nine months ended September 30, 2015  excluded 4,816,237
and 2,677,921, respectively, of potentially dilutive stock options, warrants, restricted common shares, and shares issuable upon conversion of the 2017 and
2022 Notes as their inclusion would have an anti-dilutive effect.
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For the nine months ended September 30, 2016 , options to 3,109,274 shares of common stock that could potentially dilute basic earnings per share were
excluded from the calculation of diluted earnings per share as their effect would have been anti-dilutive.

For the nine months ended September 30, 2016 , there were 9,136 shares of unvested restricted stock excluded from the calculation of diluted earnings per
share as their effect would have been anti-dilutive.

In June 2016, the Company issued the 2023 Notes (see Note 10, “Convertible Senior Notes”). The conversion rate for the 2023 Notes was initially, and
remains, 20.4198 shares of the Company’s common stock per $1,000 principal amount of the 2023 Notes, which is equivalent to an initial conversion price of
approximately $48.97 per share of the Company’s common stock. For the nine months ended September 30, 2016 , there was no dilutive effect of the 2023
Notes as the stock price did not exceed the conversion price.

To minimize the impact of potential dilution upon conversion of the 2023 Notes, the Company entered into capped call transactions separate from the
issuance of the 2023 Notes with certain counterparties. The capped calls have a strike price of $48.97 and a cap price of $64.68 and are exercisable when and if
the 2023 Notes are converted. If upon conversion of the 2023 Notes, the price of the Company’s common stock is above the strike price of the capped calls, the
counterparties will deliver shares of the Company’s common stock and/or cash with an aggregate value equal to the difference between the price of the
Company’s common stock at the conversion date and the strike price, multiplied by the number of shares of the Company’s common stock related to the capped
calls being exercised. The capped call transactions that are part of the 2023 Notes are not considered for purposes of calculating the total shares outstanding
under the basic and diluted net income per share, as their effect would be anti-dilutive.

In January 2015, the Company issued the 2022 Notes (see Note 10, “Convertible Senior Notes”). The conversion rate for the 2022 Notes was initially, and
remains, 29.8806 shares of the Company’s common stock per $1,000 principal amount of the 2022 Notes, which is equivalent to an initial conversion price of
approximately $33.47 per share of the Company’s common stock. For the nine months ended September 30, 2016 , there were 647,645 shares of common
stock issuable upon conversion of the 2022 Notes included in diluted shares.

In June 2012, the Company issued the 2017 Notes (see Note 10, “Convertible Senior Notes”). In connection with the issuance of the 2017 Notes, the
Company entered into convertible note hedge transactions with respect to its common stock (2017 Note Hedges) with several of the initial purchasers of the
2017 Notes, their affiliates and other financial institutions (2017 Hedge Counterparties). The options that are part of the 2017 Note Hedges are not considered for
purposes of calculating the total shares outstanding under the basic and diluted net income per share, as their effect would be anti-dilutive. The 2017 Note
Hedges are expected generally to reduce the potential dilution with respect to shares of the Company’s common stock upon any conversion of the 2017 Notes in
the event that the market price per share of the Company’s common stock, as measured under the terms of the 2017 Note Hedges, is greater than the strike
price of the 2017 Note Hedges, which initially corresponded to the conversion price of the 2017 Notes and are subject to anti-dilution adjustments substantially
similar to those applicable to the conversion rate of the 2017 Notes. In June 2016, as part of the repurchase of $220.0 million in aggregate principal amount of
the 2017 Notes, the Company settled the hedges related to the repurchased bonds. For the nine months ended September 30, 2016 , there were 781,558
shares of common stock issuable upon conversion of the 2017 Notes included in diluted shares.

In addition, in connection with the 2017 Note Hedges, the Company entered into warrant transactions with the 2017 Hedge Counterparties, pursuant to which
the Company sold warrants (2017 Warrants) to the Hedge Counterparties to purchase, subject to customary anti-dilution adjustments, up to two million shares of
the Company’s common stock at a strike price of $34.20 per share. The 2017 Warrants will have a dilutive effect with respect to the Company’s common stock
to the extent that the market price per share of the Company’s common stock, as measured under the terms of the 2017 Warrants, exceeds the applicable strike
price of the 2017 Warrants. However, subject to certain conditions, the Company may elect to settle all of the 2017 Warrants in cash. In June 2016, as part of
the repurchase of $220.0 million in aggregate principal amount of the 2017 Notes, the Company settled the warrants related to the repurchased bonds. For the
nine months ended September 30, 2016 , there were 80,398 shares of common stock issuable upon the exercise of the 2017 Warrants included in diluted
shares.
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5. Income Taxes

For the three months ended September 30, 2016 and 2015 , the Company recorded a provision of $0.2 million and a benefit of $19.0 million for income taxes,
respectively, based upon its estimated federal, state and foreign (loss)/income for the year. The worldwide effective income tax rates for the Company for the
three months ended September 30, 2016 and 2015  were (0.2)% and 17.3%, respectively. This change in effective tax rates was primarily driven by the
Company’s projected loss for the year 2016 and its inability to realize any benefit from this loss due to the establishment of a valuation allowance against
substantial portions of its deferred tax assets during the fourth quarter of 2015.

For the nine months ended September 30, 2016 and 2015 , the Company recorded a provision of $0.2 million and a benefit of $12.9 million for income taxes,
respectively, based upon its estimated federal, state and foreign (loss)/income for the year. The worldwide effective income tax rates for the Company for the
nine months ended September 30, 2016 and 2015  were 4.1% and 7.7%, respectively. This change in effective tax rates was primarily driven by the Company’s
projected loss for the year 2016 and its inability to realize any benefit from this loss due to the establishment of a valuation allowance against substantial portions
of its deferred tax assets during the fourth quarter of 2015. For the three and nine months ended September 30, 2016 , the Company’s provision for income
taxes is the result of state tax minimums and estimated taxes due by profitable foreign subsidiaries.

The Company considers all available evidence, both positive and negative, to determine whether, based on the weight of that evidence, a valuation allowance
is needed to reduce its deferred tax assets to the amount that is more likely than not to be realized. The Company placed significant weight on the fact that the
Company expects to be in a cumulative net book loss for the three-year period ending December 31, 2016 in recording valuation allowances on substantial
portions of its deferred tax assets as of September 30, 2016. The cumulative net book loss is primarily the result of Angiomax facing generic competition in the
U.S. since the July 2, 2015 decision by the Federal Circuit Court which held the ‘727 patent and ‘343 patent invalid.

The Company will continue to evaluate its ability to realize its deferred tax assets on a periodic basis and will adjust such amounts in light of changing facts
and circumstances including, but not limited to, future projections of taxable income, tax legislation, rulings by relevant tax authorities, the progress of ongoing
tax audits and the regulatory approval of products currently under development. Any additional changes to the valuation allowance recorded on deferred tax
assets in the future would impact the Company’s income taxes.

6. Cash and Cash Equivalents

The Company considers all highly liquid investments purchased with original maturities at the date of purchase of three months or less to be cash
equivalents. At September 30, 2016 and December 31, 2015, the Company had cash and cash equivalents of $600.4 million and $373.2 million, respectively,
which consisted of cash of $544.3 million and $367.2 million and investments of $56.1 million and $6.0 million at September 30, 2016 and December 31, 2015,
respectively, in money market funds with original maturities of less than three months.

Restricted Cash

The Company had restricted cash of $5.1 million and $1.4 million at September 30, 2016 and December 31, 2015, respectively, which included $1.0 million at
both September 30, 2016 and December 31, 2015 for an outstanding letter of credit associated with the Company’s lease for the office space in Parsippany,
New Jersey. The funds are invested in certificates of deposit. The letter of credit permits draws by the landlord to cure defaults by the Company. In addition, as a
result of the acquisition of Targanta Therapeutics Corporation (Targanta) in 2009, the Company had restricted cash of $0.1 million at both September 30, 2016
and December 31, 2015, in the form of a guaranteed investment certificate collateralizing an available credit facility. The Company also had restricted cash of
$0.3 million at September 30, 2016 and December 31, 2015, respectively, related to certain foreign tender requirements. At September 30, 2016, there was $3.7
million reserved as a collateral requirement for VAT.
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7. Fair Value Measurements

The Company applies a fair value framework in order to measure and disclose its financial assets and liabilities. Fair value is defined as the exchange price
that would be received for an asset or paid to transfer a liability (an exit price) in the principal or most advantageous market for the asset or liability in an orderly
transaction between market participants on the measurement date. The fair value hierarchy requires an entity to maximize the use of observable inputs, where
available, and minimize the use of unobservable inputs when measuring fair value. There are three levels of inputs that may be used to measure fair value:

Level 1 Quoted prices in active markets for identical assets or liabilities. The Company’s Level 1 asset consists of money market investments.

Level 2 Observable inputs other than Level 1 prices, such as quoted prices for similar assets or liabilities; quoted prices in markets that are not
active; or other inputs that are observable or can be corroborated by observable market data for substantially the full term of the assets or
liabilities. Fair values are determined by utilizing quoted prices for similar assets and liabilities in active markets or other market observable
inputs such as interest rates and yield curves.

Level 3 Unobservable inputs that are supported by little or no market activity and that are significant to the fair value of the assets or liabilities. The
Company’s Level 3 assets and liabilities consist of the contingent purchase prices associated with the Company’s dispositions and business
combinations, respectively. The fair value of certain development or regulatory milestone based contingent purchase prices was determined
in a discounted cash flow framework by probability weighting the future contractual payment with management's assessment of the
likelihood of achieving these milestones and present valuing them using a risk-adjusted discount rate. Certain sales milestone based
payments were determined in a discounted cash flow framework where risk-adjusted revenue scenarios were estimated using Monte Carlo
simulation models to compute contractual payments which were present valued using a risk-adjusted discount rate.

Financial assets measured at fair value on a nonrecurring basis

As part of the purchase and sale agreement with Mallinckrodt, the Company may receive up to an additional $235.0 million in the aggregate following the
achievement of certain specified calendar year net sales milestones with respect to net sales of PreveLeak and Raplixa. In evaluating this information,
considerable judgment is required to interpret the market data used to develop the assumptions and estimates. The Company utilized the “income method,”
which applies a probability weighting that considers the estimated future net sales of each of the respective products to determine the probability that each sale
milestone will be met. These projections were based on factors such as relevant market size, patent protection, historical pricing of similar products and expected
industry trends. The Company anticipates payment from Malinckrodt on these sales milestones between 2017 and 2022 with probabilities of achievement
ranging from 15% to 85%. The Company also considers qualitative factors such as development of competing drugs, regulatory developments and other
qualitative factors. The Company determined the year in which it believes each of the sales milestones will be achieved. The respective milestones were then
discounted to the present value using a discount rate of 10%. Any changes to fair value will be recorded if and when the sales milestones are achieved. The
Company calculated the fair values of these contingent payments to be received from Mallinckrodt as $78.0 million, which are reflected as a contingent purchase
price from sale of business on the condensed consolidated balance sheet at September 30, 2016. The Company classified these contingent payments as Level
3 assets. Any increases in the carrying amount or impairments of sales milestones would be recognized in selling, general and administrative expenses if and
when the milestones are achieved or determined to have no value.

As part of the purchase and sale agreement with Chiesi USA and Chiesi, the Company may receive up to an additional $480.0 million in the aggregate from
Chiesi following the achievement of certain specified calendar year net sales milestones with respect to net sales of each of Cleviprex and Kengreal. In
evaluating this information, considerable judgment is required to interpret the market data used to develop the assumptions and estimates. The Company utilized
a risk adjusted revenue simulation model. In this simulation, the chances of achieving many different revenue levels are estimated and then adjusted to reflect
the results of similar products and companies in the market to calculate the fair value of each milestone payment. The breadth of all possible revenue scenarios
is captured in an estimate of revenue volatility - a measure that can be estimated from performance of similar companies in the market. The Company estimated
revenue volatility as the delivered asset volatility observed in comparable companies’ historical performance, where the delivering asset was based on
operational leverage of the Company. Under each of these possible scenarios, different amounts of the sales-based milestone payments are calculated, and the
average of the payments across a range of possible scenarios is deemed to be the expected value of the earn-out payments. The Company compared the
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estimated revenue volatility to the delivered asset volatility to arrive at adjusted revenue volatilities between 30% and 41%. The Company then discounted the
expected future value of the earn-out payments using a range of discount rates between 3.1% and 6.9%. The Company calculated the fair values of these
contingent payments to be received from Chiesi as $65.7 million, which are reflected as a contingent purchase price from sale of business on the condensed
consolidated balance sheet at September 30, 2016. The Company classified these contingent payments as Level 3 assets. Any increases in the carrying amount
or impairments of sales milestones would be recognized in selling, general and administrative expenses if and when the milestones are achieved or determined
to have no value.

Financial assets and liabilities measured at fair value on a recurring basis

Financial assets and liabilities measured at fair value are classified in their entirety based on the lowest level of input that is significant to the fair value
measurement. The Company’s assessment of the significance of a particular input to the fair value measurement in its entirety requires judgment and considers
factors specific to the asset or liability.

Except for the Company’s Level 2 liabilities which are discussed in Note 10, “Convertible Senior Notes,” the following table sets forth the Company’s assets
and liabilities that are measured at fair value on a recurring basis at September 30, 2016 and December 31, 2015, by level, within the fair value hierarchy:

 As of September 30, 2016  As of December 31, 2015

Assets and Liabilities

Quoted Prices In
Active Markets for
Identical Assets

(Level 1)  

Significant Other
Observable Inputs

 (Level 2)  

Significant
Unobservable

Inputs
 (Level 3)  

Balance as of
September 30, 2016  

Quoted Prices
In

Active Markets
for Identical

Assets
(Level 1)  

Significant Other
Observable Inputs

 (Level 2)  

Significant
Unobservable

Inputs
 (Level 3)  

Balance as of
December 31, 2015

 (in thousands)

Assets:                
Money market $ 56,097  $ —  $ —  $ 56,097  $ 6,030  $ —  $ —  $ 6,030

Total assets at fair value $ 56,097  $ —  $ —  $ 56,097  $ 6,030  $ —  $ —  $ 6,030

Liabilities:                
Contingent purchase price $ —  $ —  $ 129,410  $ 129,410  $ —  $ —  $ 123,757  $ 123,757

Total liabilities at fair value $ —  $ —  $ 129,410  $ 129,410  $ —  $ —  $ 123,757  $ 123,757

There were no transfers of assets between Level 1 and Level 2 of the fair value measurement hierarchy that occurred during the nine months ended
September 30, 2016.

Level 3 disclosures

The Company measures contingent purchase price at fair value based on significant inputs not observable in the market, which causes it to be classified as a
Level 3 measurement within the fair value hierarchy. The valuation of contingent purchase price uses assumptions and estimates the Company believes would
be made by a market participant in making the same valuation. The Company assesses these assumptions and estimates on an on-going basis as additional
data impacting the assumptions and estimates are obtained. Changes in the fair value of contingent purchase price related to updated assumptions and
estimates are recognized within selling, general and administrative expenses in the accompanying condensed consolidated statements of operations.

The contingent purchase price may change significantly as additional data is obtained, impacting the Company’s assumptions regarding probabilities of
successful achievement of related milestones used to estimate the fair value of the liability. In evaluating this information, considerable judgment is required to
interpret the market data used to develop the assumptions and estimates. The estimates of fair value may not be indicative of the amounts that could be realized
in a current market exchange. Accordingly, the use of different market assumptions and/or different valuation techniques may have a material effect on the
estimated fair value amounts, and such changes could materially impact the Company’s results of operations in future periods.
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The following table provides quantitative information associated with the fair value measurements of the Company’s Level 3 liabilities:

  
Fair Value as of 

September 30, 2016  Valuation Technique  Unobservable Input  
Range

(Weighted Average)

  (in thousands)       
Targanta:         

Contingent purchase price  $ 5,560  

Probability-adjusted discounted
cash flow  Probability of success  20%

      
Period in which milestone is
expected to be achieved  2021

      Discount rate  11%
Incline:         

Contingent purchase price  $ 2,050  
Probability-adjusted discounted
cash flow  Probabilities of successes  5%

      
Period in which milestones are
expected to be achieved  2017 - 2019

      Discount rate  18%
Rempex:         

Contingent purchase price: Event-
based milestones  $ 88,900  

Probability-adjusted discounted
cash flow  Probabilities of successes  18% - 95% (73%)

      
Period in which milestones are
expected to be achieved  2016 - 2024

      Discount rate  5.6% - 8.4%
Contingent purchase price: Sales-
based milestones  $ 17,900  

Risk-adjusted revenue
simulation  Probabilities of successes  20% - 52% (48%)

      
Period in which milestones are
expected to be achieved  2018 - 2022

      Discount rate  6.8% - 8.1%
         
Annovation:         

Contingent purchase price  $ 15,000  
Probability-adjusted discounted
cash flow  Probabilities of successes  9% - 50% (33%)

      
Period in which milestones are
expected to be achieved  2017 - 2030

      Discount rate  6.0% - 9.5%
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Fair Value as of 

December 31, 2015  Valuation Technique  Unobservable Input  
Range

(Weighted Average)

  (in thousands)       
Targanta:         

Contingent purchase price  $ 5,857  

Probability-adjusted discounted
cash flow  Probability of success  20%

      
Period in which milestone is
expected to be achieved  2020

      Discount rate  11%
Incline:         

Contingent purchase price  $ 28,600  
Probability-adjusted discounted
cash flow  Probabilities of successes  64% - 72% (67%)

      
Period in which milestones are
expected to be achieved  2017 - 2018

      Discount rate  18%
Rempex:         

Contingent purchase price: Event-
based milestones  $ 63,000  

Probability-adjusted discounted
cash flow  Probabilities of successes  11% - 95% (56%)

      
Period in which milestones are
expected to be achieved  2016 - 2020

      Discount rate  3.6% - 6.0%
Contingent purchase price: Sales-
based milestones  $ 10,300  

Risk-adjusted revenue
simulation  Probabilities of successes  11% - 63% (30%)

      
Period in which milestones are
expected to be achieved  2018 - 2022

      Discount rate  5.5% - 6.7%
         

Annovation:         

Contingent purchase price  $ 16,000  
Probability-adjusted discounted
cash flow  Probabilities of successes  8% - 50% (31%)

      
Period in which milestones are
expected to be achieved  2016 - 2030

      Discount rate  4.1% - 8.2%

The fair value of the contingent purchase price represents the fair value of the Company’s liability for all potential payments under the Company’s acquisition
agreements for Targanta, Incline Therapeutics, Inc. (Incline), Rempex Pharmaceuticals, Inc. (Rempex) and Annovation BioPharma, Inc. (Annovation). The
significant unobservable inputs used in the fair value measurement of the Company’s contingent purchase prices are the probabilities of successful achievement
of development, regulatory, and sales milestones that would trigger payments under the Targanta, Incline, Rempex and Annovation agreements, probabilities as
to the periods in which the milestones are expected to be achieved and discount rates. Significant changes in any of the probabilities of success or periods in
which milestones will be achieved would result in a significantly higher or lower fair value measurement.
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The changes in fair value of the Company’s Level 3 contingent purchase price during the three and nine months ended September 30, 2016 and 2015  were
as follows:

 
Three Months Ended 

September 30,  
Nine Months Ended 

September 30,

 2016  2015  2016  2015

 (in thousands)

Balance at beginning of period $ 118,571  $ 207,160  $ 123,757  $ 351,134
Fair value of contingent purchase price with respect to Annovation as of
February 2, 2015 —  —  —  18,000
Payments (1,564)  (3,600)  (8,811)  (179,250)
Fair value adjustments to contingent purchase prices included in net income
(loss) 12,403  747  14,464  14,423

Balance at end of period $ 129,410  $ 204,307  $ 129,410  $ 204,307

For the three and nine months ended September 30, 2016 and 2015 , changes in the carrying value of the contingent purchase price obligations resulted from
changes in the fair value of the contingent consideration due to either the passage of time, changes in discount rates, changes in probabilities of success, or
milestone payments. Additionally, for the nine months ended September 30, 2015 , changes in the carrying value of the contingent purchase price obligations
included the initial estimate of the fair value of the contingent consideration related to the Company’s acquisition of Annovation.

No other changes in valuation techniques or inputs occurred during the three and nine months ended September 30, 2016 and 2015 .

8. Inventory

The major classes of inventory were as follows:

  
September 30, 

2016  
December 31, 

2015

  (in thousands)

Raw materials  $ 41,561  $ 31,354
Work-in-progress  22,218  21,487
Finished goods  6,875  11,743

Total  $ 70,654  $ 64,584

The Company reviews inventory, including inventory purchase commitments, for slow moving or obsolete amounts based on expected product sales volume
and provides reserves against the carrying amount of inventory as appropriate. During the three month period ended September 30, 2016, upon review of
expected future product sales volumes and the projected expiration of certain components of Ionsys, the Company recorded an $7.4 million reserve for potential
inventory obsolescence. The Company projects that these components will reach their expiration date prior to the projected sales of the product.

During the three-month period ended September 30, 2015 upon review of expected future product sales volumes, the Company recorded a $16.7 million
inventory obsolescence charge and a charge of $15.7 million for potential losses on future inventory purchase commitments due primarily to the loss of market
exclusivity for Angiomax in the United States. For the nine-month period ended September 30, 2015, charges for inventory obsolescence and for potential
losses on future inventory purchase commitments due primarily to the loss of market exclusivity for Angiomax in the United States totaled $25.1 million and
$15.7 million, respectively.
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9. Intangible Assets and Goodwill

The following table sets forth the carrying amounts and accumulated amortization of the Company’s intangible assets:

 As of September 30, 2016  As of December 31, 2015

 

Weighted
Average

Useful Life
(years)  

Gross
Carrying
Amount  

Accumulated
Amortization and

Other Charges  

Net
Carrying
Amount  

Gross
Carrying
Amount  

Accumulated
Amortization and

Other Charges  

Net
Carrying
Amount

   (in thousands)

Amortizable intangible assets:              
Product licenses(1) 16.8  $ 30,000  $ (2,239)  $ 27,761  $ 31,500  $ (7,869)  $ 23,631
Developed product rights(2) 16.3  370,560  (30,251)  340,309  373,090  (14,121)  358,969

Total amortizable intangible assets 16.3  400,560  (32,490)  368,070  404,590  (21,990)  382,600

              

Intangible assets not subject to
amortization:              

In-process research and development —  $ 253,620  $ —  $ 253,620  $ 253,620  $ —  $ 253,620
Total intangible assets not subject to
amortization —  253,620  —  253,620  253,620  —  253,620

Total intangible assets  $ 654,180  $ (32,490)  $ 621,690  $ 658,210  $ (21,990)  $ 636,220
_______________________________________
(1) The Company amortizes intangible assets related to the product licenses over their expected useful

lives.
(2) The Company amortizes intangible assets related to developed product rights over the remaining life of the

patents.

In the second quarter of 2016, as part of the sale of the Non-Core ACC Products, the Company sold product licenses and developed product rights of $5.2
million. See Note 15, “Dispositions,” for further details on the sale of the Non-Core ACC Products.

The Company recognized amortization expense of approximately $6.5 million and $3.6 million for the three months ended September 30, 2016 and 2015 ,
respectively, and approximately $19.3 million and $10.7 million during the nine months ended September 30, 2016 and 2015 , respectively, related to its
intangible assets. The Company expects amortization expense related to its intangible assets to be approximately $6.5 million for the last three months of 2016.
The Company expects annual amortization expense related to its intangible assets to be approximately $25.9 million, $25.9 million, $25.9 million, $25.9 million
and $24.9 million for the years ending December 31, 2017, 2018, 2019, 2020 and 2021, respectively, with the balance of $233.1 million being amortized
thereafter. The Company records amortization expense in cost of revenue in the accompanying condensed consolidated statements of operations.

The changes in the carrying amount of goodwill for the nine months ended September 30, 2016  were as follows:

 September 30, 2016

 (in thousands)

Balance as of December 31, 2015 $ 289,441
Allocation of goodwill to the Non-Core ACC Products (33,812)

Balance as of September 30, 2016 $ 255,629

In the second quarter of 2016, the Company allocated approximately $33.8 million of its goodwill to the sale of the Non-Core ACC Products. See Note 15,
“Dispositions,” for further details on the sale of the Non-Core ACC Products.
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10. Convertible Senior Notes

Convertible Senior Notes Due 2023

In June 2016, the Company issued, at par value, $402.5 million aggregate principal amount of 2.75% convertible senior notes due 2023 (the “2023 Notes”).
The 2023 Notes bear cash interest at a rate of 2.75% per year, payable semi-annually on January 15 and July 15 of each year, beginning on January 15, 2017.
The 2023 Notes will mature on July 15, 2023. The net proceeds to the Company from the offering were $390.8 million after deducting the initial purchasers’
discounts and commissions and the offering expenses payable by the Company.

The 2023 Notes are governed by an indenture (the “2023 Notes Indenture”) with Wells Fargo Bank, National Association, a national banking association, as
trustee (the “2023 Notes Trustee”).

The 2023 Notes are senior unsecured obligations of the Company and will rank senior in right of payment to the Company’s future indebtedness that is
expressly subordinated in right of payment to the 2023 Notes; equal in right of payment to the Company’s existing and future unsecured indebtedness that is not
so subordinated; effectively junior in right of payment to any of the Company’s secured indebtedness to the extent of the value of the assets securing such
indebtedness; and structurally junior to all existing and future indebtedness and other liabilities (including trade payables) incurred by the Company’s
subsidiaries.

Holders may convert their 2023 Notes at their option at any time prior to the close of business on the business day immediately preceding April 15, 2023 only
under the following circumstances:

• during any calendar quarter commencing on or after September 30, 2016 (and only during such calendar quarter), if the last reported sale price of the
Company’s common stock for at least 20 trading days (whether or not consecutive) during a period of 30 consecutive trading days ending on the last
trading day of the immediately preceding calendar quarter is greater than or equal to 130% of the conversion price on each applicable trading day;

• during the five business day period after any five consecutive trading day period (the ‘‘measurement period’’) in which the trading price (as defined in the
2023 Notes Indenture) per $1,000 principal amount of notes for each trading day of the measurement period was less than 98% of the product of the last
reported sale price of the Company’s common stock and the conversion rate on each such trading day;

• during any period after the Company has issued notice of redemption until the close of business on the scheduled trading day immediately preceding
the relevant redemption date; or

• upon the occurrence of specified corporate events.

On or after April 15, 2023, until the close of business on the second scheduled trading day immediately preceding the maturity date, holders may convert
their 2023 Notes at any time, regardless of the foregoing circumstances. Upon conversion, the Company will pay or deliver, as the case may be, cash, shares of
the Company’s common stock or a combination thereof, at the Company’s option, based upon a daily conversion value calculated on a proportionate basis for
each trading day in a 50 trading day observation period (as more fully described in the 2023 Notes Indenture). The conversion rate for the 2023 Notes was
initially, and remains, 20.4198 shares of the Company’s common stock per $1,000 principal amount of the 2023 Notes, which is equivalent to an initial
conversion price of approximately $48.97 per share of the Company’s common stock.

The Company may not redeem the 2023 Notes prior to July 15, 2020. The Company may redeem for cash all or any portion of the 2023 Notes, at its option,
on or after July 15, 2020 if the last reported sale price of its common stock has been at least 130% of the conversion price then in effect on the last trading day
of, and for at least 19 other trading days (whether or not consecutive) during, any 30 consecutive trading day period ending on, and including, the trading day
immediately preceding the date on which the Company provides notice of redemption, at a redemption price equal to 100% of the principal amount of the 2023
Notes to be redeemed, plus accrued and unpaid interest to, but excluding, the redemption date. No redemption date may be designated that falls on or after the
52nd scheduled trading date prior to maturity. No sinking fund is provided for the 2023 Notes, which means that the Company is not required to redeem or retire
the 2023 Notes periodically.

If the Company undergoes a fundamental change (as defined in the 2023 Notes Indenture), subject to certain conditions, holders of the 2023 Notes may
require the Company to repurchase for cash all or part of their 2023 Notes at a repurchase price equal to
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100% of the principal amount of the 2023 Notes to be repurchased, plus accrued and unpaid interest to, but excluding, the fundamental change repurchase
date.

The 2023 Notes Indenture governing the 2023 Notes contains customary events of default with respect to the 2023 Notes, including that upon certain events
of default (including the Company’s failure to make any payment of principal or interest on the 2023 Notes when due and payable) occurring and continuing, the
2023 Notes Trustee by notice to the Company, or the holders of at least 25% in principal amount of the outstanding 2023 Notes by notice to the Company and
the 2023 Notes Trustee, may, and the 2023 Notes Trustee at the request of such holders (subject to the provisions of the 2023 Notes Indenture) shall, declare
100% of the principal of and accrued and unpaid interest, if any, on all the 2023 Notes to be due and payable. In case of certain events of bankruptcy, insolvency
or reorganization, involving the Company or a significant subsidiary, 100% of the principal of and accrued and unpaid interest on the 2023 Notes will
automatically become due and payable. Upon such a declaration of acceleration, such principal and accrued and unpaid interest, if any, will be due and payable
immediately.

In accounting for the issuance of the 2023 Notes, the Company separated the 2023 Notes into liability and equity components. The carrying amount of the
liability component was calculated by measuring the fair value of a similar liability that does not have an associated convertible feature. The carrying amount of
the equity component representing the conversion option was determined by deducting the fair value of the liability component from the par value of the 2023
Notes as a whole. The excess of the principal amount of the liability component over its carrying amount, referred to as the debt discount, is amortized to interest
expense over the seven-year term of the 2023 Notes. The equity component is not re-measured as long as it continues to meet the conditions for equity
classification. The equity component related to the 2023 Notes is $101.0 million and is recorded in additional paid-in capital on the accompanying condensed
consolidated balance sheet.

In accounting for the transaction costs related to the issuance of the 2023 Notes, the Company allocated the total costs incurred to the liability and equity
components of the 2023 Notes based on their relative values. Transaction costs attributable to the liability component are amortized to interest expense over the
seven-year term of the 2023 Notes, and transaction costs attributable to the equity component are netted with the equity components in stockholders’ equity.
Additionally, the Company initially recorded a net deferred tax liability of $37.3 million in connection with the 2023 Notes.

The 2023 Notes consist of the following:

Liability component  September 30, 2016  December 31, 2015

  (in thousands)

Principal  $ 402,500  $ —
Less: Debt discount, net (1)  (106,160)  —

Net carrying amount  $ 296,340  $ —
_______________________________________
(1) Included in the accompanying condensed consolidated balance sheets within convertible senior notes (due 2023) and amortized to interest expense over the remaining life of

the 2023 Notes using the effective interest rate method.

The fair value of the 2023 Notes was approximately $412.3 million as of September 30, 2016. The Company estimates the fair value of its 2023 Notes
utilizing market quotations for debt that have quoted prices in active markets. Since the 2023 Notes do not trade on a daily basis in an active market, the fair
value estimates are based on market observable inputs based on borrowing rates currently available for debt with similar terms and average maturities, which
are classified as Level 2 measurements within the fair value hierarchy. See Note 7, “Fair Value Measurements,” for definitions of hierarchy levels. As of
September 30, 2016, the remaining contractual life of the 2023 Notes is approximately 6.8 years.

The following table sets forth total interest expense recognized related to the 2023 Notes:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  2016  2015

 (in thousands)  (in thousands)

Contractual interest expense $ 2,777  $ —  $ 3,381  $ —
Amortization of debt discount 2,923  —  3,650  —

Total $ 5,700  $ —  $ 7,031  $ —

Effective interest rate of the liability component 7.5%   7.5%  
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Capped call transactions

In June 2016, the Company entered into capped call transactions with certain counterparties of the 2023 Notes or their respective affiliates or other financial
institutions (the “Option Counterparties”). The Company used approximately $33.9 million of the net proceeds from the offering to pay the cost of the capped call
transactions, which is included as a net reduction to additional paid-in capital on the accompanying condensed consolidated balance sheet.

The capped call transactions are expected to reduce the potential dilution with respect to shares of the Company’s common stock upon any conversion of the
2023 Notes and/or offset any cash payments the Company is required to make in excess of the principal amount of converted 2023 Notes, as the case may be,
if the market price of the Company’s common stock is then greater than the strike price of the capped call transactions. Such reduction of potential dilution or
offset of cash payments is subject to a cap based on the cap price of the capped call transactions. The cap price of the capped calls is currently $64.68.

For any conversions of the 2023 Notes prior to the close of business on the 52 nd scheduled trading day immediately preceding the stated maturity date of the
2023 Notes, including without limitation upon an acquisition of the Company or similar business combination, a corresponding portion of the capped calls will be
terminated. Upon such termination, the portion of the capped calls being terminated will be settled at fair value (subject to certain limitations), as determined by
the counterparties to the capped calls and no payments will be due from the Company to such counterparties. The capped calls expire on the earlier of (i) the
last day on which any Convertible Securities remain outstanding and (ii) the second “Scheduled Trading Day” (as defined in the indenture) immediately
preceding the “Maturity Date” (as defined in the indenture).

Convertible Senior Notes Due 2022

In January 2015, the Company issued, at par value, $400 million aggregate principal amount of 2.5% convertible senior notes due 2022 (the “2022 Notes”).
The 2022 Notes bear cash interest at a rate of 2.5% per year, payable semi-annually on January 15 and July 15 of each year, beginning on July 15, 2015. The
2022 Notes will mature on January 15, 2022. The net proceeds to the Company from the offering were $387.2 million after deducting the initial purchasers’
discounts and commissions and the offering expenses payable by the Company.

The 2022 Notes are governed by an indenture (the “2022 Notes Indenture”) with Wells Fargo Bank, National Association, a national banking association, as
trustee (the “2022 Notes Trustee”).

The 2022 Notes are senior unsecured obligations of the Company and will rank senior in right of payment to the Company’s future indebtedness that is
expressly subordinated in right of payment to the 2022 Notes; equal in right of payment to the Company’s existing and future unsecured indebtedness that is not
so subordinated; effectively junior in right of payment to any of the Company’s secured indebtedness to the extent of the value of the assets securing such
indebtedness; and structurally junior to all existing and future indebtedness and other liabilities (including trade payables) incurred by the Company’s
subsidiaries.

Holders may convert their 2022 Notes at their option at any time prior to the close of business on the business day immediately preceding October 15, 2021
only under the following circumstances:

• during any calendar quarter commencing on or after March 31, 2015 (and only during such calendar quarter), if the last reported sale price of the
Company’s common stock for at least 20 trading days (whether or not consecutive) during a period of 30 consecutive trading days ending on the last
trading day of the immediately preceding calendar quarter is greater than or equal to 130% of the conversion price on each applicable trading day;

• during the five business day period after any five consecutive trading day period (the measurement period) in which the trading price (as defined in the
2022 Notes Indenture) per $1,000 principal amount of 2022 Notes for each trading day of the measurement period was less than 98% of the product of
the last reported sale price of the Company’s common stock and the conversion rate on each such trading day;

• during any period after the Company has issued notice of redemption until the close of business on the scheduled trading day immediately preceding
the relevant redemption date; or

• upon the occurrence of specified corporate events.
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On or after October 15, 2021, until the close of business on the second scheduled trading day immediately preceding the maturity date, holders may convert
their 2022 Notes at any time, regardless of the foregoing circumstances. Upon conversion, the Company will pay cash up to the aggregate principal amount of
the 2022 Notes to be converted and deliver shares of its common stock in respect of the remainder, if any, of its conversion obligation in excess of the
aggregate principal amount of 2022 Notes being converted, subject to a daily share cap.

The conversion rate for the 2022 Notes was initially, and remains, 29.8806 shares of the Company’s common stock per $1,000 principal amount of the 2022
Notes, which is equivalent to an initial conversion price of approximately $33.47 per share of the Company’s common stock.

The Company may not redeem the 2022 Notes prior to January 15, 2019. The Company may redeem for cash all or any portion of the 2022 Notes, at its
option, on or after January 15, 2019 if the last reported sale price of its common stock has been at least 130% of the conversion price then in effect on the last
trading day of, and for at least 19 other trading days (whether or not consecutive) during any 30 consecutive trading day period ending on, and including, the
trading day immediately preceding the date on which the Company provides notice of redemption, at a redemption price equal to 100% of the principal amount
of the 2022 Notes to be redeemed, plus accrued and unpaid interest to, but excluding, the redemption date. No sinking fund is provided for the 2022 Notes,
which means that the Company is not required to redeem or retire the 2022 Notes periodically.

If the Company undergoes a “fundamental change” (as defined in the Indenture governing the 2022 Notes Indenture), subject to certain conditions, holders of
the 2022 Notes may require the Company to repurchase for cash all or part of their 2022 Notes at a repurchase price equal to 100% of the principal amount of
the 2022 Notes to be repurchased, plus accrued and unpaid interest to, but excluding, the fundamental change repurchase date.

The 2022 Notes Indenture contains customary events of default with respect to the 2022 Notes, including that upon certain events of default (including the
Company’s failure to make any payment of principal or interest on the 2022 Notes when due and payable) occurring and continuing, the 2022 Notes Trustee by
notice to the Company, or the holders of at least 25% in principal amount of the outstanding 2022 Notes by notice to the Company and the 2022 Notes Trustee,
may, and the 2022 Notes Trustee at the request of such holders (subject to the provisions of the 2022 Notes Indenture) shall, declare 100% of the principal of
and accrued and unpaid interest, if any, on all the 2022 Notes to be due and payable. In case of certain events of bankruptcy, insolvency or reorganization,
involving the Company or a significant subsidiary, 100% of the principal of and accrued and unpaid interest on the 2022 Notes will automatically become due and
payable. Upon such a declaration of acceleration, such principal and accrued and unpaid interest, if any, will be due and payable immediately.

In accounting for the issuance of the 2022 Notes, the Company separated the 2022 Notes into liability and equity components. The carrying amount of the
liability component was calculated by measuring the fair value of a similar liability that does not have an associated convertible feature. The carrying amount of
the equity component representing the conversion option was determined by deducting the fair value of the liability component from the par value of the 2022
Notes as a whole. The excess of the principal amount of the liability component over its carrying amount, referred to as the debt discount, is amortized to interest
expense over the seven-year term of the 2022 Notes. The equity component is not re-measured as long as it continues to meet the conditions for equity
classification. The equity component related to the 2022 Notes is $54.3 million and is recorded in additional paid-in capital on the accompanying condensed
consolidated balance sheets.

In accounting for the transaction costs related to the issuance of the 2022 Notes, the Company allocated the total costs incurred to the liability and equity
components of the 2022 Notes based on their relative values. Transaction costs attributable to the liability component are amortized to interest expense over the
seven-year term of the 2022 Notes, and transaction costs attributable to the equity component are netted with the equity components in stockholders’ equity.
Additionally, the Company initially recorded a net deferred tax liability of $31.8 million in connection with the 2022 Notes.
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The 2022 Notes consist of the following:

Liability component  September 30, 2016  December 31, 2015

  (in thousands)

Principal  $ 400,000  $ 400,000
Less: Debt discount, net (1)  (78,850)  (87,893)

Net carrying amount  $ 321,150  $ 312,107
_______________________________________
(1) Included in the accompanying condensed consolidated balance sheets within convertible senior notes (due 2022) and amortized to interest expense over the remaining life of

the 2022 Notes using the effective interest rate method.

The fair value of the 2022 Notes was approximately $350.9 million as of September 30, 2016. The Company estimates the fair value of its 2022 Notes
utilizing market quotations for debt that have quoted prices in active markets. Since the 2022 Notes do not trade on a daily basis in an active market, the fair
value estimates are based on market observable inputs based on borrowing rates currently available for debt with similar terms and average maturities, which
are classified as Level 2 measurements within the fair value hierarchy. See Note 7, “Fair Value Measurements,” for definitions of hierarchy levels. As of
September 30, 2016, the remaining contractual life of the 2022 Notes is approximately 5.3 years.

The following table sets forth total interest expense recognized related to the 2022 Notes:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  2016  2015

 (in thousands)  (in thousands)

Contractual interest expense $ 2,500  $ 2,505  $ 7,500  $ 7,139
Amortization of debt discount 3,078  2,878  9,043  8,053

Total $ 5,578  $ 5,383  $ 16,543  $ 15,192

Effective interest rate of the liability component 6.5%  6.5%  6.5%  6.5%

Convertible Senior Notes Due 2017

In June 2012, the Company issued, at par value, $275.0 million aggregate principal amount of 1.375% convertible senior notes due June 1, 2017 (the “2017
Notes”). The 2017 Notes bear cash interest at a rate of 1.375% per year, payable semi-annually on June 1 and December 1 of each year, beginning on
December 1, 2012. The 2017 Notes will mature on June 1, 2017. The net proceeds to the Company from the offering were $266.2 million after deducting the
initial purchasers’ discounts and commissions and the offering expenses payable by the Company.

In June 2016, the Company used approximately $323.2 million of the net proceeds of the 2023 Notes to repurchase $220.0 million in aggregate principal
amount of the 2017 Notes in privately negotiated transactions effected through the initial purchasers of the 2017 Notes. As part of the repurchase of the 2017
Notes, the Company settled a proportionate amount of outstanding bond hedges and warrants related to the 2017 Notes for a net cash receipt of $12.6 million.
The Company recorded a loss of $5.4 million on the extinguishment of debt in the accompanying condensed consolidated statements of operations during the
nine months ended September 30, 2016  and accounted for the difference of $108.7 million between the consideration transferred to the holder and the fair
value of the liability component of the 2017 Notes as a reduction of additional paid-in capital on the accompany condensed consolidated balance sheet.

The 2017 Notes are governed by an indenture dated as of June 11, 2012 (the “2017 Notes Indenture”), between the Company, as issuer, and Wells Fargo
Bank, National Association, a national banking association, as trustee (the “2017 Notes Trustee”). The 2017 Notes do not contain any financial or operating
covenants or any restrictions on the payment of dividends, the incurrence of other indebtedness, or the issuance or repurchase of securities by the Company.

The 2017 Notes are senior unsecured obligations of the Company and will rank senior in right of payment to the Company’s future indebtedness, if any, that is
expressly subordinated in right of payment to the 2017 Notes and equal in right of payment to the Company’s existing and future unsecured indebtedness that is
not so subordinated.  The 2017 Notes are effectively junior in right of payment to any secured indebtedness of the Company to the extent of the value of the
assets securing such indebtedness
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and are structurally junior to all existing and future indebtedness and other liabilities (including trade payables) incurred by the Company’s subsidiaries.

Holders may convert their 2017 Notes at their option at any time prior to the close of business on the business day immediately preceding March 1, 2017 only
under the following circumstances:

• during any calendar quarter commencing on or after September 1, 2012 (and only during such calendar quarter), if the last reported sale price of the
Company’s common stock for at least 20 trading days (whether or not consecutive) during a period of 30 consecutive trading days ending on the last
trading day of the immediately preceding calendar quarter is greater than or equal to 130% of the conversion price (described below) on each applicable
trading day;

• during the five business day period after any five consecutive trading day period (the Measurement Period) in which the trading price (as defined in the
2017 Notes Indenture) per $1,000 principal amount of 2017 Notes for each trading day of the Measurement Period was less than 98% of the product of
the last reported sale price of the Company’s common stock and the conversion rate on each such trading day; or

• upon the occurrence of specified corporate events, including a merger or a sale of all or substantially all of the Company’s assets.

Since the third quarter of 2015, the conditional conversion feature of the 2017 Notes was triggered and the holders have been entitled to convert the notes
into the Company's common stock through December 31, 2016. In any period when holders of the 2017 Notes are eligible to exercise their conversion option,
the liability component related to these instruments is classified as current and the equity component related to these instruments is classified as mezzanine
(temporary) equity, as the Company is required to settle the aggregate principal amount of the notes in cash. If in any future period the conversion threshold
requirements of the 2017 Notes are not met, then the liability component of the instrument is classified as non-current and the difference between (1) the amount
of cash deliverable upon conversion (i.e., par value of debt) and (2) the carrying value of the debt component will be reclassified from mezzanine equity to
permanent equity, and will continue to be reported as permanent equity for any period in which the debt is not currently convertible. No holders of the 2017
Notes exercised their conversion option in 2015. An immaterial amount of 2017 Notes were converted and settled during the nine months ended September 30,
2016.

On or after March 1, 2017, until the close of business on the second scheduled trading day immediately preceding the maturity date, holders may convert
their 2017 Notes at any time, regardless of the foregoing circumstances. Upon conversion, the Company will pay cash up to the aggregate principal amount of
the 2017 Notes to be converted and deliver shares of the Company’s common stock in respect of the remainder, if any, of the Company’s conversion obligation
in excess of the aggregate principal amount of the 2017 Notes being converted, subject to a daily share cap, as described in the 2017 Notes Indenture. Holders
of 2017 Notes will not receive any additional cash payment or additional shares representing accrued and unpaid interest, if any, upon conversion of a 2017
Note, except in limited circumstances. Instead, accrued but unpaid interest will be deemed to be paid by the cash and shares, if any, of the Company’s common
stock, together with any cash payment for any fractional share, paid or delivered, as the case may be, upon conversion of a 2017 Note.

The conversion rate for the 2017 Notes was initially, and remains, 35.8038 shares of the Company’s common stock per $1,000 principal amount of the 2017
Notes, which is equivalent to an initial conversion price of $27.93 per share of the Company’s common stock. The conversion rate and the conversion price are
subject to customary adjustments for certain events, including, but not limited to, the issuance of certain stock dividends on the Company’s common stock, the
issuance of certain rights or warrants, subdivisions, combinations, distributions of capital stock, indebtedness, or assets, cash dividends and certain issuer tender
or exchange offers, as described in the 2017 Notes Indenture.

The Company may not redeem the 2017 Notes prior to maturity and is not required to redeem or retire the 2017 Notes periodically. However, upon the
occurrence of a “fundamental change” (as defined in the 2017 Notes Indenture), subject to certain conditions, in lieu of converting their 2017 Notes, holders may
require the Company to repurchase for cash all or part of their 2017 Notes at a repurchase price equal to 100% of the principal amount of the 2017 Notes to be
repurchased, plus accrued and unpaid interest to, but excluding, the fundamental change repurchase date. Following certain corporate transactions that
constitute a change of control, the Company will increase the conversion rate for a holder who elects to convert the 2017 Notes in connection with such change
of control in certain circumstances.

The 2017 Notes Indenture contains customary events of default with respect to the 2017 Notes, including that upon certain events of default (including the
Company’s failure to make any payment of principal or interest on the 2017 Notes when due and
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payable) occurring and continuing, the 2017 Notes Trustee by notice to the Company, or the holders of at least 25% in principal amount of the outstanding 2017
Notes by notice to the Company and the 2017 Notes Trustee, may, and the 2017 Notes Trustee at the request of such holders (subject to the provisions of the
2017 Notes Indenture) shall, declare 100% of the principal of and accrued and unpaid interest, if any, on all the 2017 Notes to be due and payable. In case of an
event of default involving certain events of bankruptcy, insolvency or reorganization, involving the Company or a significant subsidiary, 100% of the principal of
and accrued and unpaid interest on the 2017 Notes will automatically become due and payable. Upon a declaration of acceleration, such principal and accrued
and unpaid interest, if any, will be due and payable immediately.

In accounting for the issuance of the 2017 Notes, the Company separated the 2017 Notes into liability and equity components. The carrying amount of the
liability component was calculated by measuring the fair value of a similar liability that does not have an associated convertible feature. The carrying amount of
the equity component representing the conversion option was determined by deducting the fair value of the liability component from the par value of the 2017
Notes as a whole. The excess of the principal amount of the liability component over its carrying amount, referred to as the debt discount, is amortized to interest
expense over the five-year term of the 2017 Notes. The equity component is not re-measured as long as it continues to meet the conditions for equity
classification. The equity component recorded at issuance related to the 2017 Notes was $55.7 million and was recorded in stockholders’ equity. After the
repurchase of $220.0 million in aggregate principal amount of the 2017 Notes, the equity component remaining in stockholder’s equity is $11.1 million.

In accounting for the transaction costs related to the issuance of the 2017 Notes, the Company allocated the total costs incurred to the liability and equity
components of the 2017 Notes based on their relative values. Transaction costs attributable to the liability component are amortized to interest expense over the
five-year term of the 2017 Notes, and transaction costs attributable to the equity component are netted with the equity components in stockholders’ equity.
Additionally, the Company initially recorded a deferred tax asset of $1.5 million in connection with the 2017 Notes. After the repurchase of $220.0 million in
aggregate principal amount of the 2017 Notes, the deferred tax asset remaining is approximately $0.3 million.

The 2017 Notes consist of the following:

Liability component  September 30, 2016  December 31, 2015

  (in thousands)

Principal  $ 55,000  $ 275,000
Less: Debt discount, net (1)  (1,946)  (19,527)

Net carrying amount  $ 53,054  $ 255,473
_______________________________________
(1) Included in the accompanying condensed consolidated balance sheets within convertible senior notes (due 2017) and amortized to interest expense over the remaining life of

the 2017 Notes using the effective interest rate method.

The fair value of the 2017 Notes was approximately $54.7 million as of September 30, 2016. The Company estimates the fair value of its 2017 Notes utilizing
market quotations for debt that have quoted prices in active markets. Since the 2017 Notes do not trade on a daily basis in an active market, the fair value
estimates are based on market observable inputs based on borrowing rates currently available for debt with similar terms and average maturities, which are
classified as Level 2 measurements within the fair value hierarchy. See Note 7, “Fair Value Measurements,” for definitions of hierarchy levels. As of
September 30, 2016, the remaining contractual life of the 2017 Notes is approximately 0.7 years.

The following table sets forth total interest expense recognized related to the 2017 Notes:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  2016  2015

 (in thousands)  (in thousands)

Contractual interest expense $ 189  $ 945  $ 1,912  $ 2,836
Amortization of debt discount 621  3,218  6,699  9,480

Total $ 810  $ 4,163  $ 8,611  $ 12,316

Effective interest rate of the liability component 6.02%  6.02%  6.02%  6.02%
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Note Hedges

In June 2012, the Company paid an aggregate amount of $58.2 million for the 2017 Note Hedges, which was recorded as a reduction of additional paid-in-
capital in stockholders’ equity. As part of the repurchase of $220.0 million in aggregate principal amount of the 2017 Notes, the Company settled the related
hedges and received cash of approximately $100.5 million. The remaining 2017 Note Hedges cover approximately two million shares of the Company’s
common stock, subject to anti-dilution adjustments substantially similar to those applicable to the 2017 Notes, have a strike price that corresponds to the initial
conversion price of the 2017 Notes, and are exercisable upon conversion of the 2017 Notes. The 2017 Note Hedges will expire upon the maturity of the 2017
Notes. The 2017 Note Hedges are expected generally to reduce the potential dilution with respect to shares of the Company’s common stock upon conversion of
the 2017 Notes in the event that the market price per share of the Company’s common stock, as measured under the terms of the 2017 Note Hedges, at the
time of exercise is greater than the strike price of the 2017 Note Hedges. The 2017 Note Hedges are separate transactions entered into by the Company with
the 2017 Hedge Counterparties and are not part of the terms of the 2017 Notes or the 2017 Warrants. Holders of the 2017 Notes and 2017 Warrants will not
have any rights with respect to the 2017 Note Hedges.

Warrants

The Company received aggregate proceeds of $38.4 million from the sale to the 2017 Hedge Counterparties, which the Company recorded as additional
paid-in-capital in stockholders’ equity. As part of the repurchase of $220.0 million in aggregate principal amount of the 2017 Notes, the Company paid $87.9
million to settle the related warrants. The remaining 2017 Warrants are to purchase up to approximately two million shares of the Company’s common stock,
subject to customary anti-dilution adjustments, at a strike price of $34.20 per share. The 2017 Warrants will have a dilutive effect with respect to the Company’s
common stock to the extent that the market price per share of the Company’s common stock, as measured under the terms of the 2017 Warrants, exceeds the
applicable strike price of the 2017 Warrants. However, subject to certain conditions, the Company may elect to settle all of the 2017 Warrants in cash. The 2017
Warrants are separate transactions entered into by the Company with the 2017 Hedge Counterparties and are not part of the terms of the 2017 Notes or 2017
Note Hedges. Holders of the 2017 Notes and 2017 Note Hedges will not have any rights with respect to the 2017 Warrants. The 2017 Warrants also meet the
definition of a derivative. Because the 2017 Warrants are indexed to the Company’s common stock and are recorded in equity in the Company’s condensed
consolidated balance sheets, the 2017 Warrants are exempt from the scope and fair value provisions related to accounting for derivative instruments.
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11. Accumulated Other Comprehensive (Loss) Income

The following tables provide a reconciliation of the components of accumulated other comprehensive (loss) income, net of tax, attributable to The Medicines
Company for the three and nine months ended September 30, 2016 and 2015 :

  Three Months Ended September 30,

  2016  2015

  

Foreign currency
translation
adjustment  

Unrealized (gain) loss
on available for sale

securities  Total  

Foreign currency
translation
adjustment  

Unrealized (gain) loss
on available for sale

securities  Total

  (in thousands)

Balance at beginning of period  $ (5,414)  $ —  $ (5,414)  $ 4,433  $ 49  $ 4,482
Other comprehensive loss before
reclassifications  (70)  —  (70)  (1,095)  —  (1,095)
Amounts reclassified from accumulated other
comprehensive income  —  —  —  —  —  —

Total other comprehensive loss  (70)  —  (70)  (1,095)  —  (1,095)

Balance at end of period  $ (5,484)  $ —  $ (5,484)  $ 3,338  $ 49  $ 3,387

  Nine Months Ended September 30,

  2016  2015

  

Foreign currency
translation
adjustment  

Unrealized (gain) loss
on available for sale

securities  Total  

Foreign currency
translation
adjustment  

Unrealized (gain) loss
on available for sale

securities  Total

  (in thousands)

Balance at beginning of period  $ 3,924  $ 49  $ 3,973  $ 2,479  $ 49  $ 2,528
Other comprehensive income before
reclassifications  208  —  208  859  —  859
Amounts reclassified from accumulated other
comprehensive income(1) (2)  (9,616)  (49)  (9,665)  —  —  —

Total other comprehensive (loss) income  (9,408)  (49)  (9,457)  859  —  859

Balance at end of period  $ (5,484)  $ —  $ (5,484)  $ 3,338  $ 49  $ 3,387
_______________________________________
(1) Amounts were reclassified to other income in the accompanying condensed consolidated statements of operations. There is generally no tax impact related to foreign currency translation

adjustments, as earnings are considered permanently reinvested. In addition, there were no material tax impacts related to unrealized gains or losses on available for sale securities in the periods
presented.

(2) See Note 16, “Discontinued Operations,” for a discussion of this reclass of foreign currency translation
adjustment.

12. Segment and Geographic Information

The Company manages its business and operations as one segment and is focused on advancing the treatment of acute and intensive care patients through
the delivery of innovative, cost-effective medicines to the worldwide hospital marketplace. The Company allocates resources and assesses financial performance
on a consolidated basis. Revenues reported to date are derived primarily from sales of Angiomax in the United States, including royalty revenue from Sandoz.
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The geographic segment information provided below is classified based on the major geographic regions in which the Company operates. Long-lived assets
are comprised of the Company’s noncurrent assets.

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  2016  2015

     ($ in thousands)     
Net revenues:                

United States $ 35,662  94.8%  $ 53,352  93.3%  $ 133,273  93.4%  $ 227,193  93.9%
Europe 1,726  4.6%  3,419  6.0%  7,544  5.3%  12,885  5.3%
Rest of world 211  0.6%  435  0.7%  1,819  1.3%  1,762  0.8%

Total net revenues $ 37,599  100.0%  $ 57,206  100.0%  $ 142,636  100.0%  $ 241,840  100.0%

 September 30, 2016  December 31, 2015

 ($ in thousands)

Long-lived assets:        
United States $ 1,053,737  99.5%  $ 956,298  99.3%
Europe 5,525  0.5%  6,301  0.7%

Total long-lived assets $ 1,059,262  100.0%  $ 962,599  100.0%

13. Contingencies

The Company may be, from time to time, a party to various disputes and claims arising from normal business activities. The Company accrues for loss
contingencies when available information indicates that it is probable that a liability has been incurred and the amount of such loss can be reasonably estimated.
In the cases where the Company believes that a reasonably possible loss exists, the Company discloses the facts and circumstances of the litigation, including
an estimable range, if possible.

Currently, the Company is party to the legal proceedings described in Part II, Item 1, Legal Proceedings, of this Quarterly Report on Form 10-Q, which include
patent litigation matters and litigation related to a license agreement. The Company has assessed such legal proceedings and does not believe that it is probable
that a liability has been incurred and the amount of such liability can be reasonably estimated. As a result, the Company has not recorded a loss contingency
related to these legal proceedings. Particularly with respect to the litigation related to a Company license agreement, the Company is presently unable to predict
the outcome of such lawsuit or to reasonably estimate the possible loss, or range of potential losses, if any, related to such lawsuit. While it is not possible to
determine the outcome of the matters described in Part II, Item 1, Legal Proceedings, of this Quarterly Report on Form 10-Q, the Company believes it is possible
that the resolution of all such matters could have a material adverse effect on our business, financial condition or results of operations.

14. Restructuring

On June 21, 2016, in connection with the sale of the Non-Core ACC Products, the Company commenced implementation of a reorganization intended to
improve efficiency and better align the Company’s costs and employment structure with its strategic plans. The reorganization includes a workforce reduction. As
a result, the Company reduced its personnel by 162 employees. Upon signing appropriate release agreements, impacted employees were eligible to receive
severance payments in specified amounts, health benefits, outplacement services, and an extension of the exercise period for all vested options up to one year
from their respective termination date. The Company expects to incur charges of $18.3 million related to this reorganization in the aggregate. The Company has
and will record these charges in cost of goods sold, research and development and selling, general and administrative expenses based on responsibilities of the
impacted employees.
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The following table sets forth details regarding the activities described above during the nine months ended September 30, 2016 :

 
Balance as of January 1,

2016  
Expenses,

Net  Cash  Noncash  
Balance as of September 30,

2016

 (in thousands)

Employee severance and other personnel benefits:          
2016 Workforce reduction $ —  $ 16,261  $ (11,095)  $ (579)  $ 4,587

Total $ —  $ 16,261  $ (11,095)  $ (579)  $ 4,587

15. Dispositions

On June 21, 2016, the Company completed the sale of its Non-Core ACC Products pursuant to the purchase and sale agreement dated May 9, 2016 by and
among the Company, Chiesi USA and Chiesi.  At the completion of the sale, the Company received approximately $263.8 million in cash, which included the
value of product inventory, and may receive up to an additional $480.0 million in the aggregate following the achievement of certain specified calendar year net
sales milestones with respect to net sales of each of Cleviprex and Kengreal.

The following table presents the consideration received, major classes of assets sold and the gain recognized on the sale of the Non-Core ACC Products:

 (in thousands)

Sale price:  
Cash $ 263,807
Contingent purchase price from sale of business 65,700

Total sale price 329,507
  Assets:  

Inventory 2,184
Intangibles 5,210
Goodwill 33,812

Total assets sold 41,206
  
Gain on sale of business $ 288,301

The Company recognized a gain on sale of business of approximately $288.3 million for the nine months ended September 30, 2016  in continuing
operations in the accompanying condensed consolidated statements of operations. Disposition related costs during 2016 of approximately $7.9 million for
advisory, legal and regulatory fees incurred in connection with the sale of the Non-Core ACC Products were recorded in selling, general and administrative
expenses. See Note 7, “Fair Value Measurements,” for further details on the contingent purchase price from sale of businesses.

16. Discontinued Operations

Sale of Hemostasis Business

On February 1, 2016, the Company completed the sale of its Hemostasis Business to Mallinckrodt pursuant to the purchase and sale agreement dated
December 18, 2015 between the Company and Mallinckrodt. At the completion of the sale, the Company received approximately $174.1 million in cash from
Mallinckrodt, and may receive up to an additional $235.0 million in the aggregate following the achievement of certain specified calendar year net sales
milestones with respect to net sales of PreveLeak and Raplixa. As a result of the transaction, the Company accounted for the assets and liabilities of the
Hemostasis Business that were sold as held for sale at December 31, 2015. As a result of the classification as held for sale, the Company recorded impairment
charges of $133.3 million, including $24.5 million related to goodwill, to reduce the Hemostasis Business disposal group’s carrying value to its estimated fair
value, less costs to sell for the year ended December 31, 2015. The determination of fair value for these
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assets was based on the best information available that resided within Level 3 of the fair value hierarchy, including internal cash flow estimates discounted at an
appropriate interest rate.

Financial results of the Hemostasis Business are presented as “ Income (loss) from discontinued operations, net of tax” on the accompanying condensed
consolidated statements of operations for the three and nine months ended September 30, 2016 and 2015 . Assets and liabilities of the Hemostasis Business to
be disposed of are presented as “Current assets held for sale” and “Current liabilities held for sale” on the accompanying condensed consolidated balance sheet
as of December 31, 2015.

The following table presents key financial results of the Hemostasis Business included in “ Income (loss) from discontinued operations, net of tax” for the three
and nine months ended September 30, 2016 and 2015:

 
Three Months Ended 

September 30,  Nine Months Ended September 30,

 2016  2015  2016  2015

 (in thousands)

Net product revenues $ 28  $ 15,471  $ 78  $ 47,826

Operating expenses:        
Cost of product revenue (9)  37,781  1,695  63,224
Research and development (15)  3,018  104  6,871
Selling, general and administrative (44)  (4,414)  634  (1,727)

Total operating expenses (68)  36,385  2,433  68,368

Income (loss) from operations 96  (20,914)  (2,355)  (20,542)
Gain from sale of business —  —  1,004  —
Other expense, net —  (49)  (39)  (538)

Income (loss) from discontinued operations before income taxes 96  (20,963)  (1,390)  (21,080)
Benefit for income taxes —  (6,448)  —  (28,079)

Income (loss) from discontinued operations, net of tax $ 96  $ (14,515)  $ (1,390)  $ 6,999

Cumulative translation adjustment (“CTA”) gains or losses of foreign subsidiaries related to divested businesses are reclassified into income once the
liquidation of the respective foreign subsidiaries is substantially complete. At the completion of the sale of the Hemostasis Business, the Company
reclassified $9.6 million, net of tax, of CTA gains from accumulated comprehensive loss to the Company’s results of discontinued operations. Of this amount,
$8.4 million was included in the impairment loss recorded to reduce the Hemostasis Business disposal group’s carrying value to its estimated fair value, less
costs to sell as of December 31, 2015 and $1.2 million was included in “Gain from sale of business” for the nine months ended September 30, 2016 .

Cost of product revenue for the three months ended September 30, 2015 included a charge of $25.8 million to reduce the carrying value of the product rights
associated with PreveLeak to their estimated fair value as a result of a reduction in expected future cash flows.
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The following table presents the major classes of assets and liabilities at December 31, 2015 related to the Hemostasis Business which were reclassified as
held for sale:

 
December 31, 

2015

 (in thousands)

Assets:  
Inventory $ 53,765
Prepaid expenses and other current assets 1,153
Fixed assets, net 1,913
Intangibles, net 374,779
Allowance for reduction of assets of business held for sale (108,773)

Total assets held for sale $ 322,837

  
Liabilities:  

Contingent purchase price – current $ 28,600
Deferred tax liability 38,915

Total liabilities held for sale $ 67,515

Depreciation and amortization were ceased upon determination that the held for sale criteria were met in the fourth quarter of 2015. The significant cash flow
items from discontinued operations for the nine months ended September 30, 2016 and 2015  were as follows:

 Nine Months Ended September 30,

 2016  2015

 (in thousands)

Depreciation from discontinued operations $ —  $ 258
Amortization from discontinued operations —  13,311
Gain on sale of business (1,004)  —
Asset impairment charges —  25,800
Change in contingent consideration obligation —  (9,200)
Proceeds from sale of business 174,068  —
Capital expenditures —  703
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results  of Operations

You should read the following discussion and analysis of our financial  condition and results of operations together with our financial statements and
accompanying notes included elsewhere in this Quarterly Report on Form 10-Q. In addition to  the historical information, the discussion in this Quarterly Report
on Form 10-Q contains certain forward-looking statements that involve risks and uncertainties. Our  actual results could differ materially from those anticipated by
the forward-looking statements due to our critical accounting estimates discussed  below and important factors set forth in this Quarterly Report on Form 10-Q,
including under “Risk Factors” in Part II, Item 1A of this Quarterly Report on Form 10-Q.

Overview

Our Business

We are a global biopharmaceutical company focused on saving lives, alleviating suffering and contributing to the economics of healthcare. We market
Angiomax® (bivalirudin), Ionsys® (fentanyl iontophoretic transdermal system), Minocin (minocycline) for injection and Orbactiv® (oritavancin). We also have a
pipeline of products in development, including Carbavance®, MDCO-216, MDCO-700 (formerly known as ABP-700) and PCSK9si (formerly known as ALN-
PCSsc). We have the right to develop, manufacture and commercialize PCSK9si under our collaboration agreement with Alnylam Pharmaceuticals, Inc., or
Alnylam. We believe that our products and products in development possess favorable attributes that competitive products do not provide, can satisfy unmet
medical needs and offer, or, in the case of our products in development, have the potential to offer, improved performance to hospital businesses.

In addition to these products and products in development, we have a portfolio of ten generic drugs, which we refer to as our acute care generic products,
that we have the non‑exclusive right to market in the United States.

On July 2, 2015, we entered into a supply and distribution agreement with Sandoz Inc., or Sandoz, under which we granted Sandoz the exclusive right to
sell in the United States an authorized generic of Angiomax (bivalirudin). We entered into the supply and distribution agreement as a result of the July 2, 2015
U.S. Court of Appeals for the Federal Circuit, or Federal Circuit Court, ruling against us in our patent infringement litigation with Hospira, Inc., or Hospira, with
respect to U.S. Patent No. 7,582,727, or the '727 patent, and U.S. Patent No. 7,598,343, or the '343 patent, covering a more consistent and improved Angiomax
drug product and the processes by which it is made. In its July 2, 2015 ruling, the Federal Circuit Court held the '727 patent and the '343 patent invalid under the
Section 102(b) “on sale” bar. On July 15, 2015, Hospira's Abbreviated New Drug Applications, or ANDAs, for its generic versions of bivalirudin were approved by
the FDA and Hospira began selling its generic versions of bivalirudin. On November 13, 2015, our petition for en banc review of the Federal Circuit Court's July
2, 2015 decision was granted and the Federal Circuit Court vacated its July 2, 2015 decision. On July 11, 2016, in an unanimous decision, the en banc Court
ruled in our favor by finding that the ‘727 patent and the ‘343 patent were not invalid under the “on sale” bar. Notwithstanding the Federal Circuit Court’s
November 13, 2015 and July 11, 2016 decisions, due to the Federal Circuit Court’s July 2, 2015 decision and our resulting entry into a supply and distribution
agreement with Sandoz and Hospira’s entry into the market, Angiomax is now subject to generic competition with the authorized generic and Hospira’s generic
bivalirudin products.

On November 3, 2015, we announced that we were in the process of evaluating our operations with a goal of unlocking stockholder value. In particular, we
stated our current intention was to explore strategies for optimizing our capital structure and liquidity position and to narrow our operational focus by strategically
separating non-core businesses and products in order to generate non-dilutive cash and reduce associated cash burn and capital requirements.

On February 1, 2016, we completed the sale of our hemostasis portfolio, consisting of PreveLeak, Raplixa and Recothrom, to wholly owned subsidiaries of
Mallinckrodt plc, or Mallinckrodt. At the completion of the sale, we received approximately $174.1 million in cash, and may receive up to an additional $235.0
million in the aggregate following the achievement of certain specified calendar year net sales milestones with respect to net sales of PreveLeak and Raplixa.
On June 21, 2016, we completed the sale of Cleviprex, Kengreal and rights to Argatroban for Injection, which we refer to collectively as Non-Core ACC Assets,
to Chiesi USA, Inc., or Chiesi USA, and its parent company Chiesi Farmaceutici S.p.A., or Chiesi.  At the completion of the sale, we received approximately
$263.8 million in cash, which included the value of product inventory, and may receive up to an additional $480.0 million in the aggregate following the
achievement of certain specified calendar year net sales milestones with respect to net sales of each of Cleviprex and Kengreal.

The following table identifies each of our marketed and approved products and our products in development, their stage of development, their mechanism of
action and the indications for which they have been approved for use or which they are intended to address. The table also identifies each of our acute care
generic products and the therapeutic areas which they are intended to address. All of our products and products in development, except for PCSK9si and Ionsys,
are administered intravenously. Ionsys
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is administered transdermally and PCSK9si is being developed as a subcutaneous injectable. All of our acute care generic products are injectable products.

Product or Product
in Development  

Development Stage
 

Mechanism/Target
 

Clinical Indication(s)/Therapeutic Areas

Marketed and Approved Products       
Angiomax

 

Marketed as a branded product, and as
an authorized generic in the United
States through Sandoz

 

Direct thrombin inhibitor

 

U.S. - for use as an anticoagulant in
combination with aspirin in patients with
unstable angina undergoing
percutaneous transluminal coronary
angioplasty, or PTCA, and for use in
patients undergoing percutaneous
coronary intervention, or PCI, including
patients with or at risk of heparin induced
thrombocytopenia and thrombosis
syndrome, or HIT/HITTS

      

Europe - for use as an anticoagulant in
patients undergoing PCI, adult patients
with acute coronary syndrome, or ACS,
and for the treatment of patients with ST-
segment elevation myocardial infarction,
or STEMI, undergoing primary PCI

Ionsys

 

Marketed in the United States; Marketed
in the European Union

 

Patient-controlled analgesia system

 

Short-term management of acute
postoperative pain in hospitalized
patients

Minocin IV

 

Marketed in the United States

 

Tetracycline-class antibiotic

 

Treatment of bacterial infections due to
susceptible isolates of designated
microorganisms, including Acinetobacter
species.

Orbactiv

 

Marketed in the United States; Approved
in the European Union

 

Antibiotic

 

Treatment of adult patients with acute
bacterial skin and skin structure
infections, or ABSSSI, caused or
suspected to be caused by susceptible
isolates of the label-designated gram-
positive microorganisms, including
methicillin-resistant Staphylococcus
aureus, or MRSA

Acute care generic products:  Adenosine,
Amiodarone, Esmolol and Milrinone  

Approved in the United States
 

Various
 

Acute cardiovascular

Acute care generic products: Azithromycin
and Clindamycin  

Approved in the United States
 

Various
 

Serious infectious disease

Acute care generic products: Haloperidol,
Midazolam, Ondansetron and Rocuronium

 

Approved in the United States;
Midazolam, Ondansetron and
Rocuronium marketed in the United
States  

Various

 

Surgery and perioperative

Research and Development Stage       
Carbavance

 

Phase 3

 

Combination of vaborbactam a
proprietary, novel beta-lactamase
inhibitor, with meropenem, a
carbapenem antibiotic  

Treatment of hospitalized patients with
serious gram-negative bacterial
infections
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Product or Product
in Development  

Development Stage
 

Mechanism/Target
 

Clinical Indication(s)/Therapeutic Areas

MDCO-216

 

Phase 1/2

 

Naturally occurring variant of a protein
found in high-density lipoprotein

 

Reverse cholesterol transport agent to
reduce atherosclerotic plaque burden
development and thereby reduce the risk
of adverse thrombotic events

MDCO-700

 

Phase 2

 

Analogue of etomidate, an intravenous
imidazole agent used for induction of
general anesthesia

 

Sedative-hypnotic used to induce and
maintain sedation for procedural care
and general anesthesia for surgical care

 

PCSK9si

 

Phase 2

 

PCSK-9 gene antagonist addressing low-
density lipoprotein cholesterol disease
modification  

Treatment of hypercholesterolemia

Our revenues to date have been generated primarily from sales of Angiomax in the United States. In the three and nine months ended September 30, 2016 ,
we had net product revenue from sales of Angiomax of approximately $10.2 million and $42.8 million, respectively, and aggregate net revenue from sales of
Cleviprex, Minocin IV, Orbactiv, ready-to-use Argatroban, Kengreal and Ionsys of approximately $8.7 million and $37.7 million, respectively. During these
periods, net product revenues from sales of Angiomax decreased by $12.3 million and $145.9 million, respectively, from the three and nine months ended
September 30, 2015. As a result of our July 2015 supply and distribution agreement with Sandoz, we recognized $18.8 million and $62.1 million for the three and
nine months ended September 30, 2016, respectively, and for both the three and nine months ended September 30, 2015 , we recognized $24.5 million of
royalty revenues related to the authorized generic sales of Angiomax (bivalirudin). We expect that net revenue from sales of Angiomax will continue to decline in
2016 and in future years due to competition from generic versions of bivalirudin following the loss of market exclusivity in the United States in July 2015 and in
Europe in August 2015. Based on our current business, we expect to incur net losses for the foreseeable future.

Cost of revenue represents expenses in connection with contract manufacture of our products sold and logistics, product costs, royalty expenses and
amortization of the costs of license agreements, amortization and impairments of product rights and other identifiable intangible assets from product and business
acquisitions and expenses related to excess inventory. Research and development expenses represent costs incurred for licenses of rights to products, clinical
trials, nonclinical and preclinical studies, regulatory filings and manufacturing development efforts. We outsource much of our clinical trials, nonclinical and
preclinical studies and all of our manufacturing development activities to third parties to maximize efficiency and minimize our internal overhead. We expense our
research and development costs as they are incurred. Selling, general and administrative expenses consist primarily of salaries and related expenses, costs
associated with general corporate activities, changes in fair value of contingent purchase price obligations related to our acquisitions, and costs associated with
marketing and promotional activities. Research and development expense, selling, general and administrative expense and cost of revenue also include share-
based compensation expense, which we allocate based on the responsibilities of the recipients of the share-based compensation.

Angiomax Developments

The principal U.S. patents covering Angiomax included U.S. Patent No. 5,196,404, or the ‘404 patent, the ‘727 patent and the ‘343 patent. The term of the
‘404 patent expired on December 15, 2014 and the six-month period of pediatric exclusivity following expiration of the ‘404 patent resulting from our study of
Angiomax in the pediatric setting ended June 15, 2015. The ‘727 patent and the ‘343 patent, issued to us by the U.S. Patent and Trademark Office, or PTO, in
the second half of 2009, covering a more consistent and improved Angiomax drug product and the processes by which it is made, were set to expire in July
2028. In response to Paragraph IV Certification Notice letters we received with respect to ANDAs filed by a number of parties with the FDA seeking approval to
market generic versions of Angiomax, we filed lawsuits against such ANDA filers alleging patent infringement of the ‘727 patent and ‘343 patent. We have since
entered into settlement agreements with respect to our suits against three ANDA filers, Teva Pharmaceuticals USA, Inc. and its affiliates, or Teva, APP
Pharmaceuticals LLC, or APP, and Sun Pharmaceutical Industries LTD, or Sun Pharmaceuticals Industries Ltd. and affiliates, or Sun.

On July 2, 2015, the Federal Circuit Court ruled against us in our patent infringement litigation with Hospira with respect to the ‘727 patent and the ‘343
patent. In its ruling, the Federal Circuit Court held the ‘727 patent and ‘343 patent invalid under the Section 102(b) “on sale” bar. The decision was based on a
finding that third-party manufacturer, Ben Venue Laboratories, “sold” manufacturing services for three validation batches to us before a critical date. On July 15,
2015, Hospira’s ANDAs for its generic versions of bivalirudin were approved by the FDA. As a result of the Federal Circuit Court’s ruling in the Hospira matter
and the
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FDA’s approval of Hospira’s ANDAs, Angiomax is subject to generic competition from Hospira in the United States. On July 31, 2015, we filed a combined
petition for panel rehearing and rehearing en banc with respect to the Federal Circuit Court’s July 2, 2015 decision. On November 13, 2015, the Federal Circuit
Court granted our petition for rehearing en banc and vacated its earlier July 2, 2015 decision. On July 11, 2016, in an unanimous decision, the en banc Court
ruled in our favor by finding that the ‘727 patent and the ‘343 patent were not invalid under the “on sale” bar. The remaining issues on appeal that were not
decided by the original panel were remanded back to the same panel for consideration. In a subsequent order of July 18, 2016, the parties were directed to file
new appeal briefs taking into account the July 11, 2016 en banc decision. The parties submitted revised briefs and this briefing was completed in October 2016.
The Court has scheduled oral argument in the matter for December 6, 2016.

In light of the now vacated July 2, 2015 decision by the Federal Circuit Court in the Hospira matter, on July 2, 2015, we entered into a Supply and
Distribution Agreement with Sandoz under which we granted Sandoz the exclusive right to sell in the United States an authorized generic of Angiomax
(bivalirudin). The authorized generic of Angiomax is sold under our approved NDA for Angiomax but labeled and sold under the Sandoz name. Under the
agreement, we have agreed to supply Sandoz with Angiomax, and Sandoz has agreed to purchase Angiomax exclusively from us. Sandoz has agreed to pay us
a price per vial equal to our cost of goods. Sandoz has agreed to use commercially reasonable efforts to market, distribute and sell the authorized generic
Angiomax in the United States during the term of the agreement. Sandoz will pay us on a quarterly basis a high double digit percentage of its net profits (net
sales less our cost of goods and certain agreed expenses of Sandoz) on sales of authorized generic Angiomax. The term of the agreement will continue until
July 2, 2020 and will automatically renew for successive one-year periods thereafter unless either party provides notice of non-renewal at least six months prior
to the end of the applicable term. Either party may terminate the agreement at any time if the other party is in material breach of the agreement and does not
cure such breach within 60 days, the other party undergoes bankruptcy events, the other party is unable to perform its obligations under the agreement for more
than 120 consecutive days due to a force majeure event, compliance with the agreement would violate law or net profits related to sales of the authorized
generic Angiomax in any month fall below a low double digit percentage of net sales of the authorized generic Angiomax in such month. We may also terminate
the agreement at any time that no other pharmaceutical product containing bivalirudin in a lyophilized form as its sole active ingredient is being sold in the United
States.

In addition to Hospira's generic versions of bivalirudin, Sandoz's authorized generic and, if approved, Eagle Pharmaceuticals, Inc., or Eagle's, formulation of
bivalirudin, Angiomax could be subject to generic competition in the United States from Teva, APP and Sun under the circumstances set forth in our respective
settlement agreements with such parties and upon a final approval of each companies' ANDA filings by the FDA. Other ANDA filers may commercialize their
products ‘at risk’ if they receive final approval of their respective ANDA filings and are not subject to a Hatch-Waxman 30-month stay. In September 2016, Pliva
Hrvatska DOO, an affiliate of Teva, received tentative approval for its ANDA filing for its generic version of Angiomax. Further, we remain in infringement
litigation involving the '727 patent and '343 patent with the other ANDA filers as described in Part II, Item 1. Legal Proceedings of this Quarterly Report on Form
10-Q. There can be no assurance as to the outcome of our infringement litigation. We may continue to incur substantial legal expenses related to these matters.

In addition, the principal patent covering Angiomax in Europe expired in August 2015. As a result, we could face generic competition in Europe.

Business Development Activity

Sale of Non-Core ACC Products. On June 21, 2016, we completed the sale of our Non-Core ACC Assets to Chiesi USA and Chiesi. Under the terms of the
purchase and sale agreement, Chiesi and Chiesi USA acquired Cleviprex, Kengreal and rights to Argatroban for Injection and related assets, and assumed
substantially all of the liabilities arising out of the operation of the businesses and the acquired assets after closing, including any obligations with respect to
future milestones relating to Cleviprex, Kengreal and rights to Argatroban for Injection.  At the completion of the sale, we received approximately $263.8 million
in cash, which included the value of product inventory, and may receive up to an additional $480.0 million in the aggregate following the achievement of certain
specified calendar year net sales milestones with respect to net sales of each of Cleviprex and Kengreal. The amount paid at closing was subject to a post-
closing purchase price adjustment process with respect to the product inventory for each product.

Sale of Hemostasis Business. On February 1, 2016, we completed the sale of our hemostasis business to Mallinckrodt. Under the terms of the purchase and
sale agreement, Mallinckrodt acquired all of the outstanding equity of Tenaxis Medical, Inc. and ProFibrix B.V. and assets exclusively related to the Recothrom
product. Mallinckrodt assumed all liabilities arising out of Mallinckrodt's operation of the businesses and the acquired assets after closing, including all obligations
with respect to milestones relating to the PreveLeak and Raplixa products. At the completion of the sale, we received approximately $174.1 million in cash from
Mallinckrodt, and may receive up to an additional $235.0 million in the aggregate following the achievement of certain specified calendar year net sales
milestones with respect to net sales of PreveLeak and Raplixa. The amount paid at closing was subject to a post-closing purchase price adjustment process with
respect to the Recothrom inventory and the net working capital
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of the hemostasis business as of the date of the closing. As a result of the transaction, we accounted for the assets and liabilities of the hemostasis business that
were sold as held for sale at December 31, 2015. As a result of the classification as held for sale, we recorded impairment charges of $133.3 million, including
$24.5 million related to goodwill, to reduce the hemostasis business disposal group’s carrying value to its estimated fair value, less costs to sell for the year
ended December 31, 2015.

Annovation BioPharma, Inc. In February 2015, we completed the acquisition of Annovation BioPharma, Inc., or Annovation, and Annovation became our
wholly owned subsidiary. As a result of the acquisition of Annovation, we acquired MDCO-700, a novel intravenous anesthetic. Under the terms of the terms of
the acquisition agreement, we paid to the holders of Annovation’s capital stock and the holders of options to purchase shares of Annovation’s capital stock,
which we refer to collectively as the Annovation equityholders, an aggregate of approximately $28.4 million in cash. In addition, we may be required to pay
Annovation equityholders up to an additional $26.3 million in milestone payments subsequent to the closing if we achieve certain development and regulatory
approval milestones at the times and on the conditions set forth in the acquisition agreement. We have also agreed to pay Annovation equityholders a low single
digit percentage of worldwide net sales, if any, of certain Annovation products, including MDCO-700, during a specified earnout period. In addition, as a result of
our acquisition of Annovation, we, through our subsidiary Annovation, are a party to a license agreement with The General Hospital Corporation. Under the
agreement, we will be obligated to pay General Hospital Corporation up to an aggregate of $6.5 million upon achievement of specified development, regulatory
and sales milestones. We will also be obligated to pay General Hospital Corporation low single-digit percentage royalties on a product-by-product and country-
by-country basis based on net sales of MDCO-700 products until the later of the duration of the licensed patent rights which are necessary to manufacture, use
or sell MDCO-700 products in a country and the date ten years from our first commercial sale of MDCO-700 products in such country.

Promus PREMIER Stent System Co-Promotion. In December 2013, we entered into a co-promotion agreement with Boston Scientific Corporation, or BSX,
for the Promus PREMIER Everolimus‑Eluting Platinum Chromium Coronary Stent System, or Promus PREMIER Stent System, to provide promotional support
for the Promus PREMIER Stent System in U.S. hospitals. For the year ended December 31, 2014, we recognized $5.0 million in co-promotion income from
BSX. Effective December 31, 2014, our co-promotion agreement with BSX was terminated and we ceased to co-promote the Promus PREMIER Stent System.

Rempex Pharmaceuticals, Inc. In December 2013, we acquired Rempex Pharmaceuticals, Inc., or Rempex, and Rempex became our wholly-owned
subsidiary. As a result of the transaction, we acquired Rempex’s marketed product, Minocin IV, a broad-spectrum tetracycline antibiotic, and Rempex’s portfolio
of product candidates, including RPX-602, a proprietary reformulation of Minocin IV utilizing magnesium sulfate, Carbavance, an investigational agent that is a
combination of vaborbactam, a proprietary, novel beta-lactamase inhibitor, with a carbapenem, and Rempex’s other product candidates.

Under the terms of the merger agreement for the acquisition, we paid to the holders of Rempex’s capital stock, the holders of options to purchase shares of
Rempex’s capital stock and the holders of certain phantom stock units, which we collectively refer to as the Rempex equityholders, an aggregate of
approximately $140.0 million in cash, plus approximately $0.3 million in purchase price adjustments.

In addition, we agreed to pay to the Rempex equityholders milestone payments subsequent to the closing, if we achieve certain development and regulatory
approval milestones and commercial sales milestones with respect to Minocin IV, RPX-602, Carbavance and Rempex’s other product candidates, at the times
and on the conditions set forth in the merger agreement. In the event that all of the milestones set forth in the merger agreement are achieved in accordance
with the terms of the merger agreement, we will pay the Rempex equityholders an additional $214.0 million in cash in the aggregate for achieving development
and regulatory milestones and an additional $120.0 million in cash in the aggregate for achieving commercial milestones, in each case, less certain transaction
expenses and employer taxes owing because of the milestone payments.

Pursuant to the terms of the merger agreement, as a result of certain milestone payments becoming due within eighteen months following the closing, in
October 2014, we entered into an escrow agreement and deposited an aggregate of $14.0 million into an escrow fund during the fourth quarter of 2014.  In June
2015, the escrow fund was released to the Rempex equityholders.

Alnylam License Agreement. In February 2013, we entered into a license and collaboration agreement with Alnylam to develop, manufacture and
commercialize therapeutic products targeting the human PCSK-9 gene based on certain of Alnylam’s RNAi technology. Under the terms of the agreement, we
obtained the exclusive, worldwide right under Alnylam’s technology to develop, manufacture and commercialize PCSK-9 products for the treatment, palliation
and/or prevention of all human diseases. We paid Alnylam $25.0 million in an initial license payment and agreed to pay up to $180.0 million in success-based
development, regulatory and commercialization milestones. In addition, Alnylam will be eligible to receive scaled double-digit royalties based on annual
worldwide net sales of PCSK-9 products by us or our affiliates and sublicensees. Royalties to Alnylam are payable on a product-by-product and country-by-
country basis until the last to occur of the expiration of patent rights in the applicable country that cover the applicable product, the expiration of non-patent
regulatory exclusivities for such product in such country, and the twelfth
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anniversary of the first commercial sale of the product in such country. The royalties are subject to reduction in specified circumstances. We are also responsible
for paying royalties, and in some cases milestone payments, owed by Alnylam to its licensors with respect to intellectual property covering these products.
Alnylam was responsible for developing the lead product through the end of the first Phase 1 clinical trial and to supply the lead product for the first Phase 1
clinical trial and the first phase 2 clinical trial. Alnylam will bear the costs for these activities, subject to certain caps on its costs. If Alnylam's development and
supply costs exceed the applicable cap, Alnylam need not bear any additional development and supply costs except for costs directly caused by Alnylam's gross
negligence and we shall have the option to assume such excess costs. We will direct and pay for all other development, manufacturing and commercialization
activities under the agreement.

Incline Therapeutics, Inc. In January 2013, we acquired Incline Therapeutics, Inc., or Incline, a company focused on the development of Ionsys, a compact,
disposable, needleless patient-controlled system for the short-term management of acute postoperative pain in the hospital setting.

Under the terms of our merger agreement with Incline, we paid to Incline’s equityholders and optionholders an aggregate of approximately $155.2 million in
cash. In addition, we paid approximately $13.0 million to Cadence Pharmaceuticals, Inc., or Cadence, to terminate Cadence’s option to acquire Incline pursuant
to an agreement between Cadence and Incline and deposited an additional $18.5 million in cash into an escrow fund for the purposes of securing the
indemnification obligations of the Incline equityholders to us for any and all losses for which we are entitled to indemnification pursuant to the merger agreement
and to provide the source of recovery for any amounts payable to us as a result of the post-closing purchase price adjustment process. Under the merger
agreement, to the extent that any amounts remained in the escrow fund after July 4, 2014 and were not subject to claims by us, such amounts were to be
released to Incline’s equityholders and optionholders, subject to certain conditions set forth in the merger agreement. In December 2014, we entered into a
settlement and amendment to the merger agreement, which resulted in revisions to certain milestone triggers, a reduction in total potential milestone payments
and the immediate release of the escrow fund to us.

Under the terms of our agreement with Incline, as amended, we agreed to pay up to $189.3 million in cash in the aggregate, less certain related expenses, to
Incline’s former equityholders and optionholders and up to $115.5 million in additional payments to other third parties.

Collaboration with AstraZeneca LP. On April 25, 2012, we entered into a global collaboration agreement with AstraZeneca LP, or AstraZeneca, pursuant to
which we and AstraZeneca agreed to collaborate globally to develop and commercialize certain acute ischemic heart disease compounds. For the year ended
December 31, 2014, AstraZeneca LP paid us $16.0 million under the agreement. Effective December 31, 2014, our global collaboration agreement with
AstraZeneca LP was terminated and we ceased to co-promote AstraZeneca LP’s BRILINTA.

Targanta Therapeutics Corporation. In February 2009, we acquired Targanta Therapeutics Corporation, or Targanta, a biopharmaceutical company focused
on developing and commercializing innovative antibiotics to treat serious infections in the hospital and other institutional settings.

Under the terms of our agreement with Targanta, we paid Targanta shareholders an aggregate of approximately $42.0 million in cash at closing. In addition,
we originally agreed to pay contingent cash payments up to an additional $90.4 million in the aggregate. This amount has been reduced to $49.4 million as
certain milestones have not been achieved by specified dates. We will owe $49.4 million if aggregate net sales of Orbactiv in four consecutive calendar quarters
ending on or before December 31, 2021 reach or exceed $400.0 million, and up to an additional $40.0 million in additional payments to other third parties.

Agreements with Biomedical Advanced Research and Development Authority (BARDA)

2016 BARDA OTA Agreement. In September 2016, we entered into an agreement with the Biomedical Advanced Research and Development Authority, or
BARDA, of the U.S. Department of Health and Human Services, or HHS. This agreement, which we refer to as the BARDA OTA agreement, was established
under HHS’s Other Transaction Authority, known as OTA. Under the BARDA OTA agreement, we have the potential to receive up to $132.0 million in funding to
support the development of early and late stage antibacterial candidates. The BARDA OTA agreement is a cost-sharing arrangement that consists of an initial
base period and four option periods that BARDA may exercise in its sole discretion pursuant to the agreement. The BARDA OTA agreement provides for an
initial commitment by BARDA of $32.0 million for the base period, and up to an additional $100.0 million if the remaining four options are exercised by BARDA.
Under this cost-sharing arrangement, we will be responsible for a portion of the costs associated with each period of work. If all option periods are exercised by
BARDA, the estimated period of performance is expected to end in 2021, unless extended by the parties. Either party is entitled to terminate the agreement for
convenience, in whole or in part upon 90 days written notice, and BARDA’s future period obligations are subject to Congressionally
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approved annual appropriations. We expect to use the total award under the BARDA OTA agreement to support non-clinical development activities, non-clinical
toxicology, clinical studies, manufacturing, program management, and associated regulatory activities designed to advance Carbavance and a portfolio of
potential new antibiotic drug candidates targeting drug resistant bacteria.

2014 BARDA Agreement. In February 2014, our subsidiary Rempex entered into a cost-sharing agreement with BARDA, which we refer to as the 2014
BARDA agreement. The 2014 BARDA agreement is a cost-sharing arrangement that consisted of an initial base period and seven option periods to be exercised
at BARDA’s sole discretion. Under the 2014 BARDA agreement, as modified, Rempex had the potential to receive up to $91.8 million in funding to support the
development of Carbavance. As of September 2016, when we entered into the BARDA OTA Agreement, BARDA had exercised a base period and three option
periods under the 2014 BARDA agreement and committed to total of $55.8 million under the 2014 BARDA agreement. As of September 30, 2016, approximately
$12.7 million of funds obligated during the exercised option periods remain available for reimbursement under the 2014 BARDA agreement. As a result of
entering into the BARDA OTA agreement in September 2016, we do not expect at this time that BARDA will exercise additional option periods under the 2014
BARDA agreement, although activities relating to Carbavance development will continue to be funded under its terms. Under the 2014 BARDA agreement,
Rempex is responsible for a portion of the costs associated with each period of work. The estimated period of performance for the base period and the exercised
option periods is anticipated to continue until 2019. BARDA is entitled to terminate the agreement, including the projects under the 2014 BARDA agreement for
convenience, in whole or in part, at any time. We expect to use the remaining award under the 2014 BARDA agreement to support clinical studies,
manufacturing and associated regulatory activities designed to obtain marketing approval of Carbavance in the United States for treatment of serious gram-
negative infections.

Under the terms of our agreement with Rempex, we agreed to pay former Rempex equityholders on a quarterly basis, as part of our development milestones,
a specified percentage of amounts actually received by us from BARDA. We recorded approximately $3.4 million and $12.0 million as reductions of research and
development expenses for the three months ended September 30, 2016 and 2015 , respectively, and $11.9 million and $17.5 million for the nine months ended
September 30, 2016 and 2015, respectively.

Convertible Senior Note Offerings

2023 Notes

On June 10, 2016, we completed our private offering of $402.5 million aggregate principal amount of our 2.75% convertible senior notes due 2023, or the
2023 notes, and entered into an indenture with Wells Fargo Bank, National Association, a national banking association, as trustee, governing the 2023 notes.
The net proceeds from the offering were $390.8 million, after deducting the initial purchasers’ discounts and commissions and our offering expenses.

The 2023 notes bear cash interest at a rate of 2.75% per year, payable semi-annually on January 15 and July 15 of each year, beginning on January 15,
2017. The 2023 notes will mature on July 15, 2023. The 2023 notes do not contain any financial or operating covenants or any restrictions on the payment of
dividends, incurrence of other indebtedness, or issuance or repurchase of securities by us.

Holders may convert their 2023 notes at their option at any time prior to the close of business on the business day immediately preceding April 15, 2023 only
under the following circumstances: (1) during any calendar quarter commencing on or after September 30, 2016 (and only during such calendar quarter), if the
last reported sale price of our common stock for at least 20 trading days (whether or not consecutive) during a period of 30 consecutive trading days ending on
the last trading day of the immediately preceding calendar quarter is greater than or equal to 130% of the conversion price on each applicable trading day; (2)
during the five business day period after any five consecutive trading day period, or measurement period, in which the trading price, as defined in the indenture
governing the 2023 notes, per $1,000 principal amount of 2023 notes for each trading day of the measurement period was less than 98% of the product of the
last reported sale price of our common stock and the conversion rate on each such trading day; (3) during any period after we have issued notice of redemption
until the close of business on the scheduled trading day immediately preceding the relevant redemption date; or (4) upon the occurrence of specified corporate
events. On or after April 15, 2023, until the close of business on the second scheduled trading day immediately preceding the maturity date, holders may
convert their 2023 notes at any time, regardless of the foregoing circumstances. Upon conversion, the Company will pay or deliver, as the case may be, cash,
shares of the Company’s common stock or a combination of cash and shares of the Company’s common stock, at the Company’s election based upon a daily
conversion value calculated on a proportionate basis for each trading day in a 50 trading day observation period (as more fully described in the 2023 Notes
Indenture).

The conversion rate for the 2023 notes was initially, and remains, 20.4198 shares of our common stock per $1,000 principal amount of the 2023 notes, which
is equivalent to an initial conversion price of approximately $48.97 per share of our common
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stock. The conversion rate and the conversion price are subject to customary adjustments for certain events, including, but not limited to, the issuance of certain
stock dividends on our common stock, the issuance of certain rights or warrants, subdivisions, combinations, distributions of capital stock, indebtedness, or
assets, cash dividends and certain issuer tender or exchange offers, as described in the indenture governing the 2023 notes.

We may not redeem the 2023 notes prior to July 15, 2020. We may redeem for cash all or any portion of the 2023 notes, at our option, on or after July 15,
2020 if the last reported sale price of our common stock has been at least 130% of the conversion price then in effect on the last trading day of, and for at least
19 other trading days (whether or not consecutive) during, any 30 consecutive trading day period ending on, and including, the trading day immediately
preceding the date on which we provides notice of redemption, at a redemption price equal to 100% of the principal amount of the 2023 notes to be redeemed,
plus accrued and unpaid interest to, but excluding, the redemption date. However, no redemption date may be designated that falls on or after the 52nd
scheduled trading date prior to maturity. No sinking fund is provided for the 2023 notes, which means that we are not required to redeem or retire the 2023 notes
periodically.

If we undergo a fundamental change, as defined in the indenture governing the 2023 notes, subject to certain conditions, holders of the 2023 notes may
require us to repurchase for cash all or part of their 2023 notes at a repurchase price equal to 100% of the principal amount of the 2023 notes to be repurchased,
plus accrued and unpaid interest to, but excluding, the fundamental change repurchase date. Following certain corporate transactions that constitute a change of
control, we would increase the conversion rate for a holder who elects to convert the 2023 notes in connection with such change of control in certain
circumstances.

The 2023 notes are our senior unsecured obligations and will rank senior in right of payment to our future indebtedness that is expressly subordinated in right
of payment to the 2023 notes; equal in right of payment to our existing and future unsecured indebtedness that is not so subordinated (including the 2017 notes
and the 2022 notes); effectively junior in right of payment to any of our secured indebtedness to the extent of the value of the assets securing such
indebtedness; and structurally junior to all existing and future indebtedness and other liabilities (including trade payables) incurred by our subsidiaries.

The indenture governing the 2023 notes contains customary events of default with respect to the 2023 notes, including that upon certain events of default
(including our failure to make any payment of principal on the 2023 notes when due and payable or our failure to make any interest payment on the 2023 notes
when due and payable and such failure continues for a period of thirty days) occurring and continuing, the trustee for the 2023 notes by notice to us, or the
holders of at least 25% in principal amount of the outstanding 2023 notes by notice to us and the trustee for the 2023 notes, may, and the trustee at the request
of such holders (subject to the provisions of the indenture governing the 2023 notes) shall, declare 100% of the principal of and accrued and unpaid interest, if
any, on all the 2023 notes to be due and payable. In case of certain events of bankruptcy, insolvency or reorganization, involving us or a significant subsidiary,
100% of the principal of and accrued and unpaid interest on the 2023 notes will automatically become due and payable. Upon such a declaration of acceleration,
such principal and accrued and unpaid interest, if any, will be due and payable immediately.

Capped Call Transactions

To minimize the impact of potential dilution upon conversion of the 2023 Notes, the Company entered into capped call transactions separate from the
issuance of the 2023 Notes with certain counterparties. The capped calls have a strike price of $48.97 per share and a cap price of $64.68 per share and are
exercisable when and if the 2023 Notes are converted. If upon conversion of the 2023 Notes, the price of the Company’s common stock is above the strike price
of the capped calls, the counterparties will deliver shares of the Company’s common stock and/or cash with an aggregate value equal to the difference between
the price of the Company’s common stock at the conversion date and the strike price, multiplied by the number of shares of the Company’s common stock
related to the capped calls being exercised. The Company paid $33.9 million for these capped call transactions.

For any conversions of the 2023 Notes prior to the close of business on the 52nd scheduled trading day immediately preceding the stated maturity date of
the 2023 Notes, including without limitation upon an acquisition of the Company or similar business combination, a corresponding portion of the capped calls will
be terminated. Upon such termination, the portion of the capped calls being terminated will be settled at fair value (subject to certain limitations), as determined
by the counterparties to the capped calls and no payments will be due from the Company to such counterparties. The capped calls expire on the earlier of (i)
the last day on which any Convertible Securities remain outstanding and (ii) the second “Scheduled Trading Day” (as defined in the indenture) immediately
preceding the “Maturity Date” (as defined in the indenture).

2022 Notes

On January 13, 2015, we completed our private offering of $400.0 million aggregate principal amount of our 2.50% convertible senior notes due 2022, or the
2022 notes, and entered into an indenture with Wells Fargo Bank, National Association, a national banking association, as trustee, governing the 2022 notes.
The net proceeds from the offering were $387.2 million, after deducting the initial purchasers’ discounts and commissions and our offering expenses.
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The 2022 notes bear cash interest at a rate of 2.50% per year, payable semi-annually on January 15 and July 15 of each year, beginning on July 15, 2015.
The 2022 notes will mature on January 15, 2022. The 2022 notes do not contain any financial or operating covenants or any restrictions on the payment of
dividends, incurrence of other indebtedness, or issuance or repurchase of securities by us.

Holders may convert their 2022 notes at their option at any time prior to the close of business on the business day immediately preceding October 15, 2021
only under the following circumstances: (1) during any calendar quarter commencing on or after March 31, 2015 (and only during such calendar quarter), if the
last reported sale price of our common stock for at least 20 trading days (whether or not consecutive) during a period of 30 consecutive trading days ending on
the last trading day of the immediately preceding calendar quarter is greater than or equal to 130% of the conversion price on each applicable trading day; (2)
during the five business day period after any five consecutive trading day period, or measurement period, in which the trading price, as defined in the indenture
governing the 2022 notes, per $1,000 principal amount of 2022 notes for each trading day of the measurement period was less than 98% of the product of the
last reported sale price of our common stock and the conversion rate on each such trading day; (3) during any period after we have issued notice of redemption
until the close of business on the scheduled trading day immediately preceding the relevant redemption date; or (4) upon the occurrence of specified corporate
events. On or after October 15, 2021, until the close of business on the second scheduled trading day immediately preceding the maturity date, holders may
convert their 2022 notes at any time, regardless of the foregoing circumstances. Upon conversion, we will pay cash up to the aggregate principal amount of the
2022 notes to be converted and deliver shares of our common stock in respect of the remainder, if any, of its conversion obligation in excess of the aggregate
principal amount of 2022 notes being converted, subject to a daily share cap, as described in the indenture governing the 2022 notes. Holders of 2022 notes will
not receive any additional cash payment or additional shares representing accrued and unpaid interest, if any, upon conversion of a note, except in limited
circumstances. Instead, accrued but unpaid interest will be deemed to be paid by the cash and shares, if any, of our common stock, together with any cash
payment for any fractional share, paid or delivered, as the case may be, upon conversion of a 2022 note.

The conversion rate for the 2022 notes was initially, and remains, 29.8806 shares of our common stock per $1,000 principal amount of the 2022 notes, which
is equivalent to an initial conversion price of approximately $33.47 per share of our common stock. The conversion rate and the conversion price are subject to
customary adjustments for certain events, including, but not limited to, the issuance of certain stock dividends on our common stock, the issuance of certain
rights or warrants, subdivisions, combinations, distributions of capital stock, indebtedness, or assets, cash dividends and certain issuer tender or exchange
offers, as described in the indenture governing the 2022 notes.

We may not redeem the 2022 notes prior to January 15, 2019. We may redeem for cash all or any portion of the 2022 notes, at our option, on or after
January 15, 2019 if the last reported sale price of our common stock has been at least 130% of the conversion price then in effect on the last trading day of, and
for at least 19 other trading days (whether or not consecutive) during, any 30 consecutive trading day period ending on, and including, the trading day
immediately preceding the date on which we provides notice of redemption, at a redemption price equal to 100% of the principal amount of the 2022 notes to be
redeemed, plus accrued and unpaid interest to, but excluding, the redemption date. No sinking fund is provided for the 2022 notes, which means that we are not
required to redeem or retire the 2022 notes periodically.

If we undergo a fundamental change, as defined in the indenture governing the 2022 notes, subject to certain conditions, holders of the 2022 notes may
require us to repurchase for cash all or part of their 2022 notes at a repurchase price equal to 100% of the principal amount of the 2022 notes to be repurchased,
plus accrued and unpaid interest to, but excluding, the fundamental change repurchase date. Following certain corporate transactions that constitute a change of
control, we would increase the conversion rate for a holder who elects to convert the 2022 notes in connection with such change of control in certain
circumstances.

The 2022 notes are our senior unsecured obligations and will rank senior in right of payment to our future indebtedness that is expressly subordinated in right
of payment to the 2022 notes; equal in right of payment to our existing and future unsecured indebtedness that is not so subordinated (including the 2017 notes);
effectively junior in right of payment to any of our secured indebtedness to the extent of the value of the assets securing such indebtedness; and structurally
junior to all existing and future indebtedness and other liabilities (including trade payables) incurred by our subsidiaries.

The indenture governing the 2022 notes contains customary events of default with respect to the 2022 notes, including that upon certain events of default
(including our failure to make any payment of principal or interest on the 2022 notes when due and payable) occurring and continuing, the trustee for the 2022
notes by notice to us, or the holders of at least 25% in principal amount of the outstanding 2022 notes by notice to us and the trustee for the 2022 notes, may,
and the trustee at the request of such holders (subject to the provisions of the indenture governing the 2022 notes) shall, declare 100% of the principal of and
accrued and unpaid interest, if any, on all the 2022 notes to be due and payable. In case of certain events of bankruptcy, insolvency or reorganization, involving
us or a significant subsidiary, 100% of the principal of and accrued and unpaid interest on the 2022 notes will automatically become due and payable. Upon such
a declaration of acceleration, such principal and accrued and unpaid interest, if any, will be due and payable immediately.

40

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



Table of Contents

2017 Notes

On June 11, 2012, we completed our private offering of $275.0 million aggregate principal amount of our 1.375% convertible senior notes due 2017, or the
2017 notes, and entered into an indenture with Wells Fargo Bank, National Association, a national banking association, as trustee, governing the 2017 notes.
The net proceeds from the offering were $266.2 million, after deducting the initial purchasers’ discounts and commissions and our offering expenses.

In June 2016, we used approximately $323.2 million of the net proceeds of the 2023 notes to repurchase $220.0 million in aggregate principal amount of the
2017 notes in privately negotiated transactions effected through the initial purchasers of the 2017 notes. As part of the repurchase of the 2017 notes, we settled
a proportionate amount of outstanding bond hedge and warrants related to the bonds that were repurchased for a net cash receipt of $12.6 million. We recorded
a loss of $5.4 million on the extinguishment of debt on the accompanying condensed consolidated statements of operations during the nine months ended
September 30, 2016.

The 2017 notes bear cash interest at a rate of 1.375% per year, payable semi-annually on June 1 and December 1 of each year. The 2017 notes will mature
on June 1, 2017. The 2017 notes do not contain any financial or operating covenants or any restrictions on the payment of dividends, the incurrence of other
indebtedness, or the issuance or repurchase of securities by us.

Holders may convert their 2017 notes at their option at any time prior to the close of business on the business day immediately preceding March 1, 2017
only under the following circumstances: (1) during any calendar quarter commencing on or after September 1, 2012 (and only during such calendar quarter), if
the last reported sale price of our common stock for at least 20 trading days (whether or not consecutive) during a period of 30 consecutive trading days ending
on the last trading day of the immediately preceding calendar quarter is greater than or equal to 130% of the conversion price on each applicable trading day; (2)
during the five business day period after any five consecutive trading day period, or measurement period, in which the trading price, as defined in the indenture
governing the 2017 notes, per $1,000 principal amount of 2017 notes for each trading day of the measurement period was less than 98% of the product of the
last reported sale price of our common stock and the conversion rate on each such trading day; or (3) upon the occurrence of specified corporate events. The
conditional conversion feature of the 2017 notes has been triggered and the holders are currently entitled to convert the notes into our common stock through
December 31, 2016 pursuant to the terms of the 2017 notes indenture. Additionally, on or after March 1, 2017, until the close of business on the second
scheduled trading day immediately preceding the maturity date, holders may convert their 2017 notes at any time, regardless of the foregoing circumstances.
Upon conversion, we will pay cash up to the aggregate principal amount of the 2017 notes to be converted and deliver shares of our common stock in respect of
the remainder, if any, of our conversion obligation in excess of the aggregate principal amount of the 2017 notes being converted, subject to a daily share cap, as
described in the indenture governing the 2017 notes. Holders of 2017 notes will not receive any additional cash payment or additional shares representing
accrued and unpaid interest, if any, upon conversion of a note, except in limited circumstances. Instead, accrued but unpaid interest will be deemed to be paid
by the cash and shares, if any, of our common stock, together with any cash payment for any fractional share, paid or delivered, as the case may be, upon
conversion of a 2017 note.

The conversion rate for the 2017 notes was initially, and remains, 35.8038 shares of our common stock per $1,000 principal amount of 2017 notes, which is
equivalent to an initial conversion price of $27.93 per share of our common stock. The conversion rate and the conversion price are subject to customary
adjustments for certain events, including, but not limited to, the issuance of certain stock dividends on our common stock, the issuance of certain rights or
warrants, subdivisions, combinations, distributions of capital stock, indebtedness, or assets, cash dividends and certain issuer tender or exchange offers, as
described in the indenture governing the 2017 notes.

We may not redeem the 2017 notes prior to maturity and are not required to redeem or retire the 2017 notes periodically. However, upon the occurrence of a
“fundamental change”, as defined in the indenture governing the 2017 notes, subject to certain conditions, in lieu of converting their 2017 notes, holders may
require us to repurchase for cash all or part of their 2017 notes at a repurchase price equal to 100% of the principal amount of the 2017 notes to be repurchased,
plus accrued and unpaid interest to, but excluding, the fundamental change repurchase date. Following certain corporate transactions that constitute a change
of control, we will increase the conversion rate for a holder who elects to convert the 2017 notes in connection with such change of control in certain
circumstances.

The 2017 notes are our senior unsecured obligations and will rank senior in right of payment to our future indebtedness, if any, that is expressly subordinated
in right of payment to the 2017 notes and equal in right of payment to our existing and future unsecured indebtedness that is not so subordinated (including the
2022 notes). The 2017 notes are effectively junior in right of payment to any of our secured indebtedness to the extent of the value of the assets securing such
indebtedness and are structurally junior to all existing and future indebtedness and other liabilities, including trade payables, incurred by our subsidiaries.

The indenture governing the 2017 notes contains customary events of default with respect to the 2017 notes, including that upon certain events of default,
including our failure to make any payment of principal or interest on the 2017 notes when due and payable, occurring and continuing, the trustee for the 2017
notes by notice to us, or the holders of at least 25% in principal amount

41

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



Table of Contents

of the outstanding 2017 notes by notice to us and the trustee for the 2017 notes, may, and the trustee at the request of such holders, subject to the provisions of
the indenture governing the 2017 notes, shall, declare 100% of the principal of and accrued and unpaid interest, if any, on all the 2017 notes to be due and
payable.  In case of an event of default involving certain events of bankruptcy, insolvency or reorganization, involving us or a significant subsidiary of ours, 100%
of the principal of and accrued and unpaid interest on the 2017 notes will automatically become due and payable. Upon a declaration of acceleration, such
principal and accrued and unpaid interest, if any, will be due and payable immediately.

Convertible Note Hedge and Warrant Transactions

In connection with the offering of the 2017 notes, on June 5, 2012, we entered into convertible note hedge transactions and warrant transactions with
several of the initial purchasers of the 2017 notes, their respective affiliates and other financial institutions, which we refer to as the hedge counterparties. We
used approximately $19.8 million of the net proceeds from the offering of the 2017 notes to pay the cost of the convertible note hedge transactions, after such
cost was partially offset by the proceeds to us from the sale of warrants in the warrant transactions. As part of the repurchase of $220.0 million in aggregate
principal amount of the 2017 Notes, we settled the related hedges and warrants for a net cash receipt of $12.6 million.

We expect the convertible note hedge transactions to reduce the potential dilution with respect to shares of our common stock upon any conversion of the
2017 notes in the event that the market price per share of our common stock, as measured under the terms of the convertible note hedge transactions, is greater
than the strike price of the convertible note hedge transactions, which initially corresponds to the conversion price of the 2017 notes and is subject to anti-dilution
adjustments substantially similar to those applicable to the conversion rate of the 2017 notes. The warrant transactions will have a dilutive effect with respect to
our common stock to the extent that the market price per share of our common stock, as measured under the terms of the warrant transactions, exceeds the
applicable strike price of the warrants. However, subject to certain conditions, we may elect to settle all of the warrants in cash.

Biogen Letter Agreement

On August 7, 2012, we and Biogen Idec MA Inc., or Biogen, entered into a letter agreement resolving a disagreement between the parties as to the
calculation and amount of the royalties required to be paid to Biogen by us under our license agreement with Biogen under which Biogen licensed Angiomax to
us.  The letter agreement amends the license agreement providing, among other things, that effective solely for the period from January 1, 2013 through and
including December 15, 2014, each of the royalty rate percentages payable by us as set forth in the license agreement shall be increased by one percentage
point. As of December 15, 2014, we no longer owe royalties to Biogen or Health Research, Inc. relating to sales of Angiomax in the United States. In the third
quarter of 2015, Biogen completed an audit of our books and records and indicated its belief that additional amounts are owed to Biogen under the license
agreement. In September 2015, we filed suit in the United States District Court for the District of New Jersey seeking declaratory judgments that we have
satisfied our obligations under the license agreement. In November 2015, Biogen answered the complaint denying our claims and asserting counterclaims for
breach of contract. See Part II, Item 1. Legal Proceedings, of this Quarterly Report on Form 10-Q for additional information.

U.S. Health Care Reform

In March 2010, President Obama signed into law the Patient Protection and Affordable Care Act, or PPACA, which was amended by the Health Care and
Education Reconciliation Act of 2010. The PPACA, as amended, contains numerous provisions that impact the pharmaceutical and healthcare industries that are
expected to be implemented over the next several years. We are continually evaluating the impact of the PPACA on our business. As of the date of this
Quarterly Report on Form 10-Q, we have not identified any provisions that currently materially impact our business or results of operations other than the
Biologics Price Competition and Innovation Act provisions of PPACA . However, the potential impact of the PPACA on our business and results of operations is
inherently difficult to predict because many of the details regarding the implementation of this legislation have not been determined. In addition, the impact on our
business and results of operations may change as and if our business evolves.

On July 9, 2012, President Obama signed the Food and Drug Administration Safety and Innovation Act, or FDASIA. Under the “Generating Antibiotic
Incentives Now,” or GAIN, provisions of FDASIA, the FDA may designate a product as a qualified infectious disease product, or QIDP. A QIDP is defined as an
antibacterial or antifungal drug for human use intended to treat serious or life-threatening infections, including those caused by either an antibacterial or
antifungal resistant pathogen, including novel or emerging infectious pathogens or a so-called “qualifying pathogen” found on a list of potentially dangerous,
drug-resistant organisms to be established and maintained by the FDA under the new law.  The GAIN provisions describe several examples of “qualifying
pathogens,” including methicillin-resistant Staphylococcus aureus, or MRSA, and Clostridium difficile. Upon the
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designation of a drug by the FDA as a QIDP, any non-patent exclusivity period awarded to the drug will be extended by an additional five years.  This extension
is in addition to any pediatric exclusivity extension awarded. 

We developed Orbactiv for the treatment of ABSSSI, including infections caused by MRSA, and are exploring the development of a new formulation of
Orbactiv in addition to other indications, including ABSSSI in children, uncomplicated bacteremia, endocarditis, prosthetic joint infections, and other gram-
positive bacterial infections. We developed the new formulation of Minocin IV, which is approved by the FDA for the treatment of infections due to susceptible
strains of designated gram-negative bacteria, including those due to Acinetobacter spp, and designated gram-positive bacteria. We are also developing
Carbavance for the treatment of hospitalized patients with serious gram-negative bacterial infections. In November 2013, the FDA designated Orbactiv a QIDP.
In August 2014, following approval of Orbactiv, the FDA informed us that Orbactiv met the criteria for an additional five years of non-patent exclusivity to be
added to the five year exclusivity period already provided by the Food, Drug and Cosmetic Act. As a result, Orbactiv’s non-patent regulatory exclusivity is
scheduled to expire in August 2024. In December 2013, the FDA designated Carbavance a QIDP. We expect that, if we submit an NDA for Carbavance and the
NDA is approved, Carbavance would receive an additional five years of non-patent exclusivity. In April 2015, the FDA designated the new formulation of Minocin
IV a QIDP for certain additional potential indications involving gram-negative bacteria, and we expect that if we submit a supplemental NDA for one or more of
those indications and such supplemental NDA is approved, Minocin IV would receive an additional five years of non-patent exclusivity with respect to such
indications.

Results of Operations

Three and Nine Months Ended September 30, 2016 Compared to Three and Nine Months Ended September 30, 2015

Total Net Revenues:

Total net revenues decreased 34.3% to $37.6 million for the three months ended September 30, 2016  as compared to $57.2 million for the three months
ended September 30, 2015. Total net revenues decreased 41.0% to $142.6 million for the nine months ended September 30, 2016  as compared to $241.8
million for the nine months ended September 30, 2015 .

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Net product
revenues $ 18,843  $ 32,703  $ (13,860)  (42.4)%  $ 80,542  $ 217,337  $ (136,795)  (62.9)%
Royalty revenues 18,756  24,503  (5,747)  (23.5)%  62,094  24,503  37,591  153.4 %

Total net revenues $ 37,599  $ 57,206  $ (19,607)  (34.3)%  $ 142,636  $ 241,840  $ (99,204)  (41.0)%

Net Product Revenues:

The following table reflects the components of net product revenues for the three and nine months ended September 30, 2016 and 2015 :

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Angiomax $ 10,154  $ 22,499  $ (12,345)  (54.9)%  $ 42,837  $ 188,754  $ (145,917)  (77.3)%
Other products 8,689  10,204  (1,515)  (14.8)%  37,705  28,583  9,122  31.9 %
Net product
revenues $ 18,843  $ 32,703  $ (13,860)  (42.4)%  $ 80,542  $ 217,337  $ (136,795)  (62.9)%

Net product revenues decreased by $13.9 million, or 42.4%, to $18.8 million in the three months ended September 30, 2016  compared to $32.7 million in the
three months ended September 30, 2015 , reflecting decreases in net product revenues in the United States of $12.0 million and in international markets of $1.9
million.
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Net product revenues decreased by $136.8 million, or 62.9%, to $80.5 million in the nine months ended September 30, 2016  compared to $217.3 million in
the nine months ended September 30, 2015 , reflecting decreases of $131.5 million in the United States and of $5.3 million in international markets.

Angiomax. Net product revenues from sales of Angiomax decreased by $12.3 million, or 54.9%, to $10.2 million in the three months ended September 30,
2016 compared to $22.5 million in the three months ended September 30, 2015 . Net product revenues from sales of Angiomax decreased by $145.9 million, or
77.3%, to $42.8 million in the nine months ended September 30, 2016  compared to $188.8 million in the nine months ended September 30, 2015 . The
decrease in the three and nine months ended September 30, 2016  was due to price and volume due to the launch of generic versions of bivalirudin in the
United States in July 2015. On July 2, 2015, the Federal Circuit Court ruled that our '343 patent and our '727 patent, each covering Angiomax, were invalid under
the “on sale” bar. On July 15, 2015, Hospira's ANDAs for its generic versions of bivalirudin were approved by the FDA and Hospira began selling its generic
version of bivalirudin. On November 13, 2015, our petition for en banc review of the Federal Circuit Court's July 2, 2015 decision was granted and the Federal
Circuit Court vacated its July 2, 2015 decision. On July 11, 2016, in an unanimous decision, the en banc Court ruled in our favor by finding that the ‘727 patent
and the ‘343 patent were not invalid under the “on sale” bar. Notwithstanding the Federal Circuit Court’s November 13, 2015 and July 11, 2016 decisions, due to
the Federal Circuit Court’s July 2, 2015 decision and our resulting entry into a supply and distribution agreement with Sandoz and Hospira’s entry into the market,
Angiomax is now subject to generic competition with the authorized generic and Hospira’s generic bivalirudin products. Of the $10.2 million and $42.8 million of
net product revenues from sales of Angiomax in the three and nine months ended September 30, 2016 , respectively, $4.9 million and $15.6 million, respectively,
related to shipments of generic Angiomax to Sandoz. For the three and nine months ended September 30, 2015 , $3.9 million of net product revenues related to
shipments of generic Angiomax to Sandoz.

Net product revenues in the United States in the three and nine months ended September 30, 2016 and 2015  reflect chargebacks related to the 340B Drug
Pricing Program and rebates related to the PPACA. Under the 340B Drug Pricing Program, we offer qualifying entities a discount off the commercial price of
Angiomax for patients undergoing PCI on an outpatient basis. Chargebacks related to the 340B Drug Pricing Program decreased to $1.5 million in the three
months ended September 30, 2016 compared to $6.7 million in the three months ended September 30, 2015  and $6.7 million in the nine months ended
September 30, 2016 compared to $45.6 million in the nine months ended September 30, 2015  primarily due to the reduction in wholesaler purchases. Rebates
related to the PPACA decreased to $0.5 million in the nine months ended September 30, 2016  compared to $1.8 million in the nine months ended September
30, 2015. Rebates related to the PPACA in the three months ended September 30, 2015  were $0.6 million.

Other Products. Net product revenues from sales of Cleviprex, Minocin IV, Orbactiv, ready-to-use Argatroban, Kengreal and Ionsys decreased by
approximately $1.5 million, or 14.8%, to $8.7 million in the three months ended September 30, 2016  from $10.2 million in the three months ended September
30, 2015, primarily due to the sale of the Non-Core ACC Products in June 2016. Net product revenues from sales of Minocin IV and Orbactiv were $2.2 million
and $4.3 million, respectively, in the three months ended September 30, 2016  compared to $1.0 million and $2.3 million, respectively, in the three months
ended September 30, 2015.

Net product revenues from sales of Cleviprex, ready-to-use Argatroban, Minocin IV, Orbactiv, Kengreal and Ionsys increased by $9.1 million, or 31.9%, to
$37.7 million in the nine months ended September 30, 2016  from $28.6 million in the nine months ended September 30, 2015 , primarily due to increases in
revenue due to increased volume from Orbactiv and Kengreal and price increases in Minocin IV due to a reformulation of the product. This is partially offset by a
decrease in ready-to-use Argatroban and Cleviprex net product revenues. Net product revenues from sales of Minocin IV and Orbactiv were $5.5 million and
$11.4 million, respectively, in the nine months ended September 30, 2016 , compared to $2.7 million and $5.4 million, respectively, in the nine months ended
September 30, 2015.

Royalty Revenues:

For the three and nine months ended September 30, 2016 , we recognized $18.8 million and $62.1 million, respectively, and for both the three and nine
months ended September 30, 2015, we recognized $24.5 million in royalty revenues related to the authorized generic sale of Angiomax to hospitals by Sandoz.
Royalty revenues may decline in 2016 and in future years due to competition from generic versions of bivalirudin.

Cost of Product Revenues:

Cost of product revenues for the three months ended September 30, 2016  was $20.8 million, or 110.3% of net product revenues, compared to $49.2 million,
or 150.4% of net product revenues, in the three months ended September 30, 2015 . Cost of product
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revenues for the nine months ended September 30, 2016  was $54.8 million, or 68.0% of net product revenues, compared to $94.5 million, or 43.5% of net
product revenues, for the nine months ended September 30, 2015 .

Cost of product revenues during these periods consisted of:

• expenses in connection with the manufacture of our products sold, including expenses related to excess inventory offset by the positive impact of sales
of previously reserved units;

• royalty expenses under our agreement with Eli Lilly and Company related to Orbactiv, our agreement with AstraZeneca related to Cleviprex and our
agreement with Eagle Pharmaceuticals, Inc. related to ready-to-use Argatroban;

• amortization of the costs of selling rights agreements, product licenses, developed product rights and other identifiable intangible assets, which result
from product and business acquisitions; and

• logistics costs related to Angiomax, Cleviprex, Orbactiv, Minocin IV, ready-to-use Argatroban, Kengreal and Ionsys, including distribution, storage, and
handling costs.

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  % of Total  2015  % of Total  2016  % of Total  2015  % of Total

 (in thousands)    (in thousands)    (in thousands)    (in thousands)   
Manufacturing/Logistics $ 7,275  35.0%  $ 12,193  24.8%  $ 29,052  53.0%  $ 37,544  39.7%
Royalties 715  3.5%  1,001  2.0%  5,063  9.2%  7,171  7.6%
Impairment of inventory and amortization of
acquired product rights and intangible assets 12,787  61.5%  35,994  73.2%  20,689  37.8%  49,767  52.7%

Total cost of product revenues $ 20,777  100.0%  $ 49,188  100.0%  $ 54,804  100.0%  $ 94,482  100.0%

Cost of product revenues decreased by $28.4 million and $39.7 million, respectively, during the three and nine months ended September 30, 2016  compared
to the three and nine months ended September 30, 2015 . These decreases are mainly due to reserves of $30.0 million and $37.2 million recorded in the three
and nine months ended September 30, 2015, respectively, for potential Angiomax inventory obsolescence costs and potential losses on future inventory
purchase commitments. There were reversals of inventory reserves related to Angiomax units sold through to hospitals in the three and nine months ended
September 30, 2016 of $1.4 million and $6.3 million, respectively. These decreases are partially offset by a $7.4 million reserve for potential inventory
obsolescence relating to Ionsys. We project that certain components of Ionsys will expire prior to the expected future sales. Manufacturing/logistics expenses
also decreased due to the reduction in Angiomax product sales as well as the sale of the Non-Core ACC Products.

Research and Development Expenses:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  % of Total  2015  % of Total  2016  % of Total  2015  % of Total

 (in thousands)    (in thousands)    (in thousands)    (in thousands)   
Marketed products $ 3,820  16.2%  $ 7,067  26.1%  $ 14,408  15.2%  $ 23,577  28.3%
Registration stage product candidates —  —%  —  —%  —  —%  5,476  6.6%
Research and development product candidates 19,717  83.9%  20,035  73.9%  80,187  84.8%  54,367  65.1%

Total research and development expenses $ 23,537  100.1%  $ 27,102  100.0%  $ 94,595  100.0%  $ 83,420  100.0%

Research and development expenses decreased by $3.6 million during the three months ended September 30, 2016  compared to three months ended
September 30, 2015 and increased $11.2 million during the nine months ended September 30, 2016  compared to nine months ended September 30, 2015 . The
decrease in research and development expenses during the three months ended September 30, 2016  is primarily due to a decrease in expenses associated
with MDCO-216 of approximately $8.1 million and Angiomax of approximately $2.4 million. This decrease is partially offset by increases of $4.1 million in costs
associated with
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the anticipated new drug application (NDA) filing for Carbavance and increases in PCSK9si of $4.4 million due to increased costs in support of the ongoing
Phase II clinical trial for PCSK9si.

The increase in research and development expenses during the nine months ended September 30, 2016  compared to 2015 is primarily due to increases in
expenses associated with MDCO-216, PCSK9si and Carbavance. Research and development expenses associated with MDCO-216 increased by $4.8 million
reflecting higher costs incurred in 2016 to support manufacturing development scale up efforts and a $10.0 million development milestone. Research and
development expenses related to PCSK9si and Carbavance increased $11.2 million and $5.4 million, respectively, for the reasons noted above. These
increases are partially offset by decreases in research and development costs for Orbactiv and Kengreal during the nine months ended September 30, 2016  as
these products were approved by the FDA and launched in 2015.

We expect research and development expenses in 2016 to increase primarily due to increased costs related to manufacturing development activities for
Carbavance, clinical trials of MDCO-216, MDCO-700 and PCSK9si.

Selling, General and Administrative Expenses:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Selling, Marketing and
promotional $ 30,351  $ 49,598  $ (19,247)  (38.8)%  $ 119,607  $ 147,600  $ (27,993)  (19.0)%
General Corporate and
Administrative $ 38,671  $ 37,294  $ 1,377  3.7 %  $ 122,871  $ 113,386  $ 9,485  8.4 %
Total selling, general and
administrative expenses $ 69,022  $ 86,892  $ (17,870)  (20.6)%  $ 242,478  $ 260,986  $ (18,508)  (7.1)%

Selling, general and administrative expenses decreased by $17.9 million and $18.5 million, respectively, for the three and nine months ended September
30, 2016 as compared to the three and nine months ended September 30, 2015 . These decreases are primarily due to a decrease of $19.2 million and $28.0
million, respectively, in selling, marketing and promotional expenses partially offset by an increase of $1.4 million and $9.5 million, respectively, in general
corporate and administrative expenses for the three and nine months ended September 30, 2016 .

Selling, marketing and promotional expenses decreased by $19.2 million and $28.0 million, respectively, in the three and nine months ended September 30,
2016, primarily due to the sale of the Non-Core ACC Products and overall shift in corporate strategy and increased focus on research and development. These
decreases are partially offset by increases in selling, marketing and promotional expenses for Ionsys.

General corporate and administrative expenses increased by $1.4 million and $9.5 million, respectively, in the three and nine months ended September 30,
2016. The increase in general corporate and administrative expenses for the three months ended September 30, 2016  is primarily due to an increase of $3.4
million reflecting adjustments to the fair value of contingent consideration due to the former equityholders of Targanta, Incline, Rempex and Annovation. This is
partially offset by a decrease in corporate infrastructure costs of $2.0 million. The increase in general corporate and administrative expenses for the nine months
ended September 30, 2016 is primarily due to disposal costs of $7.9 million and a reduction in workforce of $16.3 million initiated in June 2016 related to the sale
of the Non-Core ACC Products. See Note 14, “Restructuring,” in the accompanying notes to condensed consolidated financial statements included in this
Quarterly Report on Form 10-Q for further details on the reduction in workforce. The increase in general corporate and administrative expenses for the nine
months ended September 30, 2016 is partially offset by a decrease of $8.9 million reflecting adjustments to the fair value of the contingent consideration.

We expect our selling, general and administrative expenses will continue to decrease in 2016 due to a decrease in headcount from the workforce reduction.
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Co-promotion and License Income:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Co-promotion and license
income $ 757  $ 985  $ (228)  (23.1)%  $ 3,073  $ 10,011  $ (6,938)  (69.3)%

During both the three months ended September 30, 2016 and 2015 , we recorded license income of $0.1 million under our collaboration agreement with
SciClone Pharmaceuticals, or SciClone. During the nine months ended September 30, 2016 and 2015 , we recorded license income of $0.4 million and $8.1
million, respectively, under our collaboration agreement with SciClone and $0.8 million and $1.9 million, respectively, in co-promotion income under our license
agreement with Eagle related to ready-to-use Argatroban. The decrease in SciClone revenue is due to the one-time revenue recognized in the nine months
ended September 30, 2015 related to commercialization rights.

During the three and nine months ended September 30, 2016 , we recognized $0.6 million and $1.9 million, respectively, in license income under our
collaboration agreement with SymBio Pharmaceuticals Ltd.

Gain on Remeasurement of Equity Investment:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Gain on remeasurement of
equity investment $ —  $ —  $ —  —%  $ —  $ 22,597  $ (22,597)  (100.0)%

We completed the acquisition of Annovation in February 2015 and Annovation became our wholly owned subsidiary. We accounted for our acquisition of
Annovation as a step acquisition which required that we remeasure the fair value of our existing 35.8% ownership interest (previously accounted for as an equity
method investment). The fair value of our interest in Annovation was $25.9 million upon the closing of the acquisition, resulting in a non-cash pre-tax gain of
$22.6 million for the nine months ended September 30, 2015 .

Gain on Sale of Investment:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Gain on sale of investment $ —  $ —  $ —  —%  $ —  $ 19,773  $ (19,773)  (100.0)%

In the second quarter of 2015, we sold an investment in a specialty pharmaceutical company that had a zero cost basis as the carrying amount was deemed
impaired in 2009 and realized a net gain on sale of approximately $19.8 million. This amount was reflected in our consolidated statements of operations as a
gain on sale of investment during the nine months ended September 30, 2015 .

Gain on Sale of Business:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Gain on sale of assets $ —  $ —  $ —  —%  $ 288,301  $ —  $ 288,301  100.0%

During the nine months ended September 30, 2016 , we recorded a gain of $288.3 million from the sale of the Non-Core ACC products. For further details,
see Note 15, “Dispositions,” in the accompanying notes to condensed consolidated financial statements included in this Quarterly Report on Form 10-Q.
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Loss on Extinguishment of Debt:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Loss on extinguishment of debt $ —  $ —  $ —  —%  $ 5,380  $ —  $ 5,380  100.0%

During the nine months ended September 30, 2016 , we recorded a loss of $5.4 million on the extinguishment of debt for the repurchase of $220 million
principal amount of the 2017 notes. For further details, see Note 10, “Convertible Senior Notes,” in the accompanying notes to condensed consolidated financial
statements included in this Quarterly Report on Form 10-Q.

Legal Settlement:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Legal settlement $ —  $ 5,000  $ (5,000)  (100.0)%  $ —  $ 5,000  $ (5,000)  (100.0)%

During the three and nine months ended September 30, 2015 , we recorded a gain from a legal settlement of $5.0 million relating to the extension of the ‘404
patent.

Interest Expense:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Interest expense $ 12,089  $ 9,547  $ 2,542  26.6%  $ 32,198  $ 27,510  $ 4,688  17.0%

During the three and nine months ended September 30, 2016 , we recorded approximately $12.1 million and $32.2 million, respectively, in interest expense
related to the 2017 Notes, 2022 Notes, and 2023 Notes as compared to $9.5 million and $27.5 million, respectively, in interest expense related to the 2017
Notes and 2022 Notes during the three and nine months ended September 30, 2015 . The increase in interest expense in the three and nine months ended
September 30, 2016 is due to an increase in the debt as well as higher effective interest rates. We expect an increase in interest expense in 2016 as compared
to 2015 as a result of the higher effective interest rate on the 2023 notes.

Other Income (Loss) :

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Other income (loss) $ 865  $ (89)  $ 954  *  $ 741  $ 609  $ 132  21.7%

* Represents a change in excess of 100%               

Other income (loss), which is comprised of interest income and gains and losses on foreign currency transactions, increased by $1.0 million for the three
months ended September 30, 2016 as compared to the three months ended September 30, 2015  primarily due to an increase in gains on foreign currency
transactions. Other income increased by $0.1 million for the nine months ended September 30, 2016 , as compared to the nine months ended September 30,
2015, primarily due to decreases in interest income.
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Provision for Income Taxes:

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
(Provision) benefit for income
taxes $ (163)  $ 19,001  $ (19,164)  *  $ (220)  $ 12,895  $ (13,115)  *

* Represents a change in excess of 100%               

We recorded a provision for income taxes of $0.2 million and a benefit for income taxes of $19.0 million for the three months ended September 30, 2016 and
2015, respectively, based on a loss from continuing operations before income taxes of $86.2 million and $109.6 million for the same periods. Our effective
income tax rates for the three months ended September 30, 2016 and 2015  were approximately (0.2)% and 17.3%, respectively. This change in effective tax
rates was primarily driven by a projected loss for the year 2016, which was offset by the establishment of a valuation allowance against certain deferred tax
assets including portions of 2015 losses, an increase in foreign taxable income, and an increase in the non-cash tax impact arising from changes in the value of
contingent consideration under our agreements for the acquisitions of Targanta, Incline, Rempex and Annovation.

We recorded a provision for income taxes of $0.2 million and a benefit for income taxes of $12.9 million for the nine months ended September 30, 2016 and
2015, respectively, based on income from continuing operations before income taxes of $5.3 million and loss from continuing operations before income taxes of
$166.6 million for the nine months ended September 30, 2016 and 2015 , respectively. Our effective income tax rates for the nine months ended September 30,
2016 and 2015 were approximately 4.1% and 7.7%, respectively. This change in the effective tax rate was primarily driven by our projected loss for the year
2016 and its inability to realize any benefit from this loss due to the establishment of a valuation allowance against substantial portions of its deferred tax assets
during the fourth quarter of 2015. For the nine months ended September 30, 2016 , our provision for income taxes is the result of state tax minimums and
estimated taxes due by profitable foreign subsidiaries.

Income (Loss) From Discontinued Operations, Net Of Tax :

 Three Months Ended September 30,  Nine Months Ended September 30,

 2016  2015  Change $  Change %  2016  2015  Change $  Change %

 (in thousands)    (in thousands)   
Income (loss) from
discontinued operations, net
of tax $ 96  $ (14,515)  $ 14,611  (100.7)%  $ (1,390)  $ 6,999  $ (8,389)  (119.9)%

* Represents a change in excess of 100%               

For details on discontinued operations, see Note 16, “Discontinued Operations,” in the accompanying notes to condensed consolidated financial statements
included in this Quarterly Report on Form 10-Q.

Liquidity and Capital Resources

Sources of Liquidity

Since our inception, we have financed our operations principally through revenues from sales of Angiomax, the sale of common stock, convertible promissory
notes and warrants and interest income. We expect revenue from sales of Angiomax will be significantly lower in 2016 and in future years due to generic
competition. These reduced revenues are likely to significantly impact our cash and cash equivalents and how we finance our operations.

Cash Flows

As of September 30, 2016, we had $600.4 million in cash and cash equivalents, as compared to $373.2 million as of December 31, 2015. The increase in
cash and cash equivalents in the nine months ended September 30, 2016  was primarily due to $423.3 million and $65.7 million of net cash provided by
investing activities and financing activities, respectively. The increase in cash is partially offset by $261.0 million of net cash used in operating activities.
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Net cash used in operating activities was $261.0 million in the nine months ended September 30, 2016 , compared to net cash used in operating activities of
$85.5 million in the nine months ended September 30, 2015 . The cash used in operating activities during the nine months ended September 30, 2016  is
primarily due to changes in working capital items of $66.3 million and decreases due to non-cash items of $198.4 million, partially offset by net income of $3.7
million. Non-cash items consist of depreciation and amortization, amortization of debt discount, stock compensation expense, extinguishment of debt, gain on
the sale of the Non-Core ACC Products, changes in contingent consideration obligations and reserve for excess or obsolete inventory.

Net cash used in operating activities was $85.5 million in the nine months ended September 30, 2015 . The cash used in operating activities during the nine
months ended September 30, 2015 is primarily due to a net loss of $146.7 million and changes in working capital items of $3.3 million, partially offset by
increases due to non-cash items of $64.6 million. The changes in working capital items reflect an increase in inventory balances due to the purchase of
Recothrom inventory for approximately $44.0 million from Bristol-Myers Squibb Company in February 2015. Decreases to accounts payable and accrued
expenses were offset by decreases in accounts receivable primarily due to timing of customer payments and lower overall revenue. Non-cash items consist of
depreciation and amortization, amortization of debt discount, share-based compensation expense, recognition of a gain on remeasurement of equity interest in
Annovation, asset impairment, changes in contingent consideration obligations and reserve for excess or obsolete inventory.

Net cash provided by investing activities was $423.3 million in the nine months ended September 30, 2016 , which was primarily due to the sale of the
Hemostasis Business completed in February 2016 and the sale of the Non-Core ACC Products completed in June 2016.

Net cash used in investing activities was $123.4 million in the nine months ended September 30, 2015 . The cash used in investing activities was primarily
due to the payment of $28.4 million in connection with our acquisition of Annovation in February 2015, $88.1 million in connection with our acquisition of the
remaining Recothrom assets in February 2015 and $24.5 million in milestone payments to third parties upon FDA approval and commercial launch of Ionsys and
Kengreal. These payments were partially offset by $19.8 million from the sale of an investment.

Net cash provided by financing activities was $65.7 million in the nine months ended September 30, 2016 , which reflected the net proceeds from the
issuance of the 2023 Notes of $390.8 million, offset by the repurchase of $220.0 million of the 2017 Notes for approximately $323.2 million and the purchase of
the capped call in connection with the 2023 Notes for approximately $33.9 million. As part of the repurchase of the 2017 Notes, we settled the outstanding bond
hedge and warrants related to the bonds repurchased for a net cash receipt of $12.6 million. Net cash provided by financing activities also includes $27.4 million
of proceeds from issuance of common stock and purchases of stock under our employee stock purchase plan, offset by $7.9 million in milestone payments.

Net cash provided by financing activities was $346.9 million in the nine months ended September 30, 2015 , which reflected $387.2 million in net proceeds
from the issuance of convertible notes in January 2015 and $89.7 million of proceeds from issuance of common stock and purchases of stock under our
employee stock purchase plan, offset by $130.1 million in milestone payments.

Funding Requirements

We expect to devote substantial financial resources to our research and development efforts, clinical trials, nonclinical and preclinical studies and regulatory
approvals and to our commercialization and manufacturing programs associated with our products and our products in development. We also will require cash to
pay interest on the $55.0 million aggregate principal amount of the 2017 notes that remain outstanding, the $400.0 million aggregate principal amount of the
2022 notes and the $402.5 million aggregate principal amount of the 2023 notes, and to make principal payments on the 2017 notes, 2022 notes and 2023 notes
at maturity or upon conversion (other than the 2023 notes upon conversion, in which case we will have the option to settle entirely in shares of our common
stock). In addition, as part of our business development strategy, we generally structure our license agreements and acquisition agreements so that a significant
portion of the total license or acquisition cost is contingent upon the successful achievement of specified development, regulatory or commercial milestones. As
a result, we will require cash to make payments upon achievement of these milestones under the license agreements and acquisition agreements to which we
are a party.

As of October 26, 2016, we may have to make contingent cash payments upon the achievement of specified development, regulatory or commercial
milestones of up to:

• $49.4 million due to the former equityholders of Targanta and up to $25.0 million in additional payments to other third parties related to the Targanta
transaction;
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• $60.0 million due to the former equityholders of Incline and up to $83.0 million in additional payments to other third parties related to the Incline
transaction;

• $289.2 million for the Rempex transaction;

• $26.3 million for the Annovation transaction and up to $6.5 million in additional payments to other third parties related to the Annovation transaction;

• $170.0 million for the license and collaboration agreement with Alnylam;

• $412.0 million due to our licensing of MDCO-216 from Pfizer Inc., or Pfizer; and

• $1.2 million for other transaction milestones.

As of October 26, 2016, our total potential milestone payment obligations related to development, regulatory and commercial milestones for our products and
products in development under our license agreements and acquisition agreements, assuming all milestones are achieved in accordance with the terms of these
agreements, would be approximately $1,122.6 million. Of this amount, approximately $154.2 million relates to development milestones, $234.7 million relates to
regulatory approval milestones and $733.7 million relates to commercial milestones.

In addition, of the total potential milestone payment obligations, based on our anticipated timeline for the achievement of development, regulatory and
commercial milestones, we expect that we would make total milestone payments under our license agreements and acquisition agreements of approximately
$1.8 million during the remainder of 2016. We may pay additional milestone payments under our license agreements and acquisition agreements during 2016 if
we achieve additional development, regulatory and commercial milestones during the year.

Net revenue from sales of Angiomax were significantly lower in the year ended December 31, 2015 and the nine months ended September 30, 2016  than in
previous comparable periods, and we expect these revenues will decline further. These reduced revenues are likely to significantly impact our cash and cash
equivalents and how we fund our future capital requirements.

We continually evaluate our liquidity requirements, capital needs and availability of resources in view of, among other things, alternative sources and uses of
capital, debt service requirements, the cost of debt and equity capital and estimated future operating cash flow. We may raise additional capital; sell interests in
subsidiaries or other assets, including asset sales of products or businesses that generate a material portion of our revenue; restructure or refinance outstanding
debt; repurchase material amounts of outstanding debt or equity; or take a combination of such steps or other steps to increase or manage our liquidity and
capital resources. Any such actions or steps could have a material effect on us.

Our future capital requirements will depend on many factors, including:

• the extent to which our products are commercially successful globally;

• the decline in Angiomax sales and the extent to which royalties on sales of the authorized generic of Angiomax offset the expected decrease in sales of
Angiomax;

• whether we are successful in narrowing our operational focus by strategically separating non-core businesses and products, and the amount of
consideration paid to us in connection with any related sales or divestitures;

• the extent to which our submissions and planned submissions for regulatory approval of products in development are approved on a timely basis, if at all;

• the consideration paid by us and to be paid by us in connection with acquisitions and licenses of development-stage compounds, clinical-stage product
candidates, approved products, or businesses, and in connection with other strategic arrangements;

• the progress, level, timing and cost of our research and development activities related to our clinical trials and non-clinical studies with respect to our
products and products in development;

• the cost and outcomes of regulatory submissions and reviews for approval of our approved products in additional countries and for additional indications,
and of our products in development globally;
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• whether we develop and commercialize our products in development on our own or through licenses and collaborations with third parties and the terms
and timing of such arrangements, if any;

• the continuation or termination of third-party manufacturing, distribution and sales and marketing arrangements;

• the size, cost and effectiveness of our sales and marketing programs globally;

• the amounts of our payment obligations to third parties as to our products and products in development; and

• our ability to defend and enforce our intellectual property rights.

We believe that our cash on hand and the cash we generate from sales of our products will be sufficient to meet our anticipated funding requirements for the
next twelve months, including our obligations with respect to interest payments under the 2017 notes, the 2022 notes, the 2023 notes and our short term
obligations under the license agreements and acquisition agreements to which we are a party. The conditional conversion feature of the 2017 notes has been
triggered and the holders are currently entitled to convert the notes into our common stock through December 31, 2016 pursuant to the terms of the 2017 notes
indenture. If one or more holders elect to convert their notes, we would be required, with respect to each $1,000 principal amount of notes, to make cash
payments equal to the lesser of $1,000 and the sum of the daily conversion values, which could adversely affect our liquidity.

With respect to both our short-term and long-term cash requirements, if our existing cash resources, together with cash that we generate from sales of our
products and other sources, are insufficient to satisfy our product launch, research and development and other funding requirements, including obligations under
our convertible notes, we will need to sell additional equity or debt securities, engage in asset sales, including asset sales of products or businesses that
generate a material portion of our revenue, engage in other strategic transactions, or seek additional financing through other arrangements, any of which could
be material. Any sale of additional equity or convertible debt securities may result in dilution to our stockholders. Public or private financing may not be available
in amounts or on terms acceptable to us, if at all. If we seek to raise funds through collaboration or licensing arrangements with third parties, we may be required
to relinquish rights to products, products in development or technologies that we would not otherwise relinquish or grant licenses on terms that may not be
favorable to us. Moreover, our ability to obtain additional debt financing may be limited by the 2017 notes, the 2022 notes and the 2023 notes, market conditions
or otherwise. If we are unable to obtain additional financing or otherwise increase our cash resources, we may be required to delay, reduce the scope of, or
eliminate one or more of our planned research, development and commercialization activities, which could adversely affect our business, financial condition and
operating results.

Certain Contingencies

We may be, from time to time, a party to various disputes and claims arising from normal business activities. We accrue for loss contingencies when available
information indicates that it is probable that a liability has been incurred and the amount of such loss can be reasonably estimated. In the cases where we
believe that a reasonably possible loss exists, we disclose the facts and circumstances of the litigation, including an estimable range, if possible.

Currently, we are party to the legal proceedings described in Part II, Item 1, Legal Proceedings, of this Quarterly Report on Form 10-Q, which include patent
litigation matters and litigation related to a license agreement. We have assessed such legal proceedings and do not believe that it is probable that a liability has
been incurred and the amount of such liability can be reasonably estimated. As a result, we have not recorded a loss contingency related to these legal
proceedings. Particularly with respect to the litigation related to a Company license agreement, we are presently unable to predict the outcome of such lawsuit or
to reasonably estimate the possible loss, or range of potential losses, if any, related to such lawsuit. While it is not possible to determine the outcome of the
matters described in Part II, Item 1, Legal Proceedings, of this Quarterly Report on Form 10-Q, we believe it is possible that the resolution of all such matters
could have a material adverse effect on our business, financial condition or results of operations.

Contractual Obligations

Our long-term contractual obligations include commitments and estimated purchase obligations entered into in the normal course of business. These include
commitments related to royalties, milestone payments, option exercise and other contingent payments due under our license and acquisition agreements,
purchases of inventory of our products, research and development service agreements, income tax contingencies, operating leases, selling, general and
administrative obligations and increases to our restricted cash in connection with our lease of our principal office space in Parsippany, New Jersey as of
September 30, 2016.
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During the quarter ended September 30, 2016 there were no other material changes outside the ordinary course of business to the specified contractual
obligations set forth in the contractual obligations table included in our Annual Report on Form 10-K for the year ended December 31, 2015.

Application of Critical Accounting Estimates

The discussion and analysis of our financial condition and results of operations is based on our unaudited condensed consolidated financial statements, which
have been prepared in accordance with U.S. generally accepted accounting principles, or GAAP, for interim financial information and with the instructions to
Form 10-Q. Accordingly, they do not include all the information and footnotes required by GAAP for complete financial statements. The preparation of these
financial statements requires us to make estimates and judgments that affect our reported assets and liabilities, revenues and expenses, and other financial
information. Actual results may differ significantly from these estimates under different assumptions and conditions. In addition, our reported financial condition
and results of operations could vary due to a change in the application of a particular accounting standard.

We regard an accounting estimate or assumption underlying our financial statements as a “critical accounting estimate” where:

• the nature of the estimate or assumption is material due to the level of subjectivity and judgment necessary to account for highly uncertain matters or the
susceptibility of such matters to change; and

• the impact of the estimates and assumptions on financial condition or operating performance is material.

Our significant accounting policies are more fully described in Note 2, “Significant Accounting Policies,” of our unaudited condensed consolidated financial
statements in this Quarterly Report on Form 10-Q and Note 2 of our audited consolidated financial statements in our Annual Report on Form 10-K for the year
ended December 31, 2015. Not all of these significant accounting policies, however, require that we make estimates and assumptions that we believe are “critical
accounting estimates.” We believe that our estimates relating to revenue recognition, inventory, share-based compensation, income taxes, in-process research
and development, contingent purchase price from business combinations and impairment of long-lived assets and goodwill described under the caption “Item 7.
Management’s Discussion and Analysis of Financial Condition and Results of Operations - Application of Critical Accounting Estimates” in our Annual Report on
Form 10-K for the year ended December 31, 2015 are “critical accounting estimates.” Please refer to Note 2, “Significant Accounting Policies,” in the
accompanying notes to the condensed consolidated financial statements for a discussion on changes to certain accounting policies during the nine months
ended September 30, 2016.

Recent Accounting Pronouncements

Refer to Note 2, “Significant Accounting Policies,” in the accompanying notes to the condensed consolidated financial statements for a discussion of recent
accounting pronouncements.

Forward-Looking Information

This Quarterly Report on Form 10-Q includes forward-looking statements within the meaning of Section 21E of the Securities Exchange Act of 1934, as
amended, or the Exchange Act. For this purpose, any statements contained herein regarding our strategy, future operations, financial position, liquidity, future
revenue, projected costs, prospects, plans and objectives of management, other than statements of historical facts, are forward-looking statements. The words
“anticipates,” “believes,” “estimates,” “expects,” “intends,” “may,” “plans,” “projects,” “will,” “would” and similar expressions are intended to identify forward-looking
statements, although not all forward-looking statements contain these identifying words. We cannot guarantee that we actually will achieve the plans, intentions
or expectations expressed or implied in our forward-looking statements. There are a number of important factors that could cause actual results, levels of activity,
performance or events to differ materially from those expressed or implied in the forward-looking statements we make. These important factors include our
“critical accounting estimates” described in Part I, Item 2 of this Quarterly Report on Form 10-Q and the factors set forth under the caption “Risk Factors” in Part
II, Item 1A of this Quarterly Report on Form 10-Q. Although we may elect to update forward-looking statements in the future, we specifically disclaim any
obligation to do so, even if our estimates change, and readers should not rely on those forward-looking statements as representing our views as of any date
subsequent to the date of this Quarterly Report on Form 10-Q.

Item 3. Quantitative and Qualitative Disclosures about Market Risk

Market risk is the risk of change in fair value of a financial instrument due to changes in interest rates, equity prices, creditworthiness, financing, exchange
rates or other factors. Our primary market risk exposure relates to changes in interest rates in our cash, cash equivalents and available for sale securities. We
place our investments in high-quality financial instruments,
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primarily money market funds, corporate debt securities, asset backed securities and U.S. government agency notes with maturities of less than two years,
which we believe are subject to limited interest rate and credit risk. We currently do not hedge interest rate exposure. At September 30, 2016, we held $600.4
million in cash and cash equivalents, which had an average interest rate of approximately 0.30%. A 10% change in such average interest rate would have had
an approximate $0.2 million impact on our annual interest income. At September 30, 2016, all cash and cash equivalents were due on demand and 98.9% was
held in the United States.

Most of our transactions are conducted in U.S. dollars. We do have certain agreements with parties located outside the United States. Transactions under
certain of these agreements are conducted in U.S. dollars, subject to adjustment based on significant fluctuations in currency exchange rates. Transactions
under certain other of these agreements are conducted in the local foreign currency. As of September 30, 2016, we had receivables denominated in currencies
other than the U.S. dollar. A 10% change in foreign exchange rates would have had an approximate $0.5 million impact on our other income and cash.

Item 4. Controls and Procedures

Disclosure Controls and Procedures

Our management, with the participation of our chief executive officer and chief financial officer, evaluated the effectiveness of our disclosure controls and
procedures as of September 30, 2016. The term “disclosure controls and procedures,” as defined in Rules 13a-15(e) and 15d-15(e) under the Exchange Act,
means controls and other procedures of a company that are designed to ensure that information required to be disclosed by us in the reports that we file or
submit under the Exchange Act is recorded, processed, summarized and reported within the time periods specified in the rules and forms of the Securities and
Exchange Commission, or SEC. Disclosure controls and procedures include, without limitation, controls and procedures designed to ensure that information
required to be disclosed by a company in the reports that it files or submits under the Exchange Act is accumulated and communicated to the company’s
management, including its principal executive and principal financial officers, as appropriate to allow timely decisions regarding required disclosure. Management
recognizes that any controls and procedures, no matter how well designed and operated, can provide only reasonable assurance of achieving their objectives
and management necessarily applies its judgment in evaluating the cost-benefit relationship of possible controls and procedures. Based on the evaluation of our
disclosure controls and procedures as of September 30, 2016, our chief executive officer and chief financial officer concluded that, as of such date, our
disclosure controls and procedures were effective at the reasonable assurance level.

Changes in Internal Control over Financial Reporting

No change in our internal control over financial reporting (as defined in Rules 13a-15(f) and 15d-15(f) under the Exchange Act) occurred during the quarter
ended September 30, 2016 that has materially affected, or is reasonably likely to materially affect, our internal control over financial reporting.
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Part II. Other Information

Item 1.  Legal Proceedings

From time to time we are party to legal proceedings in the course of our business in addition to those described below. We do not, however, expect such
other legal proceedings to have a material adverse effect on our business, financial condition or results of operations.

‘727 Patent and ‘343 Patent Litigations

Hospira, Inc.

In July 2010, we were notified that Hospira, Inc., or Hospira, had submitted two ANDAs seeking permission to market its generic version of Angiomax prior to
the expiration of the ‘727 patent and ‘343 patent. On August 19, 2010, we filed suit against Hospira in the U.S. District Court for the District of Delaware for
infringement of the ‘727 patent and ‘343 patent. On August 25, 2010, the case was reassigned in lieu of a vacant judgeship to the U.S. District Court for the
Eastern District of Pennsylvania. Hospira’s answer denied infringement of the ‘727 patent and ‘343 patent and raised counterclaims of non-infringement and
invalidity of the ‘727 patent and ‘343 patent. On September 24, 2010, we filed a reply denying the counterclaims raised by Hospira. The Hospira action was
consolidated for discovery purposes with the then pending and now settled cases against Teva and APP. The case was reassigned back to the U.S. District
Court for the District of Delaware. A Markman hearing was held on December 5, 2012. On July 12, 2013, the Court issued its Markman decision as to the claim
construction of the ‘727 patent and the ‘343 patent. The Court’s decision varied from the other Markman decisions that we have received in our other patent
infringement litigations. On July 22, 2013, we filed a motion for reconsideration of the Court’s claim construction ruling on the grounds that the Court (i)
impermissibly imported process limitations disclosed in a preferred embodiment into the claims, (ii) improperly transformed product claims into product-by-
process claims, (iii) improperly rendered claim language superfluous and violated the doctrine of claim differentiation, and (iv) improperly construed limitations
based on validity arguments that have not yet been presented. On August 22, 2013, the district court denied the motion for reconsideration. A three day bench
trial was held in September 2013 and a post-trial briefing was completed in December 2013. On March 31, 2014, the Court issued its trial opinion. With respect
to patent validity, the Court held that the ‘727 and ‘343 patents were valid on all grounds. Specifically, the Court found that Hospira had failed to prove that the
patents were either anticipated and/or obvious. The Court further held that the patents satisfied the written description requirement, were enabled and were not
indefinite. With respect to infringement, based on its July 2013 Markman decision, the Court found that Hospira’s ANDAs did not meet the “efficient mixing” claim
limitation and thus did not infringe the asserted claims of the ‘727 and ‘343 patents. The Court found that the other claim limitations in dispute were present in
Hospira’s ANDA products. The Court entered a final judgment on April 15, 2014. On May 9, 2014, we filed a notice of appeal to the United States Court of
Appeals for the Federal Circuit. On May 23, 2014, Hospira filed a notice of cross-appeal. We filed our opening appeal brief on August 13, 2014. Hospira filed its
opening appeal brief on September 26, 2014 asserting that the claim constructions and non-infringement findings were correct. Hospira also seeks to overturn
the finding of patent validity. Briefing was completed in December 2014. An oral argument before the United States Court of Appeals for the Federal Circuit was
held on March 6, 2015. On July 2, 2015, the Federal Circuit Court issued an opinion finding the asserted claims of the ‘727 patent and ‘343 patent invalid under
the Section 102(b) “on sale” bar. The decision was based on a finding that third-party manufacturer, Ben Venue Laboratories, “sold” manufacturing services for
three validation batches to us before a critical date. On July 15, 2015, Hospira received final approval for its ANDAs. On July 31, 2015, we filed with the Federal
Circuit Court a combined petition for panel rehearing and rehearing en banc. On August 24, 2015, the Federal Circuit Court invited Hospira to respond to the
petition. On September 8, 2015, Hospira filed a response. On November 13, 2015, the Federal Circuit Court granted our petition for rehearing en banc and
vacated its earlier July 2, 2015 decision. The Federal Circuit Court set a briefing schedule, specified specific questions to be answered, invited the DOJ to file a
brief expressing the views of the United States and also invited any other amicii curiae to file briefs on the en banc issues raised. Hospira filed its opening brief
on January 11, 2016. We filed our response on February 24, 2016 and Hospira filed its reply brief on March 10, 2016. Nine amicus briefs were filed: Department
of Justice, American Intellectual Property Law Association, Intellectual Property Owners Association, a Texas law firm, Miller Patti Pershern PLLC,
Pharmaceutical Research and Manufacturers of America, Biotechnology Innovation Organization, Gilead Sciences, Inc., an individual, Roberta J. Morris, Esq.,
and Houston Intellectual Property Law Association. The Federal Circuit Court sitting en banc heard oral argument from the parties and the government on May 5,
2016. On July 11, 2016, in an unanimous decision, the en banc Court affirmed the District Court holding that our transaction with Ben Venue Laboratories did
not constitute an invalidating sale under the “on sale” bar. The remaining issues on appeal that were not decided by the original panel were remanded back to
the same panel for consideration. In a subsequent order of July 18, 2016, the parties were directed to file new appeal briefs taking into account the en banc
decision. The parties submitted revised briefs and this briefing was completed in October 2016. The Court has scheduled oral argument for December 6, 2016.
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Mylan Pharmaceuticals, Inc.

In January 2011, we were notified that Mylan Pharmaceuticals, Inc. had submitted an ANDA seeking permission to market its generic version of Angiomax
prior to the expiration of the ‘727 patent and ‘343 patent. On February 23, 2011, we filed suit against Mylan Inc., Mylan Pharmaceuticals Inc. and Bioniche
Pharma USA, LLC, which we refer to collectively as Mylan, in the U.S. District Court for the Northern District of Illinois for infringement of the ‘727 patent and ‘343
patent. Mylan’s answer denied infringement of the ‘727 patent and ‘343 patent and raised counterclaims of non-infringement and invalidity of the ‘727 patent and
‘343 patent. On April 13, 2011, we filed a reply denying the counterclaims raised by Mylan. On May 4, 2011, the Court set a pretrial schedule. Following a joint
request, the Court issued an amended scheduling order on September 22, 2011. On November 29, 2011, Mylan moved to amend its answer to add
counterclaims and affirmative defenses of inequitable conduct and unclean hands. Following motion practice, the Court granted Mylan’s request to add
counterclaims and affirmative defenses of inequitable conduct and to add affirmative defenses of unclean hands. On March 7, 2012, we filed a reply denying
these counterclaims. A Markman hearing was held on July 30, 2012. The Court issued a Markman Order on August 6, 2012. The parties have completed fact
and expert discovery. On June 21, 2013, Mylan filed a summary judgment motion of non-infringement of the ‘727 and ‘343 patents and alternatively that the ‘727
patent was invalid. The Court’s decision granted non-infringement of the ‘343 patent and denied the motion with respect to non-infringement and invalidity of the
‘727 patent. A six day trial directed to the ‘727 patent was completed on June 18, 2014. Post-trial briefs were filed on July 1, 2014 and July 11, 2014. On October
27, 2014, the Court issued an opinion and order finding that Mylan’s ANDA product infringes all of the asserted claims of the ‘727 patent.  The Court further
found that Mylan failed to prove that the same asserted claims of the ‘727 patent are invalid or unenforceable.  Specifically, the Court found that Mylan failed to
prove its allegations of anticipation, obviousness, non-enablement and unenforceability due to inequitable conduct.  On October 28, 2014 and November 13,
2014, Mylan filed Notices of Appeal to the U.S. Court of Appeals for the Federal Circuit. On November 25, 2014, we filed a Notice of Cross Appeal of the district
court’s summary judgment of noninfringement of the asserted claims of the ‘343 patent that it had issued on December 16, 2013 and the district court’s Markman
Order on August 6, 2012. Appellate briefing was completed in April 2015. An oral argument before the U.S. Court of Appeals for the Federal Circuit was
scheduled for September 11, 2015. On July 29, 2015, following a Mylan motion for disposition of its appeal in view of the July 2, 2015 Hospira decision, the
Federal Circuit Court granted the motion (1) reversing the district court’s judgment as to the ‘727 patent (2) dismissing as moot our cross-appeal (3) vacating the
district court’s entry of an injunction, and (4) holding that each party shall bear its own costs. On August 27, 2015, we filed a petition for panel rehearing.
Following the November 13, 2015 decision granting our en banc hearing request in the Hospira appeal and vacating the July 2, 2015 decision, we moved to
vacate the Federal Circuit's July 29, 2015 Order terminating the Mylan appeal. Following briefing, the Federal Circuit granted our motion and reopened the
appeal, vacated its July 29, 2015 Order and then stayed the Mylan appeal pending resolution of the Hospira appeal. Following the en banc decision in the
Hospira appeal described above, the Federal Circuit Court lifted the stay. The Mylan appeal was ordered to be a companion appeal to the Hospira appeal and
will be decided by the same judges as in the Hospira appeal. The parties were ordered to file new briefs incorporating the en banc decision. The parties
submitted revised briefs and this briefing was completed in October 2016. The Court has scheduled oral argument for December 6, 2016.

Dr. Reddy’s Laboratories, Inc.

In March 2011, we were notified that Dr. Reddy’s Laboratories, Ltd. and Dr. Reddy’s Laboratories, Inc. had submitted an ANDA seeking permission to market
its generic version of Angiomax prior to the expiration of the ‘727 and ‘343 patents. On April 28, 2011, we filed suit against Dr. Reddy’s Laboratories, Ltd., Dr.
Reddy’s Laboratories, Inc. and Gland Pharma, Inc., which we refer to collectively as Dr. Reddy’s, in the U.S. District Court for the District of New Jersey for
infringement of the ‘727 patent and ‘343 patent. Dr. Reddy’s answer denied infringement of the ‘727 patent and ‘343 patent and raised counterclaims of non-
infringement and invalidity of the ‘727 patent and ‘343 patent. On May 11, 2012, Dr. Reddy’s filed a motion for summary judgment. On October 2, 2012, the
Court held oral argument on Dr. Reddy’s summary judgment motion and conducted a Markman hearing. On October 15, 2012, the Court denied Dr. Reddy’s
summary judgment motion. A Markman decision was issued by the Court on January 2, 2013. On January 25, 2013, Dr. Reddy’s filed a second summary
judgment motion this time for non-infringement. At the direction of the Court, on May 13, 2013, the motion was withdrawn by Dr. Reddy’s. We have pending
motions seeking further fact discovery of Dr. Reddy’s. The parties have yet to enter the expert phase of the case. On May 12, 2015 the Court issued a
Stipulation and Order staying the case as Dr. Reddy's had yet to respond to an FDA Complete Response Letter dated December 7, 2012. In June 2016, Dr.
Reddy’s responded to the FDA’s Complete Response Letter. As a result, following a joint submission by the parties, the Court on July 22, 2016 ordered the stay
vacated and reopened discovery of Dr. Reddy’s ANDA. There are no dates set by the Court to complete fact and expert discovery. No trial date has been set.
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Sun Pharmaceutical Industries LTD

In October 2011, we were notified that Sun Pharmaceutical Industries LTD had submitted an ANDA seeking permission to market its generic version of
Angiomax prior to the expiration of the ‘727 and ‘343 patents. On November 21, 2011, we filed suit against Sun Pharma Global FZE, Sun Pharmaceutical
Industries LTD., Sun Pharmaceutical Industries Inc., and Caraco Pharmaceutical Laboratories, LTD., which we refer to collectively as Sun, in the U.S. District
Court for the District of New Jersey for infringement of the ‘727 patent and ‘343 patent. The case has been assigned to the same judge and magistrate judge as
the Dr. Reddy’s action. Sun’s answer denied infringement of the ‘727 patent and ‘343 patent. On June 7, 2012, the Court held an initial case scheduling
conference. The parties proceeded with fact discovery. Following a December 20, 2013 status conference, the parties began discussing a stay in the case.
Following further conferences with the Court a stipulation to stay the case was submitted and subsequently entered by the Court on April 1, 2014. Following
settlement discussions, the case was settled and a final judgment finding the ‘727 and ‘343 patents valid, enforceable and infringed by Sun’s ANDA product was
entered by the Court on March 27, 2015. In connection with the Sun settlement, we entered into a license agreement with Sun under which we granted Sun a
non-exclusive license under the ‘727 patent and ‘343 patent to sell a generic bivalirudin for injection product under Sun’s ANDA in the United States beginning
on June 30, 2019 or earlier in certain circumstances. The settlement documents were submitted to the U.S. Federal Trade Commission and U.S. Department of
Justice in March 2015.

Apotex Inc.

In March 2013, we were notified that Apotex Inc. had submitted an ANDA seeking permission to market its generic version of Angiomax prior to the expiration
of the ‘727 and ‘343 patents. On May 1, 2013, we filed suit against Apotex Inc. and Apotex Corp., which we refer to collectively as Apotex, in the U.S. District
Court for the District of New Jersey for infringement of the ‘727 and ‘343 patents. The case has been assigned to the same judge and magistrate judge as the Dr.
Reddy’s and Sun actions. Apotex filed its answer on July 19, 2013 and raised counterclaims of non-infringement and invalidity. A scheduling conference before
the magistrate judge was held on December 16, 2013. Following a subsequent conference on April 15, 2014 and further directions from the Court to resubmit a
discovery schedule, the Court entered a revised discovery schedule on July 17, 2014. A Markman hearing commenced on January 22, 2015 and was completed
on March 3, 2015. Following the July 2, 2015 Hospira decision, the parties requested and the Court entered an order staying the case until the Federal Circuit
Court issues a mandate in the Hospira appeal. Following the Hospira en banc decision in July 2016, we moved the Court to lift the stay to resume fact discovery
of Apotex’s ANDA, which Apotex opposed. The magistrate judge granted our request and issued an order on September 13, 2016 reinstating the case and
ordered certain discovery to proceed. On September 23, 2016, Apotex filed a motion to vacate the September 13th order. Oral argument on the motion was
held on October 17, 2016 and the Court entered an order that ANDA discovery could proceed. In addition, in October 2016, the Court ordered Apotex to give us
10-days’ notice before any at risk launch. The Court has not set a case schedule.

  
Exela Pharma Sciences, LLC

In March 2014, we were notified that Exela Pharma Sciences, LLC, had submitted an ANDA seeking permission to market its generic version of Angiomax
prior to the expiration of the ‘727 and ‘343 patents. On April 25, 2014, we filed suit against Exela Pharma Sciences, LLC, Exela PharmSci, Inc. and Exela
Holdings, Inc., which we collectively refer to as Exela, in the U.S. District Court for the Western District of North Carolina for infringement of the ‘727 and ‘343
patents. Exela filed its answer on June 3, 2014 and raised counterclaims of non-infringement, invalidity and unenforceability due to inequitable conduct. We filed
a reply on July 11, 2014. The parties have conducted a Rule 26 conference. The Court has set a pretrial schedule through a June 2015 Markman hearing. On
November 4, 2014, Exela filed a motion for judgment on the pleadings based on noninfringement. The motion was fully briefed on December 23, 2014. Claim
construction discovery was under way. Following the July 2, 2015 Hospira decision, the parties requested and the court entered an order staying the case until
the Federal Circuit Court issues a mandate in the Hospira appeal. On January 29, 2016, even though no mandate from the Hospira appeal has issued, Exela
filed a motion to lift the stay and resume claim construction proceedings and other pretrial matters. On February 29, 2016, the court denied Exela's motion to lift
the stay on the case. Following the Hospira en banc decision in July 2016, we moved to lift the stay. Exela opposed the motion but indicated it would agree to
lifting the stay under certain conditions. In a September 29, 2016 order, the magistrate judge ruled the case should remain stayed.

  
Accord Healthcare Inc., USA

In June 2014, we were notified that Accord Healthcare Inc., or Accord, had submitted an ANDA seeking permission to market its generic version of Angiomax
prior to the expiration of the ‘727 and ‘343 patents. On July 24, 2014, we filed suit against Accord and its parent, Intas Pharmaceuticals Ltd., or Intas, in the U.S.
District Court for the Middle District of North Carolina for infringement of the ‘727 patent and ‘343 patent. On September 26, 2014, Accord and Intas filed an
answer denying infringement and asserting that the ‘727 and ‘343 patents are invalid. The parties have conducted a Rule 26 conference. The Court has set
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February 17, 2016 for the close of all discovery and October 3, 2016 as a trial date. Following the July 2, 2015 Hospira decision, the parties requested and the
Court entered an order staying the case until the Federal Circuit Court issues a mandate in the Hospira appeal.

Aurobindo Pharma Limited

In March 2014, we were notified that Aurobindo Pharma Limited had submitted an ANDA seeking permission to market its generic version of Angiomax prior
to the expiration of the ‘727 and ‘343 patents. On April 11, 2014, we filed suit against Aurobindo Pharma Limited and Aurobindo Pharma USA, Inc., which we
refer to collectively as Aurobindo, in the U.S. District Court for the District of New Jersey for infringement of the ‘727 and ‘343 patents. The case has been
assigned to the same judge and magistrate judge as the Dr. Reddy’s, Sun and Apotex actions. Aurobindo filed its answer on July 3, 2014 and raised
counterclaims of non-infringement and invalidity. A scheduling conference before the magistrate judge was held on November 20, 2014. The parties engaged in
fact discovery and claim construction exchanges. On April 6, 2015, the Court entered a revised fact and expert discovery schedule. Thereafter, the parties
proposed a stay of the case pending a decision in the above-referenced Hospira appeal to the Court, which the Court entered on April 15, 2015. Following the
July 2, 2015 Hospira decision, the Court was informed of the decision and the parties requested the present stay to remain in effect until Federal Circuit Court
issues a mandate in the Hospira appeal. The Court entered this request on July 20, 2015.

Sagent Pharmaceuticals Inc.

In July 2015, we were notified that Sagent Pharmaceuticals Inc., or Sagent, had submitted an ANDA seeking permission to market its generic version of
Angiomax prior to the expiration of the ‘727 patent and ‘343 patent. On August 26, 2015, we filed suit against Sagent in the U.S. District Court for the Northern
District of Illinois for infringement of the ‘727 patent and ‘343 patent. Sagent filed its answer on November 30, 2015 and raised counterclaims of non-infringement
and invalidity. We filed a reply on December 22, 2015. A scheduling conference was held on January 21, 2016. The case has been stayed pending resolution of
the Hospira en banc appeal. At a September 13, 2016 status conference, the parties jointly requested the stay be lifted and discovery proceed on our claim that
Sagent’s ANDA infringes the ‘727 and ‘343 patents. In addition to a proposed case schedule, the parties submitted a joint partial judgment wherein Sagent
acknowledged that the claims at issue in the Hospira and Mylan appeals, if found valid, will be valid in this case and Sagent’s invalidity claims are dismissed with
prejudice. To the extent the Federal Circuit Court in the Hospira and Mylan matters finds any claim invalid, the parties agreed that the partial judgment will be
vacated.

Akorn, Inc.

In October 2016, we were notified that Akorn, Inc. had submitted an ANDA seeking permission to market its generic version of Angiomax prior to the
expiration of the ‘727 and ‘343 patents. We are presently evaluating Akorn Inc.’s Paragraph IV notice letter.

Biogen Idec Litigation

On September 15, 2015, Biogen Idec, notified us that after completing an audit of our books and records for the fourth quarter of 2014, Biogen Idec believes it
is owed additional royalties relating to Angiomax under our license agreement with Biogen Idec. On September 23, 2015, we filed suit against Biogen Idec in the
United States District Court for the District of New Jersey seeking, inter alia, declaratory judgments that we have satisfied our obligations under the license
agreement. On November 12, 2015, Biogen Idec answered the complaint denying our claims and asserting counterclaims for breach of contract. The parties are
currently engaged in fact discovery and a trial date has not been set by the court. We believe we will prevail in this suit, however, there can be no assurance that
we will be successful. An adverse resolution could have a material adverse effect on our business, financial condition or results of operations.

58

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



Table of Contents

Eagle Litigation

On February 2, 2016, we filed suit against Eagle, SciDose LLC and TherDose Pharma Pvt. Ltd. for infringement of U.S. Patent Nos. 7,713,928, or the ’928
patent, and 7,803,762, or the ’762 patent, by Eagle’s New Drug Application No. 208298 for ready-to-use bivalirudin. In the lawsuit, we assert that the ‘928 and
‘762 patents are co-owned by us and Eagle and are exclusively licensed to us. The complaint also seeks a declaration that we are an owner and exclusive
licensee of U.S. Patent Application No. 14/711,359 pursuant to the parties’ License and Development Agreement, which Eagle represents covers the product
described in its NDA No. 208298. On March 25, 2016 defendants filed a motion to dismiss.  On April 18, 2016 we filed an amended complaint reasserting the
original claims and raising additional claims of, inter alia,  trademark infringement, unfair competition and tortious interference.  The trademark infringement claim
asserts that Eagle’s mark for its ready-to-use bivalirudin, Kangio, infringes our Angiomax® mark and the Kengreal® mark.  On May 23, 2016 defendants filed a
second motion to dismiss, which we opposed. On July 8, 2016, the Court entered a stipulation of dismissal of the trademark related claims in which defendants
represented that they have abandoned their U.S. trademark applications for Kangio, they will not use the Kangio trademark in U.S. commerce for goods and
services related to bivalirudin and/or anticoagulants, and that they have and/or will remove any reference to Kangio from any and all promotional and marketing
material and any applicable labeling and packaging. On July 21, 2016, defendants filed a motion to bifurcate and stay our patent infringement claims. On August
18, 2016 the Court denied defendants’ second motion to dismiss on all counts and on September 9, 2016 the Court denied defendants’ motion to bifurcate and
stay the patent infringement claims. On October 10, 2016, defendants filed a motion for summary judgment on the same grounds advanced in the motion to
dismiss, which we intend to oppose. The parties are currently engaged in fact discovery and a trial date has not been set by the Court.

    
 

Item 1A. Risk Factors

Investing in our common stock involves a high degree of risk. You should consider carefully the risks and uncertainties described below in addition to the
other information included or incorporated by reference in this Quarterly Report on Form 10-Q. If any of  the following risks actually occur, our business, financial
condition or results of operations would likely suffer. In that case, the trading price of our common stock  could decline. In addition to the risk factors identified
under the captions below, the operation and results of our business are subject to risks and uncertainties identified elsewhere in this Quarterly Report on Form
10-Q as well as general risks and uncertainties such as those relating to general economic conditions and demand in the market for our products.

Risks Related to Our Financial Results

We no longer have market exclusivity for Angiomax and face generic and other competition that will cause our net revenue to decline
significantly.

A substantial majority of our historic revenue has come from sales of Angiomax (bivalirudin) in the United States. The principal U.S. patents covering
Angiomax include the ‘727 patent and the ‘343 patent and included the ‘404 patent. The term of the ‘404 patent expired on December 15, 2014 and the six-
month period of pediatric exclusivity following expiration of the ‘404 patent resulting from our study of Angiomax in the pediatric setting ended June 15, 2015. On
July 2, 2015, the Federal Circuit Court ruled against us in our patent infringement litigation with Hospira with respect to the ‘727 patent, and the ‘343 patent,
covering a more consistent and improved Angiomax drug product and the processes by which it is made. In its ruling, the Federal Circuit Court held the '727
patent and '343 patent invalid under the Section 102(b) “on sale” bar. In July 2015, as a result of the Federal Circuit Court's now vacated July 2, 2015 decision,
we entered into a supply and distribution agreement with Sandoz under which we granted Sandoz the exclusive right to sell in the United States an authorized
generic of Angiomax (bivalirudin). In July 2015, Hospira's ANDAs for its generic versions of bivalirudin were approved by the FDA and Hospira began selling its
generic versions of bivalirudin. On November 13, 2015, our petition for en banc review of the Federal Circuit Court's July 2, 2015 decision was granted and the
Federal Circuit Court vacated its July 2, 2015 decision. On July 11, 2016, in an unanimous decision, the en banc Court ruled in our favor by finding that the ‘727
patent and the ‘343 patent were not invalid under the “on sale” bar. Notwithstanding the Federal Circuit Court’s November 13, 2015 and July 11, 2016 decisions,
due to the Federal Circuit Court’s July 2, 2015 decision and our resulting entry into a supply and distribution agreement with Sandoz and Hospira's entry into the
market, Angiomax is now subject to generic competition with the authorized generic and Hospira's generic bivalirudin products, which we expect will continue to
cause our net revenue to decline significantly.

In addition to Hospira, a number of companies have filed ANDAs for their generic versions of Angiomax. The FDA has accepted for filing a 505(b)(2) NDA
filed by Eagle for a ready to use liquid formulation of bivalirudin. Although Eagle received
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a complete response letter from the FDA in March 2016, if Eagle is ultimately successful in receiving FDA approval then Eagle may launch commercial sales of
the product in the United States.

In addition to Hospira’s generic versions of bivalirudin, Sandoz’s authorized generic and, if approved, Eagle’s formulation of bivalirudin, Angiomax could be
subject to generic competition in the United States from Teva, APP and Sun under the circumstances set forth in our respective settlement agreements with
such parties and upon a final approval of each companies’ ANDA filings by the FDA. Other ANDA filers may commercialize their products ‘at risk’ if they receive
final approval of their respective ANDA filings and are not subject to a Hatch-Waxman 30-month stay. In September 2016, Pliva Hrvatska DOO, an affiliate of
Teva, received tentative approval for its ANDA filing for its generic version of Angiomax. We remain in patent infringement litigation involving the '727 patent and
'343 patent with Hospira and other ANDA filers, as described in Part II, Item 1. Legal Proceedings, of this Quarterly Report on Form 10-Q. There can be no
assurance as to the outcome of our infringement litigation. We may continue to incur substantial legal expenses related to these matters.

In addition, the principal patent covering Angiomax in Europe expired in August 2015. As a result, we could face generic competition in Europe.

Net product revenue from sales of Angiomax decreased from $188.8 million for the nine months ended September 30, 2015  to $42.8 million for the nine
months ended September 30, 2016. We expect that net revenue from sales of Angiomax will continue to decline in 2016 and in future years due to generic and
other competition. Although we have entered into a supply and distribution agreement with Sandoz to sell an authorized generic version of Angiomax, the royalty
income from the sale of the authorized generic, which for the nine months ended September 30, 2016  was approximately $62.1 million, is expected to only
partially offset the expected further decline in Angiomax net revenue.

We have a history of net losses and may not achieve profitability in future periods or maintain profitability on an annual basis due in particular to
expected decreases in net revenue from sales of Angiomax and other results of our loss of exclusivity on Angiomax.

We have incurred net losses in many years and on a cumulative basis since our inception, and we expect to continue to incur net losses. As of
September 30, 2016, we had an accumulated deficit of approximately $426.1 million. In those periods in which we were able to achieve profitability, our
profitability was based on revenue from sales of Angiomax, as a substantial majority of our historic revenue has been generated from sales of Angiomax in the
United States. However, generic competition for Angiomax commenced in the United States in July 2015 and we lost market exclusivity for Angiomax in Europe
in August 2015. We expect that net revenue from sales of Angiomax will continue to decline in future years due to competition from generic versions of
bivalirudin, including our authorized generic being marketed by Sandoz and other generic versions of bivalirudin which have been and may be approved by the
FDA .

We expect to make substantial expenditures to further develop and commercialize our products, including costs and expenses associated with research and
development, clinical trials, nonclinical and preclinical studies, regulatory approvals and commercialization, including milestone payments under our license
agreements and acquisition agreements. We will need to generate greater revenue in future periods from our marketed products other than Angiomax and from
our products in development in order to achieve and maintain profitability in light of our planned expenditures. If we are unable to generate greater revenue, we
may not achieve profitability in future periods, and may not be able to maintain any profitability we do achieve. Our ability to generate future revenue will be
substantially dependent on our ability to successfully commercialize our approved products and our product candidates upon approval. If we fail to achieve
profitability or maintain profitability on a quarterly or annual basis within the time frame expected by investors or securities analysts, the market price of our
common stock may decline.

We review our inventory, including inventory purchase commitments, and provide reserves, as appropriate, against the carrying amount of inventory. For
example, for the year ended December 31, 2015, we recorded a $29.5 million inventory obsolescence charge and a charge of $12.1 million for potential losses
on future inventory purchases primarily due to the loss of exclusivity of Angiomax. We also recorded during the three month period ended September 30, 2016
an $7.4 million inventory obsolescence reserve relating to Ionsys. If sales of Angiomax decline more than our current expectations, or if sales of other marketed
products fail to meet expectations, we could be required to make an additional allowance for excess or obsolete inventory, increase our accrual for product
returns or increase our deferred tax valuation allowance, or we could incur other costs related to operating our business, each of which could negatively impact
our results of operations and our financial condition.
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We have commercially launched or plan to commercially launch and commence sales of several of our recently approved products and products
in development. If we are not successful with the commercial launches of these products, or launches of other products, or experience significant
delays in doing so, our business likely would be materially harmed.

We commercially launched Orbactiv in the United States in the third quarter of 2014. We also launched Ionsys and the new formulation of Minocin IV in the
United States in 2015. We may also commercially launch by ourselves or through arrangements with third parties several additional products and products in
development in the United States and Europe, in the coming years, subject to receiving regulatory approval. Commercial launches of this number of products in
such a short period of time will require significant efforts from us and the devotion of substantial resources as we will need to finalize regulatory submissions,
work with regulatory authorities in their evaluation of our submissions, have manufactured sufficient quantities of product to commence commercial sales and
establish the infrastructure necessary to commercially launch these products and products in development.

Our ability to successfully commercially launch these products and products in development will depend on our ability to:

• make regulatory submissions and obtain regulatory approvals in the timeframes anticipated;

• train our existing sales force to market and sell the products that are to be sold by it;

• train, deploy and support a qualified sales force to market and sell newly launched products;

• secure formulary approvals at our hospital customers;

• have third parties manufacture and release the products in sufficient quantities;

• implement and maintain agreements with wholesalers, distributors and group purchasing organizations;

• receive adequate levels of coverage and reimbursement for these products from governments and third-party payors;

• develop and execute marketing and sales strategies and programs for the products.

We expect that the revenues from these products and products in development will represent a significant portion of our revenues in the future, particularly
given that Angiomax is subject to generic competition. As a result, if we are unable to successfully commercialize these products and products in development,
our business, results of operations and financial condition likely would be materially harmed.

We may need to raise additional capital. If we are unable to obtain such capital on favorable terms or at all, we may not be able to execute on our
business plans and our business, financial condition and results of operations may be adversely affected.

On November 3, 2015, we announced that our current intention was to explore strategies for optimizing our capital structure and liquidity position. At
September 30, 2016, we had approximately $600.4 million of cash and cash equivalents. We expect to devote substantial financial resources to our research
and development efforts, clinical trials, nonclinical and preclinical studies and regulatory approvals and to our commercialization and manufacturing programs
associated with our products and our products in development. We also will require cash to pay interest on the $55.0 million aggregate principal amount of the
2017 notes that remain outstanding, the $400.0 million aggregate principal amount of the 2022 notes and the $402.5 million aggregate principal amount of the
2023 notes, and to make principal payments on the 2017 notes, 2022 notes and 2023 notes at maturity or upon conversion (other than the 2023 notes upon
conversion, in which case we will have the option to settle entirely in shares of our common stock). In addition, as part of our business development strategy, we
generally structure our license agreements and acquisition agreements so that a significant portion of the total license or acquisition cost is contingent upon the
successful achievement of specified development, regulatory or commercial milestones. As a result, we will require cash to make payments upon achievement of
these milestones under the license agreements and acquisition agreements to which we are a party.

As of October 26, 2016, we may have to make contingent cash payments upon the achievement of specified development, regulatory or commercial
milestones of up to:

• $49.4 million due to the former equityholders of Targanta and up to $25.0 million in additional payments to other third parties related to the Targanta
transaction;

• $60.0 million due to the former equityholders of Incline and up to $83.0 million in additional payments to other third parties related to the Incline
transaction;
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• $289.2 million for the Rempex transaction;

• $26.3 million for the Annovation transaction and up to $6.5 million in additional payments to other third parties related to the Annovation transaction;

• $170.0 million for the license and collaboration agreement with Alnylam;

• $412.0 million due to our licensing of MDCO‑216 from Pfizer; and

• $1.2 million for other transaction milestones.

As of October 26, 2016, our total potential milestone payment obligations related to development, regulatory and commercial milestones for our products and
products in development under our license agreements and acquisition agreements, assuming all milestones are achieved in accordance with the terms of these
agreements, would be approximately $1,122.6 million. Of this amount, approximately $154.2 million relates to development milestones, $234.7 million relates to
regulatory approval milestones and $733.7 million relates to commercial milestones.

In addition, of the total potential milestone payment obligations, based on our anticipated timeline for the achievement of development, regulatory and
commercial milestones, we expect that we would make total milestone payments under our license agreements and acquisition agreements of approximately
$1.8 million during the remainder of 2016. We may pay additional milestone payments under our license agreements and acquisition agreements during 2016 if
we achieve additional development, regulatory and commercial milestones during the year.

Net revenue from sales of Angiomax were significantly lower in the year ended December 31, 2015 and the nine months ended September 30, 2016  than in
previous comparable periods, and we expect these revenues will decline further. These reduced revenues are likely to significantly impact our cash and cash
equivalents and how we fund our future capital requirements.

We continually evaluate our liquidity requirements, capital needs and availability of resources in view of, among other things, alternative sources and uses of
capital, debt service requirements, the cost of debt and equity capital and estimated future operating cash flow. We may raise additional capital; sell interests in
subsidiaries or other assets, including asset sales of products or businesses that generate a material portion of our revenue; restructure or refinance outstanding
debt; repurchase material amounts of outstanding debt or equity; or take a combination of such steps or other steps to increase or manage our liquidity and
capital resources. Any such actions or steps could have a material effect on us.

Our future capital requirements will depend on many factors, including:

• the extent to which our products are commercially successful globally;

• the decline in Angiomax sales and the extent to which royalties on sales of the authorized generic of Angiomax offset the expected decrease in sales of
Angiomax;

• whether we are successful in narrowing our operational focus by strategically separating non-core businesses and products, and the amount of
consideration paid to us in connection with any related sales or divestitures;

• the extent to which our submissions and planned submissions for regulatory approval of products in development are approved on a timely basis, if at all;

• the consideration paid by us and to be paid by us in connection with acquisitions and licenses of development-stage compounds, clinical-stage product
candidates, approved products, or businesses, and in connection with other strategic arrangements;

• the progress, level, timing and cost of our research and development activities related to our clinical trials and non-clinical studies with respect to our
products and products in development;

• the cost and outcomes of regulatory submissions and reviews for approval of our approved products in additional countries and for additional indications,
and of our products in development globally;
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• whether we develop and commercialize our products in development on our own or through licenses and collaborations with third parties and the terms
and timing of such arrangements, if any;

• the continuation or termination of third-party manufacturing, distribution and sales and marketing arrangements;

• the size, cost and effectiveness of our sales and marketing programs globally;

• the amounts of our payment obligations to third parties as to our products and products in development; and

• our ability to defend and enforce our intellectual property rights.

If our existing cash resources, together with cash that we generate from sales of our products and other sources, are insufficient to satisfy our product launch,
research and development and other funding requirements, including obligations under our convertible notes, we will need to sell additional equity or debt
securities, engage in asset sales, including asset sales of products or businesses that generate a material portion of our revenue, engage in other strategic
transactions, or seek additional financing through other arrangements, any of which could be material. Any sale of additional equity or convertible debt securities
may result in dilution to our stockholders. Public or private financing may not be available in amounts or on terms acceptable to us, if at all. If we seek to raise
funds through collaboration or licensing arrangements with third parties, we may be required to relinquish rights to products, products in development or
technologies that we would not otherwise relinquish or grant licenses on terms that may not be favorable to us. Moreover, our ability to obtain additional debt
financing may be limited by the 2017 notes, the 2022 notes and the 2023 notes, market conditions or otherwise. If we are unable to obtain additional financing or
otherwise increase our cash resources, we may be required to delay, reduce the scope of, or eliminate one or more of our planned research, development and
commercialization activities, which could adversely affect our business, financial condition and operating results.

If we seek to raise additional capital by selling equity or debt securities or through other  arrangements in the future, our stockholders could be
subject to dilution and we may become subject to financial restrictions and covenants, which may limit our activities.

If we seek to acquire any development-stage compounds, clinical-stage product candidates, approved products or businesses or otherwise determine that
raising capital would be in our interest and in the interest of our stockholders, we may seek to sell equity or debt securities or seek financing through other
arrangements. Any sale of equity or debt securities may result in dilution to our stockholders and increased liquidity requirements. Debt financing may involve
covenants limiting or restricting our ability to take specific actions, such as incurring additional debt or making capital expenditures. Our ability to comply with
these financial restrictions and covenants could be dependent on our future performance, which is subject to prevailing economic conditions and other factors,
including factors that are beyond our control such as foreign exchange rates, interest rates and changes in the level of competition. Failure to comply with the
financial restrictions and covenants would adversely affect our business, financial condition and operating results.

Our revenue in the United States from sales of our products is dependent in part on our sole source distributor, Integrated Commercialization
Solutions, or ICS, and our revenue outside the United States is substantially dependent on a limited number of international distributors. If the
buying patterns of ICS or these international distributors for our products are not consistent with underlying hospital demand, then our revenue for
certain products will be subject to fluctuation from quarter to quarter based on these buying patterns and not underlying demand for the products.
Any change in these buying patterns could adversely affect our financial results and our stock price.

We distribute the products we sell in the United States through a sole source distribution model, other than our authorized generic Angiomax (bivalirudin)
which is sold by Sandoz. Under this model, we currently sell these products to a sole source distributor. The sole source distributor then sells these products to a
limited number of national medical and pharmaceutical wholesalers with distribution centers located throughout the United States and, in certain cases, directly
to hospitals. We expect that we will also sell most of our future products in the United States through the same sole source distribution model. Most of our
revenue from sales of our products in the United States, other than our authorized generic Angiomax (bivalirudin), comes from sales to ICS pursuant to our
agreement with them. In connection with a reduction in marketing, sales and distribution fees payable to ICS, in October 2010 we amended our agreement with
ICS to extend the ICS payment terms under our distribution agreement with them from 30 days to 45 days, which can be further extended to 49 days if ICS pays
by wire transfer. The amendment has caused, and may continue to cause, an increase in accounts receivable. As a result of our relationship with ICS, we expect
that our revenue for certain products will continue to be subject to fluctuation from quarter to quarter based on the buying patterns of ICS, which may be
independent of underlying hospital demand.

63

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



Table of Contents

In some countries outside the European Union and in a few countries in the European Union, we sell certain products to international distributors and these
distributors then sell these products to hospitals. Our reliance on a small number of distributors for international sales of products could cause our revenue to
fluctuate from quarter to quarter based on the buying patterns of these distributors, independent of underlying hospital demand.

If inventory levels at ICS or at our international distributors become too high, these distributors may seek to reduce their inventory levels by reducing
purchases from us, which could have a material and adverse effect on our revenue in periods in which such purchase reductions occur.

We may not realize the anticipated benefits of past or future acquisitions or product licenses and integration of these acquisitions and any
products and product candidates acquired or licensed may disrupt our business and management.

We have in the past and may in the future acquire or license additional development-stage compounds, clinical-stage product candidates, approved
products, technologies or businesses. For example, we have acquired Annovation, Incline and Rempex, and we have entered into a license and collaboration
agreement with Alnylam to develop, manufacture and commercialize RNAi therapeutics targeting the PCSK9 gene for the treatment of hypercholesterolemia and
other human diseases. We have also recently sold our hemostasis business to Mallinckrodt and the Non-Core ACC Products to Chiesi. We may not realize the
anticipated benefits of an acquisition, license, or collaboration, each of which involves numerous risks. These risks include:

• difficulty in integrating the operations, products or product candidates and personnel of an acquired company;

• entry into markets in which we have no or limited direct prior experience and where competitors in such markets have stronger market positions;

• failure to successfully further develop the acquired or licensed business, product, compounds, programs or technology or to achieve strategic objectives,
including commercializing and marketing successfully the development stage compounds and clinical stage candidates that we acquire or license;

• disruption of our ongoing business and distraction of our management and employees from other opportunities and challenges;

• inadequate or unfavorable clinical trial results from acquired or contracted for products in development;

• inability to retain personnel, key customers, distributors, vendors and other business partners of the acquired company, or acquired or licensed product
or technology;

• potential failure of the due diligence processes to identify significant problems, liabilities or other shortcomings or challenges of an acquired company, or
acquired or licensed product or technology, including but not limited to, problems, liabilities or other shortcomings or challenges with respect to
intellectual property, product quality, revenue recognition or other accounting practices, employee, customer or partner disputes or issues and other
legal and financial contingencies and known and unknown liabilities;

• liability for activities of the acquired company or licensor before the acquisition or license, including intellectual property infringement claims, violations of
laws, commercial disputes, tax liabilities, and other known and unknown liabilities;

• exposure to litigation or other claims in connection with, or inheritance of claims or litigation risk as a result of, an acquisition or license, including but not
limited to, claims from terminated employees, customers, former stockholders or other third-parties; and

• difficulties in the integration of the acquired company’s departments, systems, including accounting, human resource and other administrative systems,
technologies, books and records, and procedures, as well as in maintaining uniform standards, controls, including internal control over financial reporting
required by the Sarbanes-Oxley Act of 2002 and related procedures and policies.

Acquisitions and licensing arrangements are inherently risky, and ultimately, if we do not complete an announced acquisition or license transaction or
integrate an acquired business, or an acquired or licensed product or technology successfully and in a timely manner, we may not realize the benefits of the
acquisition or license to the extent anticipated and the perception of the effectiveness of our management team and our company may suffer in the marketplace.
In addition, even if we are able to achieve the long-term benefits associated with our strategic transactions, our expenses and short-term costs may increase
materially and

64

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



Table of Contents

adversely affect our liquidity and short-term profitability. Further, if we cannot successfully integrate acquired businesses, or acquired or licensed products or
technologies we may experience material negative consequences to our business, financial condition or results of operations. Further, if we sell products that
have been acquired through acquisitions or licensing arrangements, we may incur losses depending on the consideration received and structure of the
transaction. For example, in connection with our sale of our hemostasis business, which we completed on February 1, 2016, we incurred impairment charges of
$133.3 million, including $24.5 million related to goodwill. Future acquisitions or licenses could also result in dilutive issuances of our equity securities, the
incurrence of debt, contingent liabilities, or amortization expenses, or impairment of goodwill and intangible assets, and restructuring charges, any of which could
harm our business, financial condition or results of operations.

Risks Related to Our Notes

We have incurred substantial indebtedness, and our leverage and maintenance of high levels of indebtedness may adversely affect our business,
financial condition and results of operations. Servicing this debt, including the 2017 notes, the 2022 notes and the 2023 notes, will require a
significant amount of cash, and we may not have sufficient cash flow from our business to pay the 2017 notes, the 2022 notes, the 2023 notes or our
other debt.

We have incurred a significant amount of indebtedness. Our maintenance of this level of indebtedness could have adverse consequences, including:

• requiring us to dedicate a substantial portion of cash flow from operations to the payment of interest on, and principal of, our debt, which will reduce the
amounts available to fund working capital, capital expenditures, product development efforts and other general corporate purposes;

• increasing our vulnerability to general adverse economic, industry and market conditions;

• limiting our ability to obtain additional financing in the future or engage in certain strategic transactions without securing bondholder consent;

• limiting our flexibility in planning for, or reacting to, changes in our business and the industry in which we compete; and

• placing us at a possible competitive disadvantage to less leveraged competitors and competitors that have less debt, better debt servicing options or
better access to capital resources.

In addition, our ability to make scheduled payments of the principal of, to pay interest on or to refinance the remaining amount outstanding under the 2017
notes, the 2022 notes or the 2023 notes depends on our future performance, which is subject to economic, financial, competitive and other factors beyond our
control. Our business may not generate cash flow from operations in the future sufficient to service our debt, including the notes. If we are unable to generate
cash flow, we may be required to adopt one or more alternatives, such as selling assets, restructuring debt or obtaining additional equity capital on terms that
may be unfavorable to us or highly dilutive, any of which may be material to the holders of our common stock. Our ability to refinance our indebtedness will
depend on the capital markets and our financial condition at the time we seek to refinance such indebtedness. We may not be able to engage in any of these
activities or engage in these activities on desirable terms, which could result in a default on our debt obligations.

We may not have the ability to raise the funds necessary to settle conversions of the 2017 notes or the 2022 notes or to repurchase the 2017
notes, the 2022 notes or the 2023 notes upon a fundamental change, and our future debt may contain limitations on our ability to pay cash upon
conversion of the 2017 notes or the 2022 notes or repurchase of the 2017 notes, 2022 notes or 2023 notes.

Holders of the 2017 notes and the 2022 notes and the 2023 notes will have the right to require us to repurchase their notes upon the occurrence of a
fundamental change, as defined in the applicable indenture, at a repurchase price equal to 100% of their principal amount, plus accrued and unpaid interest, if
any, as described in the applicable indenture. In addition, upon conversion of the 2017 notes and the 2022 notes, we will be required to make with respect to
each $1,000 in principal amount of notes converted cash payments of at least the lesser of $1,000 and the sum of the daily conversion values as described in
the applicable indenture. Upon conversion of the 2023 notes, we will have the option to settle such conversions in cash, shares of our common stock or a
combination thereof. However, we may not have enough available cash or be able to obtain financing at the time we are required to repurchase notes, to pay
the notes at maturity or to pay cash upon conversions of such notes. In addition, our ability to repurchase notes or to pay cash upon conversions of such notes
may be limited by law, by regulatory authority or by agreements governing our existing indebtedness (including, in the case of the 2017 notes, the 2022 notes or
the 2023 notes, the indenture governing any
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other series of notes) and future indebtedness. Our failure to repurchase notes at a time when the repurchase is required by the applicable indenture or to pay
any cash payable on future conversions of the notes as required by the applicable indenture would constitute a default under the applicable indenture. A default
under the applicable indenture governing the 2017 notes, the 2022 notes or the 2023 notes, respectively, or the fundamental change itself could also lead to a
default under agreements governing our existing indebtedness (including, in the case of the 2017 notes, the 2022 notes or the 2023 notes, the indenture
governing any other series of notes) and future indebtedness. If the repayment of the related indebtedness were to be accelerated after any applicable notice or
grace periods, we may not have sufficient funds to repay the indebtedness and repurchase the notes or make cash payments upon conversions thereof.

The conditional conversion feature of the 2017 notes, the 2022 notes or the 2023 notes, if triggered, may adversely affect our financial condition
and operating results.

The conditional conversion feature of the 2017 notes has been triggered and the holders are currently entitled to convert the notes into our common stock
through December 31, 2016 pursuant to the terms of the 2017 notes indenture. In the event the conditional conversion feature of the 2017 notes is again
triggered or the conditional conversion feature of the 2022 notes or the 2023 notes is triggered, holders of such notes will be entitled to convert the notes at any
time during specified periods at their option, which are set forth in the applicable indenture. If one or more holders elect to convert their 2017 notes or 2022
notes, we would be required, with respect to each $1,000 principal amount of 2017 notes or 2022 notes, to make cash payments equal to the lesser of $1,000
and the sum of the daily conversion values, which could adversely affect our liquidity. With respect to the 2023 notes, we have the option to settle conversions
entirely in cash, in common stock or a combination thereof. In addition, even if holders do not elect to convert their notes, we could be required under applicable
accounting rules to reclassify all or a portion of the outstanding principal of the notes as a current rather than long‑term liability, which would result in a material
reduction of our net working capital.

The accounting method for convertible debt securities that may be settled in cash, such as the 2017 notes, the 2022 notes and the 2023 notes,
could have a material effect on our reported financial results.

Under Accounting Standards Codification 470-20, “Debt with Conversion and Other Options”, which we refer to as ASC 470-20, an entity must separately
account for the liability and equity components of the convertible debt instruments that may be settled entirely or partially in cash upon conversion (such as the
2017 notes, the 2022 notes and the 2023 notes) in a manner that reflects the issuer’s economic interest cost. The effect of ASC 470-20 on the accounting for the
2017 notes, the 2022 notes and the 2023 notes is that the equity component is required to be included in the additional paid in capital section of stockholders’
equity on our consolidated balance sheet, and the value of the equity component would be treated as original issue discount for purposes of accounting for the
debt component of the 2017 notes, the 2022 notes and the 2023 notes. As a result, we will be required to record a greater amount of non-cash interest expense
in current periods presented as a result of the amortization of the discounted carrying value of the notes to their face amount over the term of the 2017 notes, the
2022 notes and the 2023 notes. We will report lower net income in our financial results because ASC 470-20 will require interest to include both the current
period’s amortization of the debt discount and the instrument’s coupon interest, which could adversely affect our reported or future financial results, the market
price of our common stock and the trading price of the 2017 notes, the 2022 notes and the 2023 notes.

In addition, under certain circumstances, convertible debt instruments that may be settled entirely or partly in cash (such as the 2017 notes, the 2022 notes
or the 2023 notes) are currently accounted for utilizing the treasury stock method, the effect of which is that the shares issuable upon conversion of the notes are
not included in the calculation of diluted earnings per share except to the extent that the conversion value of the notes exceeds their principal amount. Under the
treasury stock method, for diluted earnings per share purposes, the transaction is accounted for as if the number of shares of common stock that would be
necessary to settle such excess are issued. We cannot be sure that the accounting standards in the future will continue to permit the use of the treasury stock
method. If we are unable to use the treasury stock method in accounting for the shares issuable upon conversion of the 2017 notes, the 2022 notes or the 2023
notes, then our diluted earnings per share would be adversely affected.

We may incur substantially more debt or take other actions which would intensify the risks discussed above.

We and our subsidiaries may be able to incur substantial additional debt in the future, some of which may be secured debt. We and our subsidiaries are not
restricted under the terms of the applicable indenture governing the 2017 notes, the 2022 notes or the 2023 notes from incurring additional debt, securing
existing or future debt, recapitalizing our debt or taking a number of other actions that are not limited by the terms of the applicable indenture governing the 2017
notes, the 2022 notes or the 2023 notes that could have the effect of diminishing our ability to make payments on the notes when due.
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Risks Related to Commercialization

We face substantial competition, which may result in others discovering, developing  or commercializing competing products before or more
successfully than we do.

Our industry is highly competitive. Competitors in the United States and other countries include major pharmaceutical companies, specialty pharmaceutical
companies and biotechnology firms, universities and other research institutions. Many of our competitors are substantially larger than we are and have
substantially greater research and development capabilities and experience, and greater manufacturing, marketing and financial resources, than we do.

Our competitors may develop, market or license products or novel technologies that are more effective, safer, more convenient or less costly than any that
have been or are being developed or sold by us, or may obtain marketing approval for their products from the FDA or equivalent foreign regulatory bodies more
rapidly than we may obtain approval for ours.

There are well established products, including in many cases generic products, that are approved and marketed for the indications for which our products are
approved and the indications for which we are developing our products in development. In addition, competitors are developing products for such indications. Set
forth in the first risk factor above regarding Angiomax and the risk factor that immediately follows this risk factor is additional information regarding competition for
two marketed products, Angiomax and Orbactiv. We have also launched, or expect to launch, other products that face competition. A description of the
competition for our other products and products in development is included under the caption “Part I, Item 1. Business-Competition” of our Annual Report on
Form 10‑K for the year ended December 31, 2015.

We compete, in the case of our approved and marketed products, and expect to compete, in the cases of our products in development, on the basis of
product efficacy, safety, ease of administration, price and economic value compared to drugs used in current practice or currently being developed. If we are not
successful in demonstrating these attributes, physicians and other key healthcare decision makers may choose other products over our products, switch from
our products to new products or choose to use our products only in limited circumstances, which could adversely affect our business, financial condition and
results of operations.

Orbactiv faces significant competition from branded and generic drugs treating ABSSSI, which may limit the use of Orbactiv and adversely affect
our anticipated revenue.

Orbactiv is an intravenous antibiotic approved by the FDA for the treatment of ABSSSI, caused or suspected to be caused by susceptible gram‑positive
bacteria, including MRSA.

Competition in the market for therapeutic products that address gram‑positive bacterial infections is intense. In particular, there are a variety of available
therapies marketed for the treatment of ABSSSI. Some of these products are branded and subject to patent protection, and others are available on a generic
basis. Many of these approved products, including vancomycin, ceftaroline (Teflaro), clindamycin , daptomycin (Cubicin), telavancin (Vibativ) and linezolid
(Zyvox) are well established therapies and are widely accepted by physicians, patients and hospital decision‑makers. Additionally, insurers and other third‑party
payers may encourage the use of generic products. Vancomycin, for instance, which is sold in a relatively inexpensive generic form, has been widely used for
over 50 years, is the most frequently used IV antibiotic, and we believe, based on our market research, is prescribed to approximately two‑thirds of all
hospitalized ABSSSI patients. If physicians and hospital decision‑makers do not accept the potential advantages of Orbactiv, or are otherwise hesitant or slow to
adopt Orbactiv, our anticipated revenues could be adversely affected.

There are also a number of products recently approved or in clinical development by third parties to treat ABSSSI. Recently approved products include
Sivextro from Cubist Pharmaceuticals, Inc., (now a subsidiary of Merck & Co, Inc.), and Dalvance from Durata Therapeutics, Inc. (now a subsidiary of Allergan
plc). Additionally, several companies have products in development that, if approved, may compete with Orbactiv. If any of these product candidates or any
other products developed by our competitors are more effective, safer, more convenient or less costly than Orbactiv, or would otherwise render Orbactiv
obsolete or non‑competitive, our anticipated revenues from Orbactiv could be adversely affected.

If we are unable to successfully identify and acquire or license development stage compounds, clinical stage product candidates or approved
products and develop or commercialize those compounds and products, our business, financial condition and results of operations may be
adversely affected.

Our business strategy is based on us selectively licensing or acquiring and then successfully developing and commercializing development stage
compounds, clinical stage product candidates and approved products. Because we have only the limited internal scientific research capabilities that we acquired
in some of our acquisitions and we do not anticipate establishing additional scientific
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research capabilities, we are dependent upon pharmaceutical and biotechnology companies and other researchers to sell or license to us development stage
compounds, clinical stage product candidates or approved products. Since 2008, for instance, we have acquired, among others, Targanta, Incline, Rempex, and
Annovation, licensed development and commercialization rights to MDCO-216 and PCSK9si, and licensed the non‑exclusive rights to sell and distribute ten
acute care generic products. The success of this business strategy depends upon our ability to identify, select and acquire or license pharmaceutical products
that meet the criteria we have established. However, the acquisition and licensing of pharmaceutical products is a competitive area. A number of more
established companies, which have acknowledged strategies to license and acquire products, may have competitive advantages over us due to their size,
available cash flows and institutional experience. In addition, we may compete with emerging companies taking similar or different approaches to product
acquisition. Therefore, we may not be able to acquire or license the rights to additional product candidates or approved products on terms that we find
acceptable, or at all.

Because of the intense competition for these types of product candidates and approved products, the cost of acquiring, in-licensing or otherwise obtaining
rights to such candidates and products has grown dramatically in recent years and are often at levels that we cannot afford or that we believe are not justified by
market potential. Any acquisition or license of product candidates or approved products that we pursue may not result in any short or long term benefit to us. We
may incorrectly judge the value or worth of an acquired or licensed product candidate or approved product. Even if we succeed in acquiring product candidates,
we may not be successful in developing them and obtaining marketing approval for them, manufacturing them economically or commercializing them
successfully. We have previously acquired or licensed rights to clinical or development stage compounds and, after having conducted development activities,
determined not to devote further resources to those compounds. For example, in October 2012, we voluntarily discontinued our clinical trials and further
development of MDCO-2010, which we had acquired in connection with our acquisition of Curacyte Discovery GmbH in August 2008, in response to serious
unexpected patient safety issues encountered during a clinical trial. Similarly, following our review of data from the pharmacokinetic and pharmacodynamic study
of several doses of MDCO-157 and oral clopidogrel in healthy volunteers, we elected not to proceed with the further development of MDCO-157, which we had
licensed from CyDex Pharmaceuticals, Inc.

In addition, our future success will depend in part on our ability to manage any required growth associated with some of these acquisitions and licenses. Any
acquisition might distract resources from the development of our existing products in development and could otherwise negatively impact sales of our other
marketed products. Furthermore, the development or expansion of any licensed or acquired product candidate or approved product may require a substantial
capital investment by us, and we may not have the necessary funds to do so.

If we are unable to identify and acquire additional promising candidates or to develop and commercialize successfully those candidates we have, we will not
be able to implement our business strategy and our business, operating results and financial condition may be materially and adversely affected.

If we are not able to convince hospitals to include our products on their approved formulary lists, our revenues may not meet expectations and
our business, results of operations and financial condition may be adversely affected.

Hospitals establish formularies, which are lists of drugs approved for use in the hospital. If a drug is not included on the formulary, the ability of our
engagement partners and customer solutions managers to promote and sell the drug may be limited or denied. For example, in connection with the launch of
one of our recently divested products, we experienced difficulties in getting the product included on hospitals’ formulary lists, in part because hospital formularies
may limit the number of intravenous antihypertensive drugs in each drug class, and revenues from that product were adversely affected. If we fail to secure and
maintain formulary inclusion for our products on favorable terms or are significantly delayed in doing so, we may have difficulty achieving market acceptance of
our products and our business, results of operations and financial condition could be materially adversely affected.

If we are unable to negotiate and maintain satisfactory arrangements with group purchasing organizations with respect to the purchase of our
products, our sales, results of operations and financial condition could be adversely affected.

Our ability to sell our products to hospitals in the United States depends in part on our relationships with group purchasing organizations, or GPOs. Many
existing and potential customers for our products become members of GPOs. GPOs negotiate pricing arrangements and contracts, sometimes on an exclusive
basis, with medical supply manufacturers and distributors. These negotiated prices are then made available to a GPO’s affiliated hospitals and other members. If
we are not one of the providers selected by a GPO, affiliated hospitals and other members may be less likely to purchase our products, and if the GPO has
negotiated a strict sole source, market share compliance or bundling contract for another manufacturer’s products, we may be precluded from making sales to
members of the GPO for the duration of the contractual arrangement. Our failure to renew contracts with GPOs may cause us to lose market share and could
have a material adverse effect on our sales, financial condition and results of operations.
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We cannot assure you that we will be able to renew these contracts at the current or substantially similar terms. If we are unable to keep our relationships and
develop new relationships with GPOs, our competitive position may suffer.

If we are unable to successfully develop our business infrastructure and operations, our ability to generate future product revenue will be
adversely affected and our business, results of operations and financial condition may be adversely affected.

Our ability to support the sales and marketing of our products in the United States and globally will depend on our ability to properly scale our internal
organization and infrastructure to accommodate the development and, upon approval, commercialization of our products and products in development. To
manage our existing and planned future growth and the increasing breadth and complexity of our activities, we need to properly invest in personnel,
infrastructure, information management systems and other operational resources. If we are unable to scale global operations successfully and in a timely
manner, the growth of our business may be limited. Developing our business infrastructure and operations may be more difficult, more expensive or take longer
than we anticipate. We may also need to revise our strategy for developing the proper infrastructure and operations periodically. For example, in the fourth
quarter of 2014, we implemented a reorganization of our European operations, including a workforce reduction and the consolidation of European sites, for which
we recorded, in the aggregate, a one‑time charge of approximately $9.0 million in the fourth quarter of 2014. If we are not able to successfully market and sell
our products globally, our business, results of operations and financial condition may be adversely affected.

Future development of our business infrastructure and operations could strain our operational, human and financial resources. In order to manage the
development of our business infrastructure and global operations, we must:

• continue to improve operating, administrative, and information systems;

• accurately predict future personnel and resource needs to meet contract commitments;

• track the progress of ongoing projects; and

• attract and retain qualified management, sales, professional, scientific and technical operating personnel.

If we do not take these actions and are not able to manage our business, then our operations may be less successful than anticipated.

The success of our global operations may be adversely affected by international risks  and uncertainties. If these operations are not successful,
our business, results of operations and financial condition could be adversely affected.

Our future profitability will depend in part on our ability to grow and ultimately maintain our product sales in foreign markets, particularly in Europe. For the
year ended December 31, 2015 and the nine months ended September 30, 2016 , we had $19.4 million and $9.4 million, respectively, in sales outside of the
United States, most of which are sales of Angiomax. The principal patent covering Angiomax in Europe expired in August 2015 and, as a result, we may face
generic competition in Europe. Our foreign operations subject us to additional risks and uncertainties, particularly because we have limited experience in
marketing, servicing and distributing our products or otherwise operating our business outside of the United States. These risks and uncertainties include:

• political and economic determinations that adversely impact pricing or reimbursement policies;

• our customers’ ability to obtain reimbursement for procedures using our products in foreign markets;

• compliance with complex and changing foreign legal, tax, accounting and regulatory requirements;

• language barriers and other difficulties in providing long-range customer support and service;

• longer accounts receivable collection times;

• significant foreign currency fluctuations, which could result in increased operating expenses and reduced revenues;

• trade restrictions and restrictions on direct investment by foreign entities;

• reduced protection of intellectual property rights in some foreign countries; and
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• the interpretation of contractual provisions governed by foreign laws in the event of a contract dispute.

Our foreign operations could also be adversely affected by export license requirements, the imposition of governmental controls, political and economic
instability, trade restrictions, changes in tariffs and difficulties in staffing and managing foreign operations.

If reimbursement by government payers or other third-party payers is not available or limited for our products, pricing  is delayed or set at
unfavorable levels or access to our products is reduced or terminated by governmental and  other third-party payers, our ability to generate revenue
would be adversely affected.

Acceptable levels of coverage and reimbursement of drug treatments by government payers, such as Medicare and Medicaid programs, private health
insurers and other organizations, have a significant effect on our ability to successfully commercialize our products. Reimbursement in the United States, Europe
or elsewhere may not be available for any products we may develop or, if already available, may be decreased in the future. We may not get reimbursement or
reimbursement may be limited if government payers, private health insurers and other organizations are influenced by the prices of existing drugs in determining
whether our products will be reimbursed and at what levels. For example, the availability of numerous generic antibiotics at lower prices than branded antibiotics,
such as Orbactiv, could substantially affect the likelihood of reimbursement and the level of reimbursement for Orbactiv. If reimbursement is not available or is
available only at limited levels, we may not be able to commercialize our products, or may not be able to obtain a satisfactory financial return on our products.

In certain countries, particularly the countries of the European Union, the pricing of prescription pharmaceuticals and the level of reimbursement are subject
to governmental control. In some countries, pricing and reimbursement are set with limited, if any, participation in the process by the marketing authorization
holder. In addition, it can take an extended period of time after the receipt of initial approval of a product to establish and obtain reimbursement or pricing
approval. Reimbursement approval also may be required at the individual patient level, which can lead to further delays. In addition, in some countries, it may
take an extended period of time to collect payment even after reimbursement has been established. If prices are set at unsatisfactory levels, such prices may
negatively impact our revenues from sales in those countries. An increasing number of countries are taking initiatives to attempt to reduce large budget deficits
by focusing cost-cutting efforts on pharmaceuticals for their state-run health care systems. These international price control efforts have impacted all regions of
the world, but have been most drastic in the European Union. Further, a number of European Union countries use drug prices from other countries of the
European Union as “reference prices” to help determine pricing in their own countries. Consequently, a downward trend in drug prices for some countries could
contribute to similar occurrences elsewhere. If reimbursement of our future products is unavailable or limited in scope or amount, or if pricing is set at
unsatisfactory levels, we may be unable to achieve or sustain profitability.

Third-party payers, including Medicare and Medicaid, increasingly are challenging prices charged for and the cost-effectiveness of medical products and
services and they increasingly are limiting both coverage and the level of reimbursement for drugs. If these third-party payers do not consider our products to be
economically beneficial compared to other available therapies, they may not cover our products after approval as a benefit under their plans or, if they do, the
level of payment may not be sufficient to allow us to sell our products at a profit. Third-party payers may provide coverage, but place stringent limitations on
such coverage, such as requiring alternative treatments to be tried first. The U.S. government, state legislatures and foreign governments have shown significant
interest in implementing cost-containment programs to limit the growth of government-paid health care costs, including price controls, restrictions on
reimbursement and requirements for substitution of generic products for branded prescription drugs. For example, in a final rule adopted in late 2014 regarding
the Medicare Hospital Outpatient Prospective Payment System, CMS finalized a new “bundling” policy that affects reimbursement for a number of medicines
prescribed in connection with certain Medicare hospital outpatient services, including PCI, beginning on January 1, 2015. The medicines affected by this policy
include, among others, Angiomax.  This particular policy is one example of a broader trend in health care in which the government and other payors are seeking
to move from individualized “fee for service” payments toward a system focused on “bundled” payments for more comprehensive packages of services and
episodes of care.  Also, the trend toward managed health care in the United States and the changes in health insurance programs may result in lower prices for
pharmaceutical products and health care reform.

The PPACA may also have a significant impact on pricing as the legislation contains a number of provisions that are intended to reduce or limit the growth of
healthcare costs. The provisions of the PPACA could, among other things, increase pressure on pricing and, as a result, the number of procedures that are
performed. Since the PPACA was enacted, other legislative changes have been proposed and adopted. In January 2013, President Obama signed into law the
American Taxpayer Relief Act of 2012, which, among other things, reduced Medicare payments to several providers and increased the statute of limitations
period for the government to recover overpayments to providers from three to five years. These new laws may result in additional reductions in Medicare and
other healthcare funding. In addition to federal legislation, state legislatures and foreign governments have also shown significant interest in implementing cost-
containment programs, including price controls, restrictions on reimbursement
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and requirements for substitution of generic products. The establishment of limitations on patient access to our drugs, adoption of price controls and cost-
containment measures in new jurisdictions or programs, and adoption of more restrictive policies in jurisdictions with existing controls and measures could
adversely impact our business and future results. If governmental organizations and third-party payers do not consider our products to be cost-effective
compared to other available therapies, they may not reimburse providers or consumers of our products or, if they do, the level of reimbursement may not be
sufficient to allow us to sell our products on a profitable basis.

Use or misuse of our products may result in serious injuries or even death to patients and may subject us to significant claims for product
liability. If we are unable to obtain insurance at acceptable costs and adequate levels or otherwise protect ourselves against potential product
liability claims, we could be exposed to significant liability.

Our business exposes us to potential significant product liability risks which are inherent in the testing, manufacturing, marketing and sale of human
healthcare products. Product liability claims might be made by patients in clinical trials, consumers, health care providers or pharmaceutical companies or others
that sell our products. These claims may be made even with respect to those products that are manufactured in licensed and regulated facilities or otherwise
possess regulatory approval for commercial sale or study.

These claims could expose us to significant liabilities that could prevent or interfere with the development or commercialization of our products. Product
liability claims could require us to spend significant time and money in litigation or pay significant damages. With respect to our commercial sales and our clinical
trials, we are covered by product liability insurance in the amount of $10.0 million per occurrence and $10.0 million annually in the aggregate on a claims-made
basis. This coverage may not be adequate to cover all or any product liability claims that we face.

As we continue to commercialize our products, we may wish to increase our product liability insurance. Product liability coverage is expensive. In the future,
we may not be able to maintain or obtain such product liability insurance on reasonable terms, at a reasonable cost or in sufficient amounts to protect us against
losses due to product liability claims.

Our reliance on government funding for Carbavance adds uncertainty to our research and commercialization efforts with respect to Carbavance.

We expect that a significant portion of the funding for the development of Carbavance will come from a contract with BARDA. BARDA is entitled to terminate
our BARDA contracts for convenience at any time, in whole or in part, and is not required to provide continued funding beyond amounts currently obligated under
the existing contracts, and there can be no assurance that our BARDA contracts will not be terminated. Changes in government budgets and agendas may
result in a decreased and deprioritized emphasis on supporting the development of antibacterial products such as Carbavance. If our BARDA contracts are
terminated or suspended, or if there is any reduction or delay in funding under our BARDA contracts, we may be forced to seek alternative sources of funding,
which may not be available on non-dilutive terms, terms favorable to us or at all. If alternative sources of funding are not available, we may be forced to
suspend or terminate development activities related to Carbavance.

Our reliance on government funding for Carbavance may impose requirements that increase the costs of commercialization and production of
Carbavance developed under that government-funded program.

Our BARDA contracts include provisions that reflect the U.S. government’s substantial rights and remedies, many of which are not typically found in
commercial contracts, including powers of the government to:

• unilaterally reduce or modify the government’s obligations under such contracts, including by imposing equitable price adjustments, without the consent
of the other party;

• cancel multi-year contracts and related orders if funds for contract performance for any subsequent year become unavailable;

• decline, in whole or in part, to exercise an option to renew the contracts;

• claim rights to data, including intellectual property rights, developed under such contracts;

• audit contract-related costs and fees, including allocated indirect costs;

• suspend the contractor from receiving new contracts pending resolution of alleged violations of procurement laws or regulations in the event of
wrongdoing by us;
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• take actions that result in a longer development timeline than expected;

• direct the course of a development program in a manner not chosen by the government contractor;

• impose U.S. manufacturing requirements for products that embody inventions conceived or first reduced to practice under such contracts;

• suspend or debar the contractor from doing future business with the government or a specific government agency;

• pursue criminal or civil remedies under the False Claims Act, False Statements Act and similar remedy provisions specific to government agreements;
and

• limit the government’s financial liability to amounts appropriated by the U.S. Congress on a fiscal-year basis, thereby leaving some uncertainty about the
future availability of funding for a program even after it has been funded for an initial period.

We may not have the right to prohibit the U.S. government from using certain technologies funded by the government and developed by us related to
Carbavance and our other antibacterial candidates, and we may not be able to prohibit third party companies, including our competitors, from using those
technologies in providing products and services to the U.S. government. The U.S. government generally takes the position that it has the right to royalty-free use
of technologies that are developed under U.S. government contracts.

In addition, government contracts normally contain additional requirements that may increase our costs of doing business, reduce our profits, and expose us
to liability for failure to comply with these terms and conditions. These requirements include, for example:

• specialized accounting systems unique to government contracts;

• potential liability for price adjustments or recoupment of government funds after such funds have been spent;

• public disclosures of certain non-proprietary contract information, which may enable competitors to gain insights into our research program; and

• mandatory socioeconomic compliance requirements, including labor standards, non-discrimination and affirmative action programs and environmental
compliance requirements.

As a U.S. government contractor, we are subject to financial audits and other reviews by the U.S. government of our costs and performance under our
BARDA contracts, as well as our accounting and general business practices related to our BARDA contracts. Based on the results of its audits, the government
may adjust our contract-related costs and fees, including allocated indirect costs.

Laws and regulations affecting government contracts, including our BARDA contracts, make it more costly and difficult for us to successfully
conduct our business. Failure to comply with these laws and regulations could result in significant civil and criminal penalties and adversely affect
our business.

We must comply with numerous laws and regulations relating to the administration and performance of our BARDA contracts. Among the most significant
government contracting regulations that affect one or both of our BARDA contracts are:

• the Federal Acquisition Regulation, or FAR, and agency-specific regulations supplemental to the FAR, which comprehensively regulate the
procurement, formation, administration and performance of government contracts;

• the business ethics and public integrity obligations, which govern conflicts of interest and the hiring of former government employees, restrict the granting
of gratuities and funding of lobbying activities and incorporate other requirements such as the Anti-Kickback Act, the Procurement Integrity Act, the False
Claims Act and the Foreign Corrupt Practices Act;

• export and import control laws and regulations; and

• laws, regulations and executive orders restricting the exportation of certain products and technical data.
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In addition, U.S. government agencies such as the Department of Health and Human Services, or DHHS, and the Defense Contract Audit Agency, or DCAA,
routinely audit and investigate government contractors for compliance with applicable laws and standards. These agencies review a contractor’s performance
under its contracts, including contracts with BARDA, cost structure and compliance with applicable laws, regulations and standards.

These agencies also review the adequacy of, and a contractor’s compliance with, its internal control systems and policies, including the contractor’s
purchasing, property, estimating, compensation and management information systems. Any costs found to be improperly allocated to a specific contract will not
be paid, while such costs already paid must be refunded. If we are audited and such audit uncovers improper or illegal activities, we may be subject to civil and
criminal penalties and administrative sanctions, including:

• termination of any government contracts, including our BARDA contracts;

• suspension of payments;

• fines; and

• suspension or prohibition from conducting business with the U.S. government.

In addition, we could suffer serious reputational harm if allegations of impropriety were made against us, which could cause our stock price to decrease.

We may not be able to manage our business effectively if we are unable to attract and  retain key personnel and consultants.

Our industry has experienced a high rate of turnover of management personnel in recent years. At our company, for example, Glenn P. Sblendorio,
President and Chief Financial Officer, announced his retirement from the company in the fourth quarter of 2015, and Brent Furse, Executive Vice President,
Chief Customer Officer, and Cees Heiman, Executive Vice President, Chief Innovation Officer, departed from our company in the fourth quarter of 2014. We are
highly dependent on our ability to attract and retain qualified personnel for the acquisition, development and commercialization activities we conduct or sponsor.
If we lose one or more of the members of our senior management, including our Chief Executive Officer, Clive A. Meanwell, or other key employees or
consultants, our ability to implement successfully our business strategy could be seriously harmed. Our ability to replace these key employees may be difficult
and may take an extended period of time because of the limited number of individuals in our industry with the breadth of skills and experience required to
acquire, develop and commercialize products successfully. Competition to hire from this limited pool is intense, and we may be unable to hire, train, retain or
motivate such additional personnel.

Risks Related to our Dependence on Third Parties for Manufacturing, Research and  Development, and Distribution Activities

We do not have manufacturing or supply capabilities and are completely dependent on third parties for the manufacture and supply of our
products. We depend on a limited number of suppliers for the production of bulk drug substance for our products and products in development and
to carry out fill-finish activities. If any of these suppliers does not or cannot fulfill its manufacturing or supply obligations to us, our ability to meet
commercial demands for our products and to conduct clinical trials of our products and products  in development could be impaired and our
business could be harmed.

We do not manufacture any of our products or products in development, and do not plan to develop any capacity to manufacture them. We currently rely on
a limited number of manufacturers and other third parties for bulk substance and to carry out fill-finish activities for our products and products in development.
We expect to continue this manufacturing strategy for all of our other products and products in development for the foreseeable future.

In the event that any third-party is unable or unwilling to carry out its respective manufacturing or supply obligations or terminates or refuses to renew its
arrangements with us, we may be unable to obtain alternative manufacturing or supply on commercially reasonable terms on a timely basis or at all. In such
cases, the third-party manufacturers have made no commitment to supply the drug product to us on a long-term basis and could reject our purchase orders.
Only a limited number of manufacturers are capable of manufacturing our products and products in development. Consolidation within the pharmaceutical
manufacturing industry could further reduce the number of manufacturers capable of producing our products, or otherwise affect our existing contractual
relationships.
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If we were required to transfer manufacturing processes to other third-party manufacturers and we were able to identify an alternative manufacturer, we
would still need to satisfy various regulatory requirements. Satisfaction of these requirements could cause us to experience significant delays in receiving an
adequate supply of our products and products in development and could be costly. Moreover, we may not be able to transfer processes that are proprietary to
the manufacturer. Any delays in the manufacturing process may adversely impact our ability to meet commercial demands for our products on a timely basis,
which could reduce our revenue, and to supply product for clinical trials of our products and products in development, which could affect our ability to complete
clinical trials of our products and products in development on a timely basis.

If third parties on whom we rely to manufacture and support the development and  commercialization of our products do not fulfill their
obligations or we are unable to establish or maintain such arrangements, the development and commercialization of  our products may be terminated
or delayed, and the costs of development and commercialization may increase.

Our development and commercialization strategy involves entering into arrangements with corporate and academic collaborators, contract research
organizations, distributors, third-party manufacturers, licensors, licensees and others to conduct development work, manage or conduct our clinical trials,
manufacture our products and market and sell our products outside of the United States. We do not have the expertise or the resources to conduct many of
these activities on our own and, as a result, are particularly dependent on third parties in many areas.

We may not be able to maintain our existing arrangements with respect to the commercialization or manufacture of our products or establish and maintain
arrangements to develop, manufacture and commercialize our products in development or any additional product candidates or products we may acquire on
terms that are acceptable to us. Any current or future arrangements for development and commercialization may not be successful. If we are not able to
establish or maintain agreements relating to our products, our products in development or any additional products or product candidates we may acquire, our
results of operations would be materially adversely affected.

Third parties may not perform their obligations as expected. The amount and timing of resources that third parties devote to developing, manufacturing and
commercializing our products are not within our control. Our collaborators may develop, manufacture or commercialize, either alone or with others, products and
services that are similar to or competitive with the products that are the subject of the collaboration with us. Furthermore, our interests may differ from those of
third parties that manufacture or commercialize our products. Our collaborators may reevaluate their priorities from time to time, including following mergers and
consolidations, and change the focus of their development, manufacturing or commercialization efforts. Disagreements that may arise with these third parties
could delay or lead to the termination of the development or commercialization of our product candidates, or result in litigation or arbitration, which would be time
consuming and expensive.

If any third party that manufactures or supports the development or commercialization of our products breaches or terminates its agreement with us, fails to
commit sufficient resources to our collaboration or conduct its activities in a timely manner, or fails to comply with regulatory requirements, such breach,
termination or failure could:

• delay or otherwise adversely impact the manufacturing, development or commercialization of our products, our products in development or any
additional products or product candidates that we may acquire or develop;

• require us to seek a new collaborator or undertake unforeseen additional responsibilities or devote unforeseen additional resources to the
manufacturing, development or commercialization of our products; or

• result in the termination of the development or commercialization of our products.

Our reliance on third-party manufacturers and suppliers to supply our products and products in development may increase the risk that we will
not have appropriate supplies of our products or our products in development, which could adversely affect our business, results of operations and
financial condition.

Reliance on third-party manufacturers and suppliers entails risks to which we would not be subject if we manufactured products or products candidates
ourselves, including:

• reliance on the third party for regulatory compliance and quality assurance;

• the possible breach of the manufacturing or supply agreement by the third party; and
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• the possible termination or non-renewal of the agreement by the third party, based on its own business priorities, at a time that is costly or inconvenient
for us.

Our products and products in development may compete with products and products in development of third parties for access to manufacturing facilities. If
we are not able to obtain adequate supplies of our products and products in development, it will be more difficult for us to compete effectively, market and sell
our approved products and develop our products in development.

Our manufacturers are subject to ongoing, periodic, unannounced inspection by the FDA and corresponding state and foreign agencies or their designees to
evaluate compliance with the FDA’s current good manufacturing practices, or cGMP, regulations and other governmental regulations and corresponding foreign
standards. We cannot be certain that our present or future manufacturers will be able to comply with cGMP regulations and other FDA regulatory requirements
or similar regulatory requirements outside the United States. We do not control compliance by our manufacturers with these regulations and standards. Failure
of our third-party manufacturers or us to comply with applicable regulations could result in sanctions being imposed on us, including fines and other monetary
penalties, injunctions, civil penalties, failure of regulatory authorities to grant marketing approval of our products in development, delays, suspension or
withdrawal of approvals, suspension of clinical trials, license revocation, seizures or recalls of products in development or products, interruption of production,
warning letters, operating restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our products and products in
development.

We may depend on collaborations with third parties for the development and commercialization of certain of our products in development. If
those collaborations are not successful, we may not be able to capitalize on the market potential of these products in development.

We may seek to develop and commercialize certain of our products in development through a variety of types of collaboration arrangements. Our likely
collaborators for any marketing, distribution, development, licensing or broader collaboration arrangements include large and mid‑size pharmaceutical
companies, regional and national pharmaceutical companies and biotechnology companies. We may not be able to enter into these types of arrangements on a
timely basis, on favorable terms or at all. Our ability to enter into such arrangements with respect to products in development that are subject to licenses may be
limited by the terms of those licenses. If we do enter into any such arrangements with any third parties in the future, we will likely have limited control over the
amount and timing of resources that our collaborators dedicate to the development or commercialization of our products in development. Our ability to generate
revenues from these arrangements will depend on our collaborators’ abilities to successfully perform the functions assigned to them in these arrangements.

Collaborations involving our products in development could pose a number of risks to us, including:

• collaborators have significant discretion in determining the efforts and resources that they will apply to these collaborations;

• collaborators may not pursue development and commercialization of our products in development or may elect not to continue or renew development or
commercialization programs based on clinical trial results, changes in the collaborators’ strategic focus or available funding, or external factors such as
an acquisition that diverts resources or creates competing priorities;

• collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial or abandon a product candidate, repeat
or conduct new clinical trials or require a new formulation of a product candidate for clinical testing;

• collaborators could independently develop, or develop with third parties, products that compete directly or indirectly with our products in development if
the collaborators believe that competitive products are more likely to be successfully developed or can be commercialized under terms that are more
economically attractive than ours;

• a collaborator with marketing and distribution rights to one or more products may not commit sufficient resources to the marketing and distribution of
such product or products;

• collaborators may not properly maintain or defend our intellectual property rights or may use our proprietary information in such a way as to invite
litigation that could jeopardize or invalidate our intellectual property or proprietary information or otherwise expose us to potential litigation;

• collaborators may infringe the intellectual property rights of third parties, which may expose us to litigation and potential liability;
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• disputes may arise with respect to the ownership of intellectual property developed pursuant to our collaborations;

• disputes may arise between the collaborators and us that result in the delay or termination of the research, development or commercialization of our
products or products in development or that result in costly litigation or arbitration that diverts management attention and resources; and

• collaborations may be terminated and, if terminated, may result in a need for additional capital to pursue further development or commercialization of the
applicable products and products in development.

Collaboration agreements may not lead to development or commercialization of products in development in the most efficient manner or at all. If a
collaborator of ours were to be involved in a business combination, the continued pursuit and emphasis on our product development or commercialization
program could be delayed, diminished or terminated.

If we use hazardous and biological materials in a manner that causes injury or  violates applicable law, we may be liable for damages or subject to
fines and penalties.

We conduct research and development activities that involve the controlled use of potentially hazardous substances, including chemical, biological and
radioactive materials and viruses. In addition, our operations produce hazardous waste products. Federal, state and local laws and regulations in the United
States and Canada govern the use, manufacture, storage, handling and disposal of hazardous materials. We may incur significant additional costs to comply with
applicable laws in the future. Also, we cannot completely eliminate the risk of contamination or injury resulting from hazardous materials and we may incur
liability as a result of any such contamination or injury. In the event of an accident, we could be held liable for damages or penalized with fines, and the liability
could exceed our resources. We have only limited insurance for liabilities arising from hazardous materials. Compliance with applicable environmental laws and
regulations is expensive, and current or future environmental regulations may restrict our research, development and production efforts, which could harm our
business, operating results and financial condition.

Risks Related to Regulatory Matters

If we do not obtain regulatory approvals for our products in development in any  jurisdiction or for our products in any additional jurisdictions,
we will not be able to market our products and products in development in those jurisdictions and our ability  to generate additional revenue could be
materially impaired.

We must obtain approval from the FDA in order to sell our products in development in the United States and from foreign regulatory authorities in order to
sell our products in development in other countries. In addition, we must obtain approval from foreign regulatory authorities in order to sell our U.S.-approved
products in other countries.

We have a pipeline of acute and intensive care hospital products in development, including Carbavance, MDCO-216, MDCO-700 and PCSK9si. We cannot
be assured that we will make our planned submissions when we anticipate, that the submissions will be accepted for filing, or that the applicable regulatory
authorities will approve our applications on a timely basis or at all.

Developing and obtaining regulatory approval for product candidates is a lengthy process, often taking a number of years, is uncertain and is expensive. All
of the product candidates that we are developing, or may develop in the future, require research and development, preclinical studies, nonclinical testing and
clinical trials prior to seeking regulatory approval and commencing commercial sales. In addition, we may need to address a number of technological challenges
in order to complete development of our product candidates. As a result, the development of product candidates may take longer than anticipated or not be
successful at all.

Any regulatory approval we ultimately obtain may limit the indicated uses for the product or subject the product to restrictions or post-approval commitments
that render the product commercially non-viable. Securing regulatory approval requires the submission of extensive non-clinical and clinical data, information
about product manufacturing processes and inspection of facilities and supporting information to the regulatory authorities for each therapeutic indication to
establish the product’s safety and efficacy. If we are unable to submit the necessary data and information, for example, because the results of clinical trials are
not favorable, or if the applicable regulatory authority delays reviewing or does not approve our applications, we will be unable to obtain regulatory approval.
Delays in obtaining or failure to obtain regulatory approvals may:

• delay or prevent the successful commercialization of any of the products or product candidates in the jurisdiction for which approval is sought;
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• diminish our competitive advantage; and

• defer or decrease our receipt of revenue.

The regulatory review and approval process to obtain marketing approval takes many years and requires the expenditure of substantial resources. This
process can vary substantially based on the type, complexity, novelty and indication of the product involved. Regulatory authorities have substantial discretion in
the approval process and may refuse to accept any application or may decide that data are insufficient for approval and require additional pre-clinical, clinical or
other studies. In addition, varying interpretations of the data obtained from pre-clinical and clinical testing could delay, limit or prevent regulatory approval of a
product. Moreover, recent events, including complications experienced by patients taking FDA-approved drugs, have raised questions about the safety of
marketed drugs and may result in new legislation by the U.S. Congress or foreign legislatures and increased caution by the FDA and comparable foreign
regulatory authorities in reviewing applications for marketing approval.

Certain of our products in development have experienced regulatory and/or clinical setbacks in the past. For example, in February 2014, the FDA
Cardiovascular and Renal Drugs Advisory Committee advised against approval of one of our recently divested products for use in patients undergoing PCI or
those that require bridging from oral antiplatelet therapy to surgery, and in April 2014, the FDA issued a complete response letter regarding our NDA for that
product. 

The procedures to obtain marketing approvals vary among countries and can involve additional clinical trials or other pre-filing requirements. The time
required to obtain foreign regulatory approval may differ from that required to obtain FDA approval. The foreign regulatory approval process may include all the
risks associated with obtaining FDA approval, or different or additional risks. We may not obtain foreign regulatory approvals on a timely basis, if at all. Approval
by the FDA does not ensure approval by the regulatory authorities in other countries, and approval by one foreign regulatory authority does not ensure approval
by the FDA or regulatory authorities in other foreign countries. We may not be able to file for regulatory approvals and may not receive necessary approvals to
commercialize our products and products in development in any market.

We cannot expand the indications for which we are marketing our products unless we  receive regulatory approval for each additional indication.
Failure to expand these indications will limit the size of the commercial market for our products.

In order to market our products for expanded indications, we will need to conduct appropriate clinical trials, obtain positive results from those trials and obtain
regulatory approval for such proposed indications. Obtaining regulatory approval is uncertain, time-consuming and expensive. The regulatory review and
approval process to obtain marketing approval for a new indication can take many years and require the expenditure of substantial resources. This process can
vary substantially based on the type, complexity, novelty and indication of the product involved. The regulatory authorities have substantial discretion in the
approval process and may refuse to accept any application. Alternatively, they may decide that any data submitted is insufficient for approval and require
additional pre-clinical, clinical or other studies, which studies could require the expenditure of substantial resources. Even if we undertook such studies, we
might not be successful in obtaining regulatory approval for these indications or any other indications in a timely manner or at all. In addition, varying
interpretations of the data obtained from pre-clinical and clinical testing could delay, limit or prevent regulatory approval of a new indication for a product. If we
are unsuccessful in expanding the product label of our products, the size of the commercial market for our products will be limited.

Clinical trials of product candidates are expensive and time-consuming, and the  results of these trials are uncertain. If we are unable to conduct
clinical trials that demonstrate the safety and efficacy of our product candidates on a timely basis, then our costs of developing the product
candidates may increase and we may not be able to obtain regulatory approval for our product candidates on a timely basis or at all.

Before we can obtain regulatory approvals to market any product for a particular indication, we will be required to complete pre-clinical studies and extensive
clinical trials in humans to demonstrate the safety and efficacy of such product for such indication.

Clinical testing is expensive, difficult to design and implement, can take many years to complete and is uncertain as to outcome. Success in pre-clinical
testing or early clinical trials does not ensure that later clinical trials will be successful, and interim results of a clinical trial do not necessarily predict final results.
An unexpected result in one or more of our clinical trials can occur at any stage of testing. For example, in October 2012, we voluntarily discontinued our Phase
2b dose-ranging study of MDCO-2010, a serine protease inhibitor which we were developing to reduce blood loss during surgery, in response to serious
unexpected patient safety issues encountered during the trial. Further, in November 2009, we discontinued enrollment in our Phase 3 clinical trials of one of our
recently divested products prior to completion after the independent Interim Analysis Review Committee for the program reported to us that the efficacy
endpoints of the trial program would not be achieved.
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We may experience numerous unforeseen events during, or as a result of, the clinical trial process that could delay or prevent us from receiving regulatory
approval or commercializing our products in development, including:

• our clinical trials may produce negative or inconclusive results, and we may decide, or regulators may require us, to conduct additional clinical trials
which even if undertaken cannot ensure we will gain approval;

• data obtained from pre-clinical testing and clinical trials may be subject to varying interpretations, which could result in the FDA or other regulatory
authorities deciding not to approve a product in a timely fashion, or at all;

• the cost of clinical trials may be greater than we currently anticipate;

• regulators, ethics committees or institutional review boards may not authorize us to commence a clinical trial or conduct a clinical trial at a prospective
trial site;

• we, or the FDA or other regulatory authorities, might suspend or terminate a clinical trial at any time on various grounds, including a finding that
participating patients are being exposed to unacceptable health risks. For example, we have in the past voluntarily suspended enrollment in one of our
clinical trials to review an interim analysis of safety data from the trial; and

• the effects of our product candidates may not be the desired effects or may include undesirable side effects or the product candidates may have other
unexpected characteristics.

The rate of completion of clinical trials depends in part upon the rate of enrollment of patients. Patient enrollment is a function of many factors, including the
size of the patient population, the proximity of patients to clinical sites, the eligibility criteria for the trial, the existence of competing clinical trials and the
availability of alternative or new treatments. In particular, the patient population targeted by some of our clinical trials may be small. Delays in patient enrollment
in any of our current or future clinical trials may result in increased costs and program delays.

If we or the contract manufacturers manufacturing our products and products in development fail to comply with the extensive regulatory
requirements to which we, our contract manufacturers and our products and products in development are subject, our products could be subject to
restrictions or withdrawal from the market, the development of our product candidates could be jeopardized, and  we could be subject to penalties.

The research, testing, manufacturing, labeling, safety, advertising, promotion, storage, sales, distribution, import, export and marketing, among other things, of
our products, both before and after approval, are subject to extensive regulation by governmental authorities in the United States, Europe and elsewhere
throughout the world. Both before and after approval of a product, quality control and manufacturing procedures must conform to cGMP. Regulatory authorities,
including the FDA, periodically inspect manufacturing facilities to assess compliance with cGMP. Our failure or the failure of contract manufacturers to comply
with the laws administered by the FDA, the EMA or other governmental authorities could result in, among other things, any of the following:

• delay in approving or refusal to approve a product;

• product recall or seizure;

• suspension or withdrawal of an approved product from the market;

• delays in, suspension of or prohibition of commencing, clinical trials of products in development;

• interruption of production;

• operating restrictions;

• untitled or warning letters;

• injunctions;

• fines and other monetary penalties;

• the imposition of civil or criminal penalties; 
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• disruption of importing and exporting activities; and

• unanticipated expenditures.

We may incur significant liability if it is determined that we are promoting the “off-label” use of any of our products.

Physicians may prescribe drug products for uses that are not described in the product’s labeling and that differ from those approved by the FDA or other
applicable regulatory agencies. Off-label uses are common across medical specialties. Although the FDA and other regulatory agencies do not regulate a
physician’s choice of treatments, the FDA and other regulatory agencies do restrict communications on the subject of off-label use. Companies may not promote
drugs for off-label uses. The FDA and other regulatory and enforcement authorities actively enforce laws and regulations prohibiting promotion of off-label uses
and the promotion of products for which marketing approval has not been obtained. A company that is found to have promoted off-label uses may be subject to
significant liability, including civil and administrative remedies as well as criminal sanctions.

Notwithstanding the regulatory restrictions on off-label promotion, the FDA and other regulatory authorities allow companies to engage in truthful, non-
misleading, and non-promotional scientific exchange concerning their products. We engage in medical education activities and communicate with investigators
and potential investigators regarding our clinical trials. If the FDA or another regulatory or enforcement authority determines that our communications regarding
our marketed products are not in compliance with the relevant regulatory requirements and that we have improperly promoted off-label uses, we may be subject
to significant liability, including civil and administrative remedies as well as criminal sanctions.

If we do not comply with federal, state and foreign laws and regulations relating to  the health care business, we could face substantial penalties.

We and our customers are subject to extensive regulation by the federal government, and the governments of the states and foreign countries in which we
may conduct our business. In the United States, the laws that directly or indirectly affect our ability to operate our business include the following:

• the Federal Anti-Kickback Law, which prohibits persons from knowingly and willfully soliciting, offering, receiving or providing remuneration, directly or
indirectly, in cash or in kind, to induce either the referral of an individual or furnishing or arranging for a good or service for which payment may be made
under federal health care programs such as Medicare and Medicaid;

• other Medicare laws and regulations that prescribe the requirements for coverage and payment for services performed by our customers, including the
amount of such payment;

• the Federal False Claims Act, which imposes civil and criminal liability on individuals and entities who submit, or cause to be submitted, false or
fraudulent claims for payment to the government;

• the Federal False Statements Act, which prohibits knowingly and willfully falsifying, concealing or covering up a material fact or making any materially
false statement in connection with delivery of or payment for health care benefits, items or services; and

• various state laws that impose similar requirements and liability with respect to state healthcare reimbursement and other programs.

If our operations are found to be in violation of any of the laws and regulations described above or any other law or governmental regulation to which we or
our customers are or will be subject, we may be subject to civil and criminal penalties, damages, fines, exclusion from the Medicare and Medicaid programs and
the curtailment or restructuring of our operations. Similarly, if our customers are found to be non-compliant with applicable laws, they may be subject to
sanctions, which could also have a negative impact on us. Any penalties, damages, fines, curtailment or restructuring of our operations would adversely affect
our ability to operate our business and our financial results. Any action against us for violation of these laws, even if we successfully defend against it, could
cause us to incur significant legal expenses, divert our management’s attention from the operation of our business and damage our reputation.
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Failure to comply with the U.S. Foreign Corrupt Practices Act, or FCPA, as well as the anti-bribery laws of the nations in which we conduct
business, could subject us to penalties and other adverse consequences.

We are subject to the FCPA, which generally prohibits U.S. companies from engaging in bribery or other prohibited payments to foreign officials for the
purpose of obtaining or retaining business and requires companies to maintain accurate books and records and internal controls, including at foreign-controlled
subsidiaries. In addition, we are subject to other anti-bribery laws of the nations in which we conduct business that apply similar prohibitions as the FCPA. Our
employees or other agents may engage in prohibited conduct without our knowledge under our policies and procedures and the FCPA and other anti-bribery
laws that we may be subject to for which we may be held responsible. If our employees or other agents are found to have engaged in such practices, we could
suffer severe penalties and other consequences that may have a material adverse effect on our business, financial condition and results of operations.

The production of fentanyl hydrochloride, which is used in Ionsys, is highly regulated through an annual allocation quota made by the Drug
Enforcement Administration, or DEA, in the United States and our specific allocation by the DEA could significantly limit the development,
production or sale of Ionsys.

Fentanyl hydrochloride is subject to the DEA’s production and procurement quota scheme where the DEA establishes annually an aggregate quota for how
much fentanyl may be produced in total in the United States based on an estimate of the quantity needed to meet legitimate scientific and medicinal needs that
is then allocated among individual companies based on applications submitted annually by these individual companies to request an individual production and
procurement quotas. These applications generally require substantial evidence and documentation of expected legitimate medical and scientific needs before the
DEA makes its decision in allocating annual quotas to those manufacturers. The aggregate production quotas and individual production and procurement quotas
may be adjusted from time to time during the year, although the DEA has substantial discretion in whether or not to make such adjustments. The DEA may
choose to set the aggregate fentanyl hydrochloride quota lower than the total amount requested by the companies.

While it is possible to petition the DEA for an increase in the annual aggregate quota allocated to us after it is fixed, there is no guarantee that the DEA
would act favorably upon such a petition. Our production and procurement quota of fentanyl hydrochloride may not be sufficient to meet commercial demand or
clinical development needs. Any delay or refusal by the DEA in establishing the production and/or procurement quota or a reduction in our quota for fentanyl or a
failure to increase it over time as we anticipate could delay or stop the development, production or sale of Ionsys or cause us to fail to achieve our expected
operating results, which could have a material adverse effect on our business, results of operations, financial condition and prospects.

Risks Related to Our Intellectual Property

If we breach any of the agreements under which we license rights to products or  technology from others, we could lose license rights that are
material to our business or be subject to claims by our licensors.

We license rights to products and technology that are important to our business, and we expect to enter into additional licenses in the future. For instance, we
have exclusively licensed patents and patent applications relating to each of our products and products in development. Under these agreements, we are subject
to a range of commercialization and development, sublicensing, royalty, patent prosecution and maintenance, insurance and other obligations.

Any failure by us to comply with any of these obligations or any other breach by us of our license agreements could give the licensor the right to terminate the
license in whole, terminate the exclusive nature of the license or bring a claim against us for damages. Any such termination or claim could have a material
adverse effect on our financial condition, results of operations, liquidity or business. Even if we contest any such termination or claim and are ultimately
successful, such dispute could lead to delays in the development or commercialization of potential products and result in time-consuming and expensive
litigation or arbitration. In addition, on termination we may be required to license to the licensor any related intellectual property that we developed.
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If we are unable to obtain or maintain protection for the intellectual  property relating to our products, the value of our products will be adversely
affected.

The patent positions of pharmaceutical companies like us are generally uncertain and involve complex legal, scientific and factual issues. We cannot be
certain that our patents and patent applications, including our own and those that we have rights to through licenses from third parties will adequately protect our
intellectual property. Our success protecting our intellectual property depends significantly on our ability to:

• obtain and maintain U.S. and foreign patents, including defending those patents against adverse claims;

• secure patent term extension for the patents covering our approved products;

• protect trade secrets;

• operate without infringing the proprietary rights of others; and

• prevent others from infringing our proprietary rights.

We may not have any additional patents issued from any patent applications that we own or license. If additional patents are granted, the claims allowed may
not be sufficiently broad to protect our technology. In addition, issued patents that we own or license may be challenged in contested proceedings such as
opposition, derivation, reexamination, inter partes review, post-grant review or interference proceedings and may be narrowed, invalidated or circumvented,
which could limit our ability to stop competitors from marketing similar products or limit the length of term of patent protection we may have for our products, and
we may not be able to obtain patent term extension to prolong the terms of the principal patents covering our approved products. Changes in patent laws or in
interpretations of patent laws in the United States and other countries may diminish the value of our intellectual property or narrow the scope of our patent
protection.

In addition, the U.S. Supreme Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection available in certain
circumstances or weakening the rights of patent owners in certain situations. This combination of events has created uncertainty with respect to the value of
patents, once obtained, and with regard to our ability to obtain patents in the future. Depending on decisions by the U.S. Congress, the federal courts, and the
PTO, the laws and regulations governing patents could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce our
existing patents and patents that we might obtain in the future.

Our patents also may not afford us protection against competitors with similar technology. Because patent applications in the United States and many foreign
jurisdictions are typically not published until eighteen months after filing, or in some cases not at all, and because publications of discoveries in the scientific
literature often lag behind actual discoveries, neither we nor our licensors can be certain that others have not filed or maintained patent applications for
technology used by us or covered by our pending patent applications without our being aware of these applications.

We exclusively license patents and patent applications for each of our products and products in development, for which we own the patents and patent
applications, and we license on a non-exclusive basis the acute care generic products from APP which are not covered by any patents or patent applications.
The patents covering our approved products and our products in development are currently set to expire at various dates.

Angiomax. The principal U.S. patents covering Angiomax currently include the ‘727 patent and the ‘343 patent and previously included the ‘404 patent. The
‘404 patent covered the composition of matter of Angiomax. The ‘404 patent was set to expire in March 2010, but the term was extended to December 15, 2014
by the PTO under the Hatch-Waxman Act.  As a result of our study of Angiomax in the pediatric setting, we had an additional six-month period of pediatric
exclusivity following expiration of the ‘404 patent.  This period of exclusivity expired in June 2015.

In the second half of 2009, the PTO issued to us the ‘727 patent and the ‘343 patent, covering a more consistent and improved Angiomax drug product and
the processes by which it is made. The ‘727 patent and the ‘343 patent are set to expire in January 2029, which includes pediatric exclusivity. In response to
Paragraph IV Certification Notice letters we received with respect to ANDAs filed by a number of parties with the FDA seeking approval to market generic
versions of Angiomax, we filed lawsuits against the ANDA filers alleging patent infringement of the ‘727 patent and ‘343 patent and have since entered into
settlement agreements with respect to our suits against three ANDA filers, Teva, APP and Sun. In our lawsuit against Hospira, on July 2, 2015, the Federal
Circuit Court ruled against us, finding the ‘727 patent and ‘343 patent invalid under the Section 102(b) “on sale” bar. In November 2015, our petition for en banc
review of the Federal Circuit Court's July 2, 2015 decision was granted and the
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Federal Circuit Court vacated its July 2, 2015 decision. In July 2015, as a result of the Federal Circuit Court's now vacated July 2, 2015 decision, we entered into
a supply and distribution agreement with Sandoz under which we granted Sandoz the exclusive right to sell in the United States an authorized generic of
Angiomax (bivalirudin). On July 15, 2015, Hospira's ANDAs for its generic versions of bivalirudin were approved by the FDA and Hospira began selling its
generic versions of bivalirudin. On July 11, 2016, in an unanimous decision, the en banc Court ruled in our favor by finding that the ‘727 patent and the ‘343
patent were not invalid under the “on sale” bar The remaining issues on appeal that were not decided by the original panel were remanded back to the same
panel for consideration. Notwithstanding the Federal Circuit Court’s November 13, 2015 and July 11, 2016 decisions, due to the Federal Circuit Court’s July 2,
2015 decision and our resulting entry into a supply and distribution agreement with Sandoz and Hospira’s entry into the market, Angiomax is now subject to
generic competition with the authorized generic and Hospira’s generic bivalirudin products.

In addition to Hospira's generic versions of bivalirudin, Sandoz's authorized generic and, if approved, Eagle's formulation of bivalirudin, Angiomax could be
subject to generic competition in the United States from Teva, APP and Sun under the circumstances set forth in our respective settlement agreements with
such parties and upon a final approval of each companies' ANDA filings by the FDA. Other ANDA filers may commercialize their products ‘at risk’ if they receive
final approval of their respective ANDA filings and are not subject to a Hatch-Waxman 30-month stay. In September 2016, Pliva Hrvatska DOO, an affiliate of
Teva, received tentative approval for its ANDA filing for its generic version of Angiomax. Further, we remain in infringement litigation involving the '727 patent
and '343 patent with the other ANDA filers. Our patent infringement litigation involving the ‘727 patent and ‘343 patent is described in more detail in Part II, Item
1. Legal Proceedings, of this Quarterly Report on Form 10-Q. If we are unable to enforce our U.S. patents covering Angiomax, Angiomax could become subject
to further generic competition, which could have a material adverse impact on our business, financial condition and operating results. Following our settlements
with Teva, APP and Sun, we submitted the settlement documents for each settlement to the U.S. Federal Trade Commission, or the FTC, and the U.S.
Department of Justice, or the DOJ. The FTC, the DOJ and state attorney general offices could seek to challenge our settlements with Teva, APP or Sun, or a
third party could initiate a private action under antitrust or other laws challenging our settlements with Teva, APP or Sun. While we believe our settlements are
lawful, we may not prevail in any such challenges or litigation, in which case the other party might obtain injunctive relief, remedial relief, or such other relief as a
court may order. In any event, we may incur significant costs in the event of an investigation or in defending any such action and our business and results of
operations could be materially impacted if we fail to prevail against any such challenges.

In Europe, the principal patent covering Angiomax expired in August 2015. This patent covered the composition of matter of Angiomax. As a result, we do not
have market exclusivity for Angiomax in Europe.

Orbactiv. The principal patent for Orbactiv in both the United States and Europe is set to expire in November 2016. We have filed for a patent term extension
for this patent in the United States and, while the filing is still under review, the patent received an interim extension of one year to November 2017. We also
have issued patents directed to the process of making Orbactiv. These patents are set to expire in 2017 if no patent term extension is obtained. We also have a
U.S. patent covering the use of Orbactiv in treating certain skin infections that expires in August 2029. In Europe, we have an issued patent with claims directed
to Orbactiv composition for treating certain diseases, which expires in August 2029, and for which we are filing supplementary prosecution certificates in
individual European countries to extend the patent term. We have also filed and are prosecuting a number of patent applications relating to Orbactiv and its uses.

Ionsys. As a result of our acquisition of Incline, we acquired a portfolio of patents and patent applications covering the Ionsys device and its uses. Some of
these patents and patent applications were exclusively licensed from ALZA. The expiration dates of patents covering the Ionsys device and its use range from
December 2017 to February 2033 in the United States. In Europe, the expiration dates of patents covering the Ionsys device and its use range from October
2019 to March 2032. We are also currently prosecuting patent applications relating to Ionsys in the United States and in certain foreign countries.

Minocin. As a result of our acquisition of Rempex, we acquired a family of patent applications covering certain minocycline formulations and certain methods
of administering minocycline.  We have two issued patents covering Minocin composition and certain methods of administering minocycline.  These patents
expire in May 2031.  We are also prosecuting a number of patent applications relating to minocycline formulations and use in the United States and in certain
foreign countries. 

MDCO-216. We are maintaining a number of U.S. patents with respect to MDCO-216, including patents that claim the use of MDCO-216 in certain disease
indications. One of these U.S. patents is directed to the use of MDCO-216 for the treatment of ACS and is set to expire in March 2025 if no patent term extension
is obtained. We have issued patents related to the use of MDCO-216 in certain European countries expiring in October 2024. As a biologic, we believe MDCO-
216 is entitled to receive 12 years of regulatory exclusivity as a “reference product” in the United States and 10 years of regulatory exclusivity in Europe from the
date of the initial marketing approval of MDCO-216, if approved. We are also prosecuting a patent application relating to certain uses of MDCO-216.
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MDCO-700. In connection with our acquisition of Annovation, we obtained an exclusive license from The General Hospital Corporation pertaining to certain
patents and patent applications covering MDCO-700 (formerly known as ABP-700) and its analogs. One of the patents contains claims directed specifically to
MDCO-700 and expires in January 2033. These patent applications, some of which are jointly owned by Annovation and The General Hospital Corporation, are
currently being prosecuted by The General Hospital Corporation in the United States and in certain foreign countries. We are also prosecuting certain other
patent applications relating to MDCO-700.

PCSK9si. We have exclusively licensed from Alnylam patents covering RNAi therapeutics targeting PCSK9 for the treatment of hypercholesterolemia and
other human diseases for purposes of developing and commercializing such RNAi therapeutics. Some of these patents are directed to general RNAi technology
and expire between 2020 and 2028 in the United States. Other patents are directed to compositions of the PCSK9 product being developed under our license
from Alnylam and to methods of treatment using such PCSK9 product and expire in May 2027 in the United States. In addition, Alnylam has filed and is
prosecuting a number of patent applications in the United States and in certain foreign countries. One of these applications, which, if issued, expires in
December 2033, contains claims directed to specific compositions of the PCSK9 product we are developing and methods of administrating such compositions.

Carbavance. As a result of our acquisition of Rempex, we acquired a portfolio of patent applications covering the composition of matter of Carbavance and its
formulation and use. The principal U.S. patent for Carbavance is set to expire in August 2031 if no patent term extension is obtained. A corresponding patent
application is pending in Europe and other foreign countries. In addition, we are currently prosecuting other patent applications relating to Carbavance’s
composition of matter and its use in the United States and in certain foreign countries.

We plan to file applications for patent term extension for our products in development upon their approval. If we do not receive patent term extensions for the
periods requested by us or at all, our patent protection for our products in development could be limited.

We are a party to a number of lawsuits that we brought against pharmaceutical companies that have notified us that they have filed ANDAs seeking approval
to market generic versions of Angiomax. We cannot predict the outcome of these lawsuits. Involvement in litigation, regardless of its outcome, is time-consuming
and expensive and may divert our management’s time and attention. During the period in which these matters are pending, the uncertainty of their outcome may
cause our stock price to decline. An adverse result in these matters, whether appealable or not, will likely cause our stock price to decline. Any final,
unappealable, adverse result in these matters will likely have a material adverse effect on our results of operations and financial conditions and cause our stock
price to decline.

In addition to seeking to enforce our patent rights, we have in the past and may in the future seek to enforce our other intellectual property rights, including, for
example, our trademark rights in order to prevent third parties from using the same or confusingly similar trademarks. We may not be successful in enforcing
such rights and preventing such use. Further, certain of our trademark rights are licensed to us by third parties and, in certain circumstances, on a non-exclusive
basis, which does not afford us the right to prevent third parties from using such trademarks. Failure to adequately pursue and enforce our intellectual property
rights could damage our brands, enable others to compete with our products and impair our competitive position.

If we are not able to keep our trade secrets confidential, our technology and  information may be used by others to compete against us.

We rely significantly upon unpatented proprietary technology, information, processes and know-how. We seek to protect this information by confidentiality
agreements and invention assignment agreements with our employees, consultants and other third-party contractors, as well as through other security
measures. We may not have adequate remedies for any breach by a party to these confidentiality agreements or invention assignment agreements. In addition,
our competitors may learn or independently develop our trade secrets. If our confidential information or trade secrets become publicly known, they may lose their
value to us.

If we infringe or are alleged to infringe intellectual property rights of third  parties, our business may be adversely affected.

Our research, development and commercialization activities, as well as any product candidates or products resulting from these activities, may infringe or be
claimed to infringe patents or patent applications under which we do not hold licenses or other rights. Third parties may own or control these patents and patent
applications in the United States and abroad. These third parties could bring claims against us or our collaborators that would cause us to incur substantial
expenses and, if successful against us, could cause us to pay substantial damages. Further, if a patent infringement suit were brought against us or our
collaborators, we or they
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could be forced to stop or delay research, development, manufacturing or sales of the product or product candidate that is the subject of the suit.

As a result of patent infringement claims, or in order to avoid potential claims, we or our collaborators may choose or be required to seek a license from the
third party and be required to pay license fees or royalties or both. These licenses may not be available on acceptable terms, or at all. Even if we or our
collaborators were able to obtain a license, the rights may be nonexclusive, which could result in our competitors gaining access to the same intellectual
property. Ultimately, we could be prevented from commercializing a product, or be forced to cease some aspect of our business operations, if, as a result of
actual or threatened patent infringement claims, we or our collaborators are unable to enter into licenses on acceptable terms. This could harm our business
significantly.

There has been substantial litigation and other proceedings regarding patent and other intellectual property rights in the pharmaceutical and biotechnology
industries. In addition to infringement claims against us, we may become a party to other patent litigation and other proceedings, including interference
proceedings declared by the PTO and opposition proceedings in the European Patent Office, regarding intellectual property rights with respect to our products
and technology. Patent litigation and other proceedings may also absorb significant management time. The cost to us of any patent litigation or other proceeding,
even if resolved in our favor, could be substantial. Some of our competitors may be able to sustain the costs of such litigation or proceedings more effectively
than we can because of their substantially greater financial resources. Uncertainties resulting from the initiation and continuation of patent litigation or other
proceedings could have a material adverse effect on our ability to compete in the marketplace. Patent litigation and other proceedings may also absorb
significant management time.

Risks Related to Our Common Stock

Fluctuations in our operating results could affect the price of our common stock.

Our operating results may vary from period to period based on factors including the amount and timing of sales of and underlying hospital demand for our
products, our customers’ buying patterns, the timing, expenses and results of clinical trials, announcements regarding clinical trial results and product
introductions by us or our competitors, the availability and timing of third-party reimbursement, including in Europe, sales and marketing expenses and the timing
of regulatory approvals. If our operating results do not meet the expectations of securities analysts and investors as a result of these or other factors, the trading
price of our common stock will likely decrease.

The capped call transactions may affect the value of the 2023 notes and our common stock.

In connection with the issuance of the 2023 notes, we entered into capped call transactions with respect to the 2023 notes with certain hedge
counterparties. The capped call transactions will cover, subject to customary anti-dilution adjustments, the aggregate number of shares of common stock
underlying the 2023 notes and are expected generally to reduce potential dilution to the common stock upon conversion of the 2023 notes in excess of the
principal amount of such converted 2023 notes. In connection with establishing their initial hedges of the capped call transactions, the hedge counterparties (or
their affiliates) entered into various derivative transactions with respect to the common stock concurrently with, and/or purchased the common stock shortly after,
the pricing of the 2023 notes. The hedge counterparties (or their affiliates) are likely to modify their hedge positions by entering into or unwinding various
derivative transactions with respect to the common stock and/or by purchasing or selling the common stock or other securities of ours in secondary market
transactions prior to the maturity of the 2023 notes (and are likely to do so during the settlement averaging period under the capped call transactions, which
precedes the maturity date of the 2023 notes, and on or around any earlier conversion date related to a conversion of the 2023 notes). The effect, if any, of any
of these transactions and activities on the market price of our common stock or the 2023 notes will depend in part on market conditions and cannot be
ascertained at this time, but any of these activities could adversely affect the value of our common stock, which could affect the value of the 2023 notes and the
value of our common stock, if any, that the 2023 note holders receive upon any conversion of the 2023 notes.

The warrant transactions and the derivative transactions that we entered into in connection with the convertible note hedge and warrant
transactions may affect the price of our common stock.

In connection with the sale of the 2017 notes, we entered into convertible note hedge and warrant transactions with several of the initial purchasers of the
2017 notes, their affiliates and other financial institutions, whom we refer to as hedge counterparties. Upon settlement, the warrants could have a dilutive effect
on our earnings per share and the market price of our common stock to the extent that the market price per share of our common stock exceeds the then
applicable strike price of the warrants. However, subject to certain conditions, we may elect to settle all of the warrants in cash.
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In connection with establishing their hedges of the convertible note hedge and warrant transactions, the hedge counterparties or their affiliates entered into
various derivative transactions with respect to our common stock. These parties may modify their hedge positions in the future by entering into or unwinding
various derivatives with respect to our common stock and/or purchasing or selling our common stock or other securities of ours in secondary market transactions
prior to the maturity of the 2017 notes (and are likely to do so during any observation period related to a conversion of the 2017 notes). These activities could
cause a decrease or avoid an increase in the market price of our common stock.

Our stock price has been and may in the future be volatile. This volatility may make it difficult for you to sell common stock when you want or at
attractive prices.

Our common stock has been and in the future may be subject to substantial price volatility. From January 1, 2014 to October 25, 2016, the last reported sale
price of our common stock ranged from a high of $43.31 per share to a low of $20.36 per share. The value of your investment could decline due to the effect
upon the market price of our common stock of any of the following factors, many of which are beyond our control:

• approval or rejection of submissions for marketing approval for our products and products in development;

• regulatory actions by the FDA or a foreign jurisdiction limiting or revoking the use of our products or products in development;

• changes in securities analysts’ estimates of our financial performance;

• changes in valuations of similar companies;

• variations in our operating results;

• whether we are successful in narrowing our operational focus by strategically separating non-core businesses and products, and the amount of
consideration paid to us in connection with any related sales or divestitures ;

• acquisitions and strategic partnerships;

• announcements of technological innovations or new commercial products by us or our competitors or the filing of ANDAs, NDAs or BLAs for products
competitive with ours;

• announcements of results of clinical trials or nonclinical studies by us or third parties relating to our products, products in development or those of our
competitors or of regulatory proceedings by us or our competitors;

• the timing, amount and receipt of revenue from sales of our products and margins on sales of our products;

• changes in governmental regulations;

• developments in patent rights or other proprietary rights;

• the extent to which our products are commercially successful globally;

• developments in our ongoing litigation and significant new litigation;

• developments or issues with our contract manufacturers;

• changes in our management; and

• general market conditions.

We believe that period-to-period comparisons of our financial results will not necessarily be indicative of our future performance. If our revenues in any
particular period do not meet expectations, we may not be able to adjust our expenditures in that period, which could cause our operating results to suffer. If our
operating results in any future period fall below the expectations of securities analysts or investors, our stock price may fall by a significant amount.
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The stock markets in general, and The NASDAQ Global Select Market and the market for biopharmaceutical companies in particular, have experienced
extreme price and volume fluctuations recently. These fluctuations often have been unrelated or disproportionate to the operating performance of these
companies. These broad market and industry factors may adversely affect the market price of our common stock, regardless of our actual operating
performance.

We have been subject to securities class action litigation and may be subject to similar or other litigation in the future, which may divert
management’s attention and have a material adverse effect on our business, financial condition and results of operations.

In February 2014, a class action lawsuit was filed against us and certain of our current and former officers alleging, among other things, that we and certain
of our current and former officers violated federal securities laws because we and certain current and former officers allegedly made misrepresentations or did
not make proper disclosures regarding the results of clinical trials which tested the efficacy and safety of Kengreal. On February 12, 2016, the parties executed a
stipulation for a proposed class settlement, subject to court approval, and on June 7, 2016, the Court granted final approval to the settlement.

There may be additional suits or proceedings brought in the future. Monitoring and defending against legal actions, whether or not meritorious, is time-
consuming for our management and detracts from our ability to fully focus our internal resources on our business activities, and we cannot predict how long it
may take to resolve these matters. In addition, we may incur substantial legal fees and costs in connection with litigation. Although we have insurance, coverage
could be denied or prove to be insufficient.

Our corporate governance structure, including provisions in our certificate of  incorporation and by-laws and Delaware law, may prevent a
change in control or management that security holders may consider desirable.

The General Corporation Law of the State of Delaware and our certificate of incorporation and by-laws contain provisions that might enable our management
to resist a takeover of our company or discourage a third party from attempting to take over our company. These provisions include:

• Section 203 of the Delaware General Corporation Law, which provides that we may not enter into a business combination with an interested stockholder
for a period of three years after the date of the transaction in which the person became an interested stockholder, unless the business combination is
approved in the manner prescribed in Section 203;

• our board of directors has the authority to issue, without a vote or action of stockholders, up to 5,000,000 shares of a new series of preferred stock and to
fix the price, rights, preferences and privileges of those shares, each of which could be superior to the rights of holders of our common stock;

• our directors currently are elected to staggered terms, which prevents our entire board of directors from being replaced in any single year, however, at
our May 2016 annual meeting of stockholders, our stockholders approved an amendment to our certificate of incorporation that provided for the phased
declassification of our board of directors over a two year period and, as a result, upon the election of directors at our 2018 annual meeting of
stockholders, we will no longer have a classified board of directors;

• currently and until such time after our 2018 annual meeting of stockholders that our board of directors ceases to be classified, our directors may be
removed only for cause and then only by the affirmative vote of the holders of at least 75% of the votes which all stockholders would be entitled to cast
in any annual election of directors, and at all times after our board ceases to be classified, our directors may be removed with or without cause (but
subject to the same 75% voting requirement as currently in effect);

• the size of our board of directors is determined by resolution of the board of directors;

• any vacancy on our board of directors, however occurring, including a vacancy resulting from an enlargement of our board, may only be filled by vote of a
majority of our directors then in office, even if less than a quorum;

• only our board of directors may call special meetings of stockholders;

• our by-laws may be amended, altered or repealed by (i) the affirmative vote of a majority of our directors, subject to any limitations set forth in the by-
laws, or (ii) the affirmative vote of the holders of at least 75% of the votes which all the stockholders would be entitled to cast in any annual election of
directors;
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• stockholders must provide us with advance notice, and certain information specified in our by-laws, in connection with nominations or proposals by such
stockholder for consideration at an annual meeting;

• stockholders may not take any action by written consent in lieu of a meeting; and

• our certificate of incorporation may only be amended or repealed by the affirmative vote of a majority of our directors and the affirmative vote of the
holders of at least 75% of the votes which all the stockholders would be entitled to cast in any annual election of directors (and plus any separate class
vote that might in the future be required pursuant to the terms of any series of preferred stock that might be outstanding at the time any of these
amendments are submitted to stockholders).

These provisions could have the effect of delaying, deferring, or preventing a change in control of us or a change in our management that stockholders may
consider favorable or beneficial. These provisions could also discourage proxy contests and make it more difficult for stockholders to elect directors and take
other corporate actions. These provisions could also limit the price that investors might be willing to pay in the future for shares of our common stock or our other
securities.

Our business could be negatively affected as a result of the actions of activist shareholders.

Proxy contests have been waged against many companies in the biopharmaceutical industry over the last few years. If faced with a proxy contest, we may
not be able to successfully defend against the contest, which would be disruptive to our business. Even if we are successful, our business could be adversely
affected by a proxy contest because:

• responding to proxy contests and other actions by activist shareholders may be costly and time-consuming and may disrupt our operations and divert the
attention of management and our employees;

• perceived uncertainties as to our future direction may result in our inability to consummate potential acquisitions, collaborations or in-licensing
opportunities and may make it more difficult to attract and retain qualified personnel and business partners; and

• if individuals are elected to our board of directors with a specific agenda different from ours, it may adversely affect our ability to effectively and timely
implement our strategic plan and create additional value for our stockholders.

Item 6. Exhibits

Exhibits

See the Exhibit Index on the page immediately preceding the exhibits for a list of exhibits filed as part of this Quarterly Report on Form 10-Q, which Exhibit
Index is incorporated herein by this reference.
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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.

    THE MEDICINES COMPANY
     

Date: October 27, 2016  By: /s/  William B. O'Connor

    William B. O'Connor
    Chief Financial Officer
    (Principal Financial and Accounting Officer)
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EXHIBIT INDEX

Exhibit Number  Description

   10.1†
 

Agreement dated September 15, 2016 between The Medicines Company and the Biomedical Advanced Research and Development
Authority of the U.S. Department of Health and Human Services.

31.1
 

Chief Executive Officer Certification pursuant to Rule 13a-14(a) of the Securities Exchange Act of 1934, as adopted pursuant to Section
302 of the Sarbanes-Oxley Act of 2002

31.2
 

Chief Financial Officer Certification pursuant to Rule 13a-14(a) of the Securities Exchange Act of 1934, as adopted pursuant to Section
302 of the Sarbanes-Oxley Act of 2002

32.1
 

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

32.2
 

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

101

 

The following materials from The Medicines Company Quarterly Report on Form 10-Q for the quarter ended September 30, 2016,
formatted in XBRL (Extensible Business Reporting Language): (i) the Condensed Consolidated Balance Sheets, (ii) the Condensed
Consolidated Statements of Operations, (iii) the Condensed Consolidated Statements of Comprehensive Loss, (iv) the Condensed
Consolidated Statements of Cash Flows, and (v) Notes to Condensed Consolidated Financial Statements.

†
 

Confidential treatment requested as to certain portions, which portions have been omitted and filed separately with the Securities and
Exchange Commission.
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Exhibit 10.1

                    

Confidential Materials omitted and filed separately with the
Securities and Exchange Commission. Double asterisks denote omissions.

                                        

OTHER TRANSACTION AGREEMENT (OTA)

BETWEEN

THE MEDICINES COMPANY 8 SYLVAN WAY
PARSIPPANY, NEW JERSEY, 07054

AND

THE UNITED STATES OF AMERICA
DEPARTMENT OF HEALTH AND HUMAN SERVICES

ASSISTANT SECRETARY FOR PREPAREDNESS AND RESPONSE
330 INDEPENDENCE AVENUE, SW G640

WASHINGTON, DC 20201

(the “Parties”) CONCERNING

The research and development to advance the development of a portfolio of antibacterial programs.

Agreement No.: HHSO100201600026C PR No.: OS182081
Total Amount of the Agreement: $ [**]
Total Estimated Government Funding of the Agreement: $32,000,000 Total Estimated Recipient Funding of the Agreement: $ [**]
Funds Obligated: $32,000,000

Authority: Section 319L(c) (4) (B) and/or 319L(c) (4) (D) of the Pandemic and All-Hazards Preparedness Act, P.L. 109-417

Line of Accounting and Appropriation: Appropriation Yr.: 2016 CAN: 1992016 Object Class: 25103,
$32,000,000

This Agreement is entered into between the United States of America, hereinafter called the Government, represented by the Department of
Health and Human Services (DHHS) and The Medicines Company, pursuant to and under U.S. Federal law.
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FOR THE MEDICINES COMPANY        FOR THE UNITED STATES OF AMERICA
OFFICE OF ACQUISITION MANAGEMENT,
CONTRACTS & GRANTS SECRETARY
FOR PREPAREDNESS AND RESPONSE

/s/ Clive Meanwell                /s/ Francine Hemphill            
Chief Executive                Other Transaction Agreement Officer
15 September 2016                15 September 2016

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



TABLE OF CONTENTS

ARTICLES    PAGE
ARTICLE I:    SCOPE OF THE AGREEMENT    4
ARTICLE II:    TERM    10
ARTICLE III:    MODIFICATIONS    11
ARTICLE IV:    MANAGEMENT OF THE PROJECT    12
ARTICLE V:    AGREEMENT ADMINISTRATION    14
ARTICLE VI:    COST SHARING    15
ARTICLE VII:    EARNED VALUE MANAGEMENT (EVM)    17
ARTICLE VIII:    OBLIGATION AND PAYMENT    17
ARTICLE IX:    DISPUTES    20
ARTICLE X:    DATA RIGHTS    22
ARTICLE XI:    PATENT RIGHTS.    24
ARTICLE XII:    FOREIGN ACCESS TO TECHNOLOGY    27
ARTICLE XIII:    TITLE TO AND DISPOSITION OF PROPERTY    28
ARTICLE XIV:    SUB-RECIPIENTS    28
ARTICLE XV:    CIVIL RIGHTS ACT    28
ARTICLE XVI:    EXECUTION    28
ARTICLE XVII:    SPECIAL CLAUSES    29
ARTICLE XVIII:    TRANSFERS & ASSIGNMENTS    35
ATTACHMENT 1: STATEMENT OF WORK    36
ATTACHMENT 2: REPORTING REQUIREMENTS    42
ATTACHMENT 3: PORTFOLIO PERFORMANCE METRICS    56

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



ARTICLE I:    SCOPE OF THE AGREEMENT

A. Introduction

• The objective of this Other Transaction Agreement (OTA) is to create a framework for collaboration between The Medicines
Company (MDCO) and the Biomedical Advanced Research and Development Authority (BARDA) to advance the development of a
portfolio of antibiotic programs. To support this objective, MDCO will conduct studies to support regulatory approval of selected
candidates and identify additional lead candidates for continued development and eventual regulatory approval. This includes
microbiological assessments, toxicology studies, clinical studies, chemistry, manufacturing, and controls (CMC) development, and
regulatory activities. By mutual consent of MDCO and the Government, early-stage candidates may be included in order to
facilitate their progress into the clinical portfolio. This framework will provide the Government and MDCO the flexibility to execute a
portfolio approach to fund in the complex and uncertain environment of drug development.

• The work under this Agreement will support the development of a diverse portfolio of early and late stage antibacterial candidates
as well as supplemental regulatory approval of Carbavance (meropenem-Vaborbactam) for the treatment of hospital acquired
bacterial pneumonia and ventilator acquired bacterial pneumonia (HABP/VABP). Each of the antibiotics in the portfolio is designed
to treat serious infections caused by multi-drug-resistant Gram-negative organisms.

• This Agreement may be modified by mutual agreement consistent with Article III. This approach allows for funds to be flexibly
allocated each year between the assets and for other assets to be brought into scope by mutual consent without a lengthy
proposal process, such as assets emerging from the early-stage pipeline or from MDCO’s alliances with other companies,
institutions, or educational centers. This approach is appropriate because asset-specific funding lacks the flexibility that is needed
in order to reposition funds in response to attrition. Portfolio-based product development is an important and innovative strategy to
manage and reduce overall risk, and to capitalize on emergent opportunities in order to maximize the probability of success. The
portfolio- based development approach in this Agreement will enable a more robust and long- term relationship between the
Government and MDCO to address development of multi-use assets.

• Many pharmaceutical companies have stopped developing new antibiotics due to a diminished return on investment. The
formation of public-private partnerships with industry helps to sustain research in this area where new drugs are desperately
needed to address the growing rate of antibiotic resistance. This Agreement addresses this issue by permitting the Government to
share in the expense of activities for a portfolio of antibiotics. The portfolio will initially consist of Carbavance, ORAvance, a novel
Polymyxin, OMNIvance, efflux pump inhibitors, and a novel carbapenem; along with any additional antibiotics that may be added
to this Agreement by mutual consent of the parties. The mix of development projects in the portfolio may be changed in
accordance with Articles III and IV below. This Agreement will help ensure that an experienced pharmaceutical company will
remain engaged in antibacterial development to combat the threat of antibiotic resistance. Furthermore, portfolio-based product
development reduces risk by allowing for the reallocation of resources across activities and drug candidates, if technical or
business risks materialize. An agreement that allows for the funding of a portfolio of products instead of just one increases the
probability of bringing a successful drug to market.

• MDCO is one of the few companies that is actively investing in the development of innovative antibiotics for infectious diseases and
has an infrastructure to support

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



commercialization of these products; particularly for urgent and serious antimicrobial resistance threats. Building on the success of
the existing collaboration with the Government for Carbavance® (a NDA submission is anticipated at the end of 2016), a diverse
portfolio of [**] programs addressing urgent and serious antimicrobial resistance threats is proposed for collaboration with the
Government under this OTA. The proposed portfolio provides antibiotics for use in a variety of patient populations and treatment
settings, and reflects successes and recent breakthroughs in drug discovery. Detailed plans for advancing these [**] programs with
targeted outcomes over a five year period, including the advancement of up to [**] new compounds into clinical trials are included.
The deep portfolio as well as ongoing assessment of external assets provides for contingencies in the event of failures in
development. MDCO and the proposed team have demonstrated expertise, commitment, and resources to advance important
therapies to combat antimicrobial resistant bacteria.

• The current MDCO portfolio aligns with both PHEMCE and BARDA requirements. To ensure a robust portfolio is maintained over
time, MDCO will continue to evaluate other early stage candidates from its own pipeline and identify potential partners through
which strategic alliances could be negotiated to in-license antibacterial candidates for development and funding within the portfolio.
A public-private partnership between the Government and MDCO formed under an OTA will allow the technical and business risks
of drug development to be mitigated and increase the probability of successful development and approval/licensure of novel
antibacterials to address unmet medical needs.

• The proposed partnership with MDCO addresses BARDA’s Anti-bacterials (AB) Program Strategy to revitalize the antimicrobial
pipeline by forming public-private partnerships with companies engaged in antimicrobial therapy research and development. The
AB Program strategy emphasizes programs that address the immediate public health threat of drug resistant community and
hospital acquired infections while also providing a biodefense capability in the event that drugs in the Strategic National Stockpile
lose efficacy due to the emergence of drug resistant bacteria. The partnership with MDCO also addresses numerous US
Government Requirements and Strategies including:

•The PHEMCE Product Specific Requirement (PSR) for Medical Countermeasures to Antimicrobial Resistant Bacterial Infections.
Carbavance, along with the potential additional antibiotic candidates identified by MDCO, directly address this requirement to
develop and license novel products that are able to treat drug-resistant bacteria.

•The President’s Executive Order 13676 for “Combating Antibiotic Resistant Bacteria”, dated September 18, 2014 requires the
Department of Health and Human Services (HHS) through BARDA to develop new and next generation countermeasures that
target antibiotic resistant bacteria that present a serious or urgent threat to public health. The AB Program strategy aligns with
the Executive Order by seeking to develop novel antimicrobial drugs capable of treating those bacterial threats determined by
the Centers for Disease Control and Prevention (CDC) to be either urgent (C. difficile, Carbapenem-resistant
Enterobacteriaceae, drug-resistant N. gonorrhoeae) and serious (multidrug- resistant Acinetobacter, ESβLs, Pseudomonas,
MRSA and Streptococcus pneumoniae).

• The President’s September 2014 “National Strategy for Combating Antibiotic Resistant Bacteria” requires for the forming of
both public-private partnerships and international collaborations to enhance and accelerate the research and development of
new therapeutics to counter antibiotic resistance. This collaboration is the type of international collaboration sought by the
President in the National Strategy.

• The President’s March 2015 “National Action Plan for Combating Antibiotic Resistant Bacteria” that requires HHS through
BARDA to create portfolio partnerships with
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industry to accelerate the development of new antibacterial drugs. The formation of a public-private partnership between the
Government and MDCO could help to meet this objective of creating a portfolio partnership with the goal of potentially
submitting a sNDA and [**] INDs for antibiotic products within the period of performance.

• Lastly, the proposed partnership aligns with the Government’s and MDCO’s support of commonly accepted international principles
of antimicrobial stewardship through responsible promotion and use. MDCO’s stewardship objective is to achieve optimal clinical
outcomes which minimize toxicity and other adverse events, while supporting appropriate prescribing to limit the selection for
antimicrobial resistant strains. MDCO encourages the responsible use of its antimicrobial products by promoting the selection of
appropriate patients for treatment and by using the optimal drug regimen, dose, and duration of therapy.

B. Definitions

Agreement: The body of this Agreement and Attachments 1 – 3, which are expressly incorporated in and made a part of the Agreement.

Base Period: Four (4) years and four (4) months constitutes the Base Period of this Agreement.

Carbapenem: A member of the β-lactam class of antibiotics. This class of antibiotics inhibits cell wall synthesis by binding to penicillin-binding
proteins. Carbapenems typically exhibit a broad spectrum of bactericidal activity and are less affected by the antibiotic resistance mechanisms
that hinder the effectiveness of other β-lactams. However, current carbapenem antibiotics are susceptible to inactivation by β-lactamases, hence
their combination with β-lactamase inhibitors. Carbapenems may also have reduced activity due to mutated outer membrane porin proteins.
These porin mutations slow the uptake of antibiotics, resulting in their reduced efficacy.

Carbavance: An intravenous drug combination of meropenem, a commercially available best in class β- lactam antibiotic, and Vaborbactam, a
novel first in class serine β-lactamase inhibitor containing a boronic acid pharmacophore. Vaborbactam was developed to specifically address
emerging carbapenem-resistant Enterobacteriaceae (CRE) mediated by the serine β-lactamase Klebsiella pneumoniae carbapenemase, or KPC
enzyme. Carbavance is designed to treat serious hospital acquired infections caused by multi-drug resistant Gram-negative organisms producing
serine β-lactamase inhibitors. MDCO and its wholly owned subsidiary, Rempex, have developed Carbavance and reduced it to practice and
practical application; neither Carbavance nor its constituent drugs meropenem or Vaborbactam, are a Subject Invention of this Agreement.
MDCO holds worldwide development rights, commercialization rights, and ownership of intellectual property for Carbavance.

Computer Software:

(a) Means:
(i) Computer programs that comprise a series of instructions, rules, routines, or statements, regardless of the media in

which recorded, that allow or cause a computer to perform a specific operation or series of operations; and
(ii) Recorded information comprising source code listings, design details, algorithms, processes, flow charts, formulas, and

related material that would enable the computer program to be produced, created, or compiled.

(b) Does not include computer databases or computer software documentation.

Data: Recorded information, regardless of form or method of recording, which includes but is not limited to, technical data, software, and trade
secrets made in the performance of work under this Agreement within the Field. The term does not include financial, administrative, cost, pricing
or management information.
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Efflux pump inhibitors: Are molecules that block protein transporters localized in the cytoplasmic membrane of bacteria. Efflux pumps are
responsible for moving compounds like toxins and antibiotics out of the cell. They are active on a wide variety of substances and drugs; hence
their action results in resistance to multiple classes of drugs.

Field: The development of antibacterial assets to treat hospital and biothreat infections.

Foreign Firm or Institution: A firm or institution organized or existing under the laws of a country other than the United States, its territories, or
possessions. The term includes, for purposes of this Agreement, any agency or instrumentality of a foreign government; and firms, institutions or
business organizations which are owned or substantially controlled by foreign governments, firms, institutions, or individuals.

Government: The United States of America, as represented by DHHS.

Invention: Any invention or discovery which is or may be patentable or otherwise protectable under Title 35 of the United States Code.

Know-How: Information, practical knowledge, techniques, and skill development by Recipient in the performance of work under this Agreement
necessary for the Practical Application of a Subject Invention with the Field.

Limited Rights: The rights to use, modify, reproduce, perform, display, or disclose Data, in whole or in part, within the Government solely for
research purposes for the Field. DHHS will ensure that disclosed information is safeguarded in accordance with the restrictions of this
Agreement. The Government may not, without the prior written permission of Recipient, release or disclose the Data outside the Government, use
the Data for competitive procurement or manufacture, release or disclose the data for commercial purposes, or authorize the Data to be used by
another party. The Parties shall maintain the confidentiality of all Data subject to or designated as falling within Limited Rights.

OMNIvance: A superior β-lactam - β-lactamase inhibitor combination product that is anchored with a member of a novel series of broad-
spectrum carbapenemase inhibitors (BCI) for the treatment of serious infections due to gram-negative nosocomial pathogens. This IV
combination product is expected to target strains of various species of Enterobacteriaceae, Pseudomonas aeruginosa, and Acinetobacter
baumannii-calcoaceticus complex, including metallo β-lactamase producing strains resistant to all β- lactam antibiotics. MDCO and its wholly
owned subsidiary, Rempex, are developing OMNIvance and reduced it to practice and practical application; neither OMNIvance nor its
constituent drugs, are a Subject Invention of this Agreement. MDCO holds worldwide development rights, commercialization rights, and
ownership of intellectual property for OMNIvance.

Option: An option, entered into by mutual agreement of both parties in this Agreement, by which, for a specified time, the Government may elect
to purchase additional supplies or services called for by the Agreement, or may elect to extend the term of the Agreement.

Other Transaction for Advanced Research (OTAR): A legally binding, non-acquisition instrument (generally called “an agreement”) used in
instances where the principal purpose is the stimulation and/or support of advanced research and development (as defined below), where a non-
traditional Government Awardee participates to significant extent in the work.

Other Transaction Agreement Officer (OTAO): Is the responsible government official authorized to bind the government by signing this
Agreement and bilateral modifications.

Other Transaction Agreement Specialist (OTAS): Is a supporting official that executes agreement modifications on behalf of the Other
Transaction Agreement Officer.
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Other Transaction Agreement Technical Representative (OTTR): Is the primary government official for all technical matters on the
Agreement.

ORAvance: A combination of an oral β-lactam and a novel, orally bioavailable β-lactamase inhibitor for the treatment of infection due to
Enterobacteriaceae, notably urinary tract infections. Possible oral β- lactams for use in this combination are off patent and have no intellectual
property restrictions. MDCO and its wholly owned subsidiary, Rempex, are developing ORAvance and reduced it to practice and practical
application; neither ORAvance nor its constituent drugs, are a Subject Invention of this Agreement. MDCO holds worldwide development rights,
commercialization rights, and ownership of intellectual property for ORAvance.

Polymyxins: An antibiotic consisting of a cyclic peptide with a long hydrophobic tail. These compounds interact with the phospholipids located in
the bacterial cell membrane. This interaction disrupts both the outer and inner membranes of Gram-negative bacteria, damaging the cell wall and
resulting in cell death. MDCO is the designated pharmaceutical partner in a multi-year NIH-funded collaboration with Monash University (Grant
no.: 5R01AI098771) to identify new lipopeptides of the polymyxin type that are as potent as polymyxin B but have significantly reduced
nephrotoxicity in vivo.

Portfolio: The clinical candidates, diagnostic platform and early stage antibiotic candidates included under this Agreement.

Practical Application: With respect to a Subject Invention, to manufacture, in the case of a composition of product; to practice, in the case of a
process or method, or to operate, in the case of a machine or system; and, in each case, under such conditions as to establish that the Subject
Invention is capable of being utilized and that its benefits are, to the extent permitted by law or Government regulations, available to the public.

Program: Research and development being conducted by the Parties pursuant to this Agreement.

Prohibited Sources: Any country subject to the prohibitions and directives referenced under FAR 25.701, (Restrictions Administered by the
Department of the Treasury on Acquisitions of Supplies or Services from Prohibited Sources) including but not limited to Cuba, Iran, Sudan,
Burma and/or North Korea.

Property: Any tangible personal property other than property actually consumed during the execution of work under this Agreement.

Recipient: The Medicines Company (MDCO).

Subject Matter Expert: Members of the BARDA technical team who provide technical insights into development activities being undertaken by
the recipient to satisfy the terms of the agreement as set forth in the statement of work. BARDA generally enters into an agreement with an
outside entity to gain the services of SMEs on a contractual basis. As non-federal employees, SMEs are subject to non- disclosure agreements as
determined by each contract or agreement which they support.

Subject Invention: Any Invention of the Recipient conceived or first actually reduced to practice in the performance of work funded by the
Government under this Agreement.

Sub-Recipient Agreement: Any BARDA funded contract entered into between the Recipient and a Sub- recipient to furnish supplies or services
for performance of this Agreement. For the avoidance of doubt, the parties hereto agree that Recipient has no obligation to flow down the terms of
this Agreement to agreements that are not part of the SOW and solely funded by MDCO as part of its cost share contribution.

Sub-Recipient: Any BARDA funded supplier, distributor, vendor, or firm that furnishes supplies or services to or for the Recipient or another Sub-
Recipient.
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Technology: Discoveries, innovations, Know-How and Subject Inventions, whether patentable or not, conceived in the performance of work
under this Agreement, including computer software, recognized under U.S. law as intellectual creations to which rights of ownership accrue,
including, but not limited to, patents, trade secrets, and copyrights developed under this Agreement.

Under this Agreement: When used, for example but without limitation, in the definitions of Data, Know-How, Property, Subject Inventions and
Technology, means activities conducted pursuant to this Agreement that are Government funded or Binding Cost Share by Recipient.

C. Scope

1.    The Recipient shall perform an advanced research and development program (AR&D Program) designed to develop multiple
antimicrobial compounds targeting multiple serious and drug- resistant bacterial pathogens in accordance with the Statement of Work
incorporated in this Agreement as Attachment 1. The Recipient will submit or otherwise provide all documentation required by Attachment 2,
Reporting Requirements.

2.    The Government will have continuous involvement with the Recipient. The Government will also obtain access to research results and
certain rights in Data pursuant to Article X. The Government and the Recipient are bound to each other by a duty of good faith and commercially
reasonable research effort in achieving the goals of the Program.

3.    This Agreement is an “other transaction” pursuant to Sections 319L(c) (4)(B) and 319L(c)(4)(D) of the Pandemic and All-Hazards
Preparedness Act, P.L. 109-417. The Parties agree that the principal purpose of this Agreement is to support commercially reasonable efforts in
advanced research in the development of antibacterial assets and not for the acquisition of property or services for the direct benefit or use of the
Government.

ARTICLE II: TERM

A. Term of this Agreement

The term of this Agreement commences upon the date of the last signature. This Agreement commences with a four (4) year and four (4) month
Base Period and four Options. The period of performance is a Base Period of four (4) years and four (4) months during which clinical, non-clinical,
non-clinical toxicology, manufacturing and development activities supporting the registration of Carbavance, as well as early development
activities in support of other portfolio candidates, will be conducted as set forth in Attachment 1. Option periods may be exercised to permit the
continuation of development activities for Carbavance and the other antibacterial candidates. The Option periods may run concurrently or
consecutively within the Base Period or with each other. The scope and term of the Options will be determined by the Joint OTAR Oversight
Committee (JOC).

The Government will give the Recipient a preliminary written notice of its desire to exercise an option at least ninety (90) days before the
expiration of one year following the commencement of the Agreement (for the first option) and at least ninety (90) days before the start of each
option term thereafter, as applicable. The Recipient may unilaterally decide not to pursue any Option following the outcome of a JOC decision.
The preliminary notice does not commit the Government to an extension.

B. Termination Provisions

Either Party may terminate this Agreement for convenience in whole or in part by providing at least ninety (90) days prior written notice to the
other Party, provided that such written notice is preceded by consultation between the Parties. In the event of a termination of the Agreement, it is
agreed that disposition of Data developed under this Agreement shall be in accordance with the provisions set forth in Article X, Data Rights.
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In the event of termination by either Party, the Recipient’s and Government termination costs shall be reimbursable pursuant to the terms of
Article VI. For purposes of this clause, termination costs shall be those costs identified in Federal Acquisition Regulation 31.205-42 but does not
include re-procurement costs unless the provisions on foreign access to technology in Article XII are applicable. The Government and the
Recipient will negotiate in good faith a reasonable and timely adjustment of all outstanding issues between the Parties as a result of termination,
including disposition of animals acquired for research use, and the resolution of any Recipient obligations to Sub-recipients. Failure of the Parties
to agree to a reasonable adjustment will be resolved pursuant to Article IX, Disputes. In the event of termination, neither Party shall have any
continuing obligations to perform under the Program except as otherwise specified herein. All of the terms and conditions of this Agreement will
expire, except as for the following provisions, which shall survive termination: Article I.B., this sentence, Articles-VIII, IX, X Paragraphs A, B, D, G,
Article XI, and Article XII otherwise specified herein.

C. Extending the
Term

The Parties may extend by mutual written agreement the term of this Agreement, including the Base Period and any exercised Options, if funding
is available and research opportunities reasonably warrant. An extension may be conducted at no additional cost to the Government (i.e., a No-
Cost-Extension) or if funding is available and activities are not complete. Any extension shall be formalized through modification of the Agreement
by the OTAO and the Recipient Administrator. If the Recipient desires an extension to the period of performance of this Agreement, the Recipient
shall submit a request in writing to the OTAO. Any request for an extension should include a revised milestone/project schedule (if applicable).

ARTICLE III: MODIFICATIONS

A. Recommendations for Modifications

As a result of quarterly meetings, annual reviews, JOC meetings, or at any time during the term of the Agreement, research progress or results
may indicate that a change in the Statement of Work would be beneficial to program objectives. Any modification to the Agreement, excluding
minor modifications discussed below, shall be by written mutual agreement of the Parties. Recommendations for modifications, including
justifications to support any changes to the Statement of Work, will be documented in a letter and submitted by the Recipient to the OTAO/OTAS
with a copy to OTTR. This letter will detail the technical, chronological, and financial impact (if any) of the proposed modification to the research
program.

B. Minor Modifications

For minor non-material Agreement modifications without effect on any obligation of Recipient or the Government or the terms and conditions of
this Agreement (e.g. changes in the paying office or appropriation data, Government or the Recipient’s changes to personnel identified in the
Agreement, etc.), the Government may make these types of changes unilaterally and no signature is required by the Recipient.

C. Amending the
Agreement

The OTAO and OTAS shall be responsible for agreeing to any modifications to this Agreement on behalf of the Government.

ARTICLE IV: MANAGEMENT OF THE PROJECT

A. Recipient/Government Joint OTAR Oversight Committee

1.    Recipient/Government JOC is comprised of three senior level members from the Recipient and three senior level Government
participants. Non-voting JOC attendees will include three members from
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the Recipient and three from the Government. Assuming no objection by the other party, additional external advisors may also be included in this
body on an ad hoc basis, as dictated by the circumstances. Either party may substitute alternate senior level representatives, on either a
temporary or ongoing basis, by providing advance written notice.

Joint Oversight Committee Members:

[**] [**]

[**] [**]

[**] [**]

[**] [**]

[**] [**]

[**] [**]

Non-voting Attendees:

[**] [**]

[**] [**]

[**] [**]

[**] [**]

[**] [**]

[**] [**]

2.    The responsibility of the Recipient/Government JOC is to mutually evaluate risks and progress of assets covered under this
Agreement, endorse potential new assets and agree on modifications to the allocation of funding across activities covered under the Agreement.
This Committee will also jointly evaluate achievement of Portfolio Progress Milestones (see Attachment 3).

3.    The Recipient/Government JOC will meet approximately every six (6) months to review progress. The Committee will recommend the
strategy to be covered under this Agreement during the subsequent period, as well as how Government and Recipient funding will be allocated
across these activities. T h e recommendations would b e submitted, a s appropriate, t o t h e relevant Recipient governance board(s) for
endorsement and decision. If endorsed by the relevant Recipient governance boards and by Government, the recommendations will be
incorporated into the Statement of Work and this Agreement through modifications as described in Article III.

B. Project Meetings

1.    Biweekly Teleconferences. A conference call between the OTAO, OTAS and OTTR and the Recipient’s principal investigator shall
occur every two weeks or as directed by the OTAO/OTAS. During this call, the principal investigator will discuss the activities during the reporting
period, any problems that have arisen and the activities planned for the ensuing reporting period. The principal investigator may choose to include
other key personnel on the conference call to give detailed updates on specific projects or this may be requested by the OTTR. On an as needed
basis, the OTTR or principal investigator may assign this responsibility to a delegate.

2.    Kick-off and Quarterly Meetings. The Recipient and the Government shall participate in Project Meetings to coordinate the
performance of the Agreement. These meetings may include face- to-face meetings with BARDA and AMCG in Washington, D.C. and at work
sites of the Recipient and its Sub-recipients. Such meetings may include, but are not limited to, meetings of the Recipient (and Sub- recipients
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invited by the Recipient) to discuss study designs, site visits to the Recipients and Sub- recipient’s facilities, and meetings with the Recipient and
DHHS officials to discuss the technical, financial, regulatory, and ethical aspects of the program. These meetings will also formulate and endorse
the activities for the subsequent three months. In order to facilitate review of agreement activities, it is expected that the Recipient will provide
data, reports, and presentations to groups of outside experts (subject to appropriate agreements to protect confidential or proprietary data) and
Government personnel as requested by the OTTR and/or OTAO. The Recipient shall provide itinerary/agenda at least five (5) business days in
advance of a face to face meeting.

3.    Regulatory Meetings. Subject to other provisions specified in this Agreement (see for example Attachment 2), the Recipient shall
notify the OTTR of the dates and times of formal and informal correspondence with the Food and Drug Administration (FDA) or other regulatory
agencies as specified in Attachment 2 and seek FDA approval to include appropriate Assistant Secretary for Preparedness and Response
(ASPR) staff on the final scheduled attendee lists to enable their attendance at FDA meetings that are relevant to the assets within the portfolio.
The Recipient shall notify the OTTR of upcoming regulatory meetings within 24 hours of the anticipated scheduling of Type A, B or C meetings, or
within 48 hours of meeting occurrence for ad hoc meetings concerning assets under development within the OTA regardless of whether the
activities being discussed are BARDA-funded or not. Recipient-issued and regulator-issued draft minutes and final minutes of any meeting with
regulators shall be submitted to the OTTR as stated in Attachment 2. All documents shall be duly marked as either "Draft" or "Final." All
documents submitted to the FDA or other regulatory agencies shall be submitted to the OTTR for review in advance of their anticipated
submission to the regulatory authority.

4.    In Process Review Meeting (IPR). On an annual or event driven basis, prior to the exercise of Agreement Options, the Government
may invite the Recipient to give a presentation at an In Process Review Meeting attended by BARDA, AMCG, and select, invited interagency
representatives and other interested parties, as needed. The Recipient will present data generated under the Agreement. Progress against
Portfolio Progress Milestones will be assessed. Successes and challenges of the program will be discussed and plans for the coming year will be
presented. With respect to the polymyxin program, the Recipient will also provide updates on the NIH-funded collaboration with Monash
University.

5.    Parties understand SMEs may be present at Government meetings as it relates to this Agreement. The SMEs are subject to
nondisclosure agreements and will comply with the terms and conditions of this Agreement.

C. Document Review

The Recipient shall provide the OTAO, OTAS and OTTR sufficient opportunity to review study protocols, reports, and regulatory correspondence.
The Government’s comments on these documents will be viewed as advisory in nature. Specific timelines for document review and responses
are outline in Attachment 2 – Reporting Requirements.

ARTICLE V: AGREEMENT ADMINISTRATION

A. Administrative and contractual matters under this Agreement will be referred to the following representatives of the
Parties:

Government Points of Contact
Other Transactions Agreement Specialist (OTAS)
[**]

Other Transactional Agreement Officer (OTAO)
[**]
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Recipient Points of Contact
The Medicines Company (MDCO)
[**]

Alternate:
The Medicines Company (MDCO)
[**]

B. Technical matters under this Agreement will be referred to the following
representatives:

Government Points of Contact
Other Transactional Authority Technical Representative (OTTR)
[**]

Alternate OTTR
[**]

Recipient Points of Contact Recipient Program Manager:
The Medicines Company (MDCO)
[**]

Alternate:
The Medicines Company (MDCO)
[**]

ARTICLE VI:    COST SHARING

A. The terms of this Article VI apply to the cost sharing for the Base Period for non-clinical, non- clinical toxicology, clinical, CMC and
regulatory activities for a Portfolio of Antibacterial Programs. This framework may be applied by mutual agreement to any of the Option
periods or to any modifications to the effort required under the Base Period.

B. Recipient has entered into a separate agreement with Monash University (Victoria, Australia) as a subcontractor under an NIH award to
identify new lipopeptides of the polymyxin type that are as potent as polymyxin B but have significantly reduced nephrotoxicity in vivo.
Activities completed by Monash University or funded by the NIH under grant 5R01AI098771 are not included in the scope of work or cost
sharing to be completed under this Agreement. The NIH grant is not a subcontract under this Agreement.

C. Based upon Recipient’s commercial estimating practices, the Recipient estimates that the cost of completing the Base Period is $[**]. This
amount reflects Recipient’s estimate and may overstate or understate the actual cost of performing this Agreement. The Recipient
estimates that it will fund approximately $[**], in the aggregate, of the activities proposed under the Base Period. Estimated cost sharing
amounts for any Option periods will be subject to mutual agreement.

The total estimated project cost of completing the Base Period for a Portfolio of Antibacterials under this agreement is set forth below and
includes all costs incurred by the Recipient in connection with the work performed during the Base Period of Performance (POP).
However, the Recipient’s Earned Value Management (EVM)/Agreement Performance Report (APR) (Article VII) will only
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report on BARDA funded project costs. The Government’s maximum obligation for the Base Period for a Portfolio of Antibacterials is
thirty-two million dollars ($32,000,000) as identified below.

TOTAL ESTIMATED PROJECT COST SUMMARY

DIRECT LABOR [**]
SUBCONTRACTS [**]
CONSULTANTS [**]
MATERIALS & SUPPLIES [**]
DIRECT TRAVEL [**]
Total Estimated Costs [**]

ESTIMATED COST SHARE

The Medicines Company [**]
DIRECT LABOR [**]
SUBCONTRACTS [**]
CONSULTANTS [**]
MATERIALS & SUPPLIES [**]
DIRECT TRAVEL [**]

US GOVERNMENT $32,000,000
DIRECT LABOR [**]
SUBCONTRACTS [**]

PROJECTED FUNDING PROFILE

Government Fiscal Year Estimated Total Program Government Share

FY16 $[**] $32,000,000

FY17 TBD Up to $25,000,000

FY18 TBD Up to $25,000,000

FY19 TBD Up to $25,000,000

FY20 TBD Up to $25,000,000

D. The Government will reimburse Recipient for Recipient’s actual direct costs paid to approved Sub-recipients under this Agreement and
materials during the Base Period up to the amounts obligated to this Agreement in paragraph C of this Article. The Government also will
reimburse Recipient for Recipient’s direct labor costs (per Article XVII.N Salary Limitation) under this Agreement during the Base Period
up to the amounts obligated to this Agreement in paragraph C of this Article.

E. Recipient will be entitled to reimbursement for its program management costs. The costs that are not subject to reimbursement under this
Agreement constitute Recipient’s contribution or cost share for activities occurring in the Base Period.

F. Recipient’s accounting for government-reimbursed and Recipient costs shall be in accordance with Recipient’s accounting practices but
must comply with Generally Accepted Accounting Principles
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(GAAP) or other international standards. Recipient’s accounting in order to determine total actual costs is not required to comply with the
Cost Accounting Standards or the cost principles at Federal Acquisition Regulation Subpart 31.2; however, Recipient must comply with
the cost principles in accordance with Article VII for Government reimbursed costs.

G. Recipient’s entitlement to reimbursement for its actual direct costs paid to approved Sub- recipients under this Agreement is not
contingent upon Recipient’s cost share equaling any specific ratio or percentage of total costs. The Parties’ sole remedy to address the
total BARDA cost exceeding or falling below the estimated total BARDA cost to perform the Statement of Work is to agree to a mutual
modification of the Agreement or termination of the Agreement.

ARTICLE VII: EARNED VALUE MANAGEMENT (EVM)/AGREEMENT PERFORMANCE REPORT (APR)

A. Recipient will provide a monthly EVM/APR at an agreed upon reporting level using WBS and Variance Analysis report formats agreed
upon by the OTAO, OTAS and/or OTTR.

B. The supplemental monthly Control Account Plan (CAP) report shall contain, at the work package level, time phased budget (budgeted
cost of work scheduled), earned value (budgeted cost of work performed), and actual costs of work performed as captured in Recipient’s
EVM systems. The Recipient shall provide a rationale in the package of its use of percent (%) complete as EVMS methodology, or
identity if any other EVMS methodology is being used.

• Recipient shall provide EVM/APR as part of the Monthly Progress
Report

• Recipient shall provide top level or key changes in baseline cost as a result of anticipated cost savings or risks
• The OTAO, OTAS and/or OTTR may request, on a monthly or ad hoc basis that the Recipient provide raw data at a reporting level

or lower level as the Government deems necessary.
• Recipient must address, in writing, all concerns raised by the OTAO, OTAS and/or OTTR.
• Reporting will commence after the EVM system has been implemented but no later than 90 days after start of Base Period and

each exercised Option period.

ARTICLE VIII: OBLIGATION AND PAYMENT

A. Obligation

The Government’s liability to make payments to the Recipient is limited to only those funds obligated under Article VI.C. of this Agreement or by
modification to the Agreement. The Government’s obligated funds are for the Base Period only as identified on the cover page and in Article VI.C.
The Optional periods are set forth in Article VI.B hereto and are subject to the availability of funds. The Parties agree that the Optional periods of
performance do not represent an obligation by the Government until exercised, following a negotiation on scope and cost.

B. Payments

The Recipient has an established, and agrees to maintain its established, accounting system which complies with GAAP and the requirements of
this Agreement, and shall ensure that appropriate arrangements have been made for receiving, distributing and accounting for Federal funds. An
acceptable accounting system is one in which all costs, cash receipts and disbursements for which Recipient is entitled to reimbursement under
Article VI are controlled and documented properly. The Recipient will invoice the Government on a monthly basis in accordance with Article VIII.
The Recipient’s shared costs incurred during the reporting period shall be reported on the monthly invoice. The Recipient’s properly prepared
invoice(s) will be submitted for payment not more than once per month in Adobe Acrobat (.pdf) format. The invoice shall be
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uploaded to a shared electronic file server, with an email copy to the OTAO, OTAS, OTTR, and Program Support Center (PSC) cited below. As
directed by the OTAO, the invoice shall be accompanied by adequate documentation to support the payment. After verification of the
accomplishment of the work for which reimbursement is sought by the OTAO, the OTAS and OTTR will forward the invoice(s) and the receiving
report to the PSC. Each invoice must contain the following information in order to be deemed properly prepared:

1. Name and address of Recipient
2. Invoice Date and Invoice Number
3. Agreement Number
4. Description, quantity, unit of measure, unit price, and extended price
5. Recipient Cost Share
6. Name and address of OTAR official to whom voucher is to be sent
7. Name, title, phone number, and mailing address of person to notify in the event of a defective invoice.
8. Taxpayer Identification Number (TIN)
9. Electronic funds transfer (EFT) banking

information.

Documents should be delivered electronically to the OTAO, OTAS, OTTR, PSC, and e-Room electronically. Unless otherwise specified by the
OTAO all deliverables and reports furnished to the Government under the resultant Agreement (including invoices) shall be addressed as follows:

NAME E-mail invoices to: Address

[**]

[**]

DHHS/ASPR/AMCG
330 Independence Avenue, S.W., Room G640
Washington, DC 20201

[**]

[**]

DHHS/ASPR/AMCG
330 Independence Avenue, S.W., Room G640
Washington, DC 20201

[**]

[**]

DHHS/ASPR/BARDA
330 Independence Avenue, S.W., Room G640
Washington, DC 20201

[**] [**]  

[**] [**]  

Monthly invoices must include the cumulative total costs submitted for reimbursement to date, adjusted (as applicable) to show any amounts
suspended by the Government.

The Recipient will convert foreign currency costs to US dollars each month using the closing spot exchange rate published by Reuters on the last
working day of each month at:

http://www.reuters.com/finance/currencies/quote?srcAmt=1.00&srcCurr=GBP&destAmt=&destCurr=USD

The Recipient agrees to promptly notify the OTAO in writing if there is an anticipated overrun (any amount) or unexpended balance (greater than
10 percent) of the estimated costs for the base segment or any Option segment(s) and the reasons for the variance.
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The Government will pay in US dollars all proper invoices within 30 days of receipt or pay interest on any amounts due in accordance with the
Prompt Payment Act.

C. Limitation of Payments

It is herein understood and agreed that Government funds are to be used solely for this Agreement and must be reasonable in nature and
amount. The following cost principles are effective under this agreement for determining the allowability of costs for which reimbursement is
sought under this Agreement. The cost principles are not applicable to Recipient’s contribution.

1. Allocability shall be determined in accordance with the standards set forth in FAR
§ 31.201-4. The Cost Accounting Standards do not apply to the Recipient or any Sub- recipient. Costs shall be accounted for in
accordance with the Recipient’s or Sub- recipient’s commercial accounting practices.

2. To be reasonable, a cost must: be generally recognized as an ordinary or necessary part of the business; follow sound business
practices; follow what a prudent business person would accept; comply with federal, state, and local laws; and be consistent with
the Recipient’s or Sub-recipient’s established practices.

3. In addition, Recipient’s costs that are passed onto the Government for reimbursement shall comply with the procedures and cost
principles set forth in this paragraph:

(a) Reimbursement is subject to restrictions on allowable costs described in FAR 31.2.

(b) The cost principles set forth in subparagraphs (a) shall only apply to the reimbursement of direct costs under cost-type Sub-
recipient Agreements. These cost principles will be applicable to the pricing of fixed priced Sub-recipient Agreements only to
the extent required by FAR 31.102.

(c) A cost-type Sub-recipient will propose indirect rates as a component of its proposal to Recipient. The Government will review
these indirect rates as part of the Sub-recipient approval process set forth in Article XIV. The Government’s approval to issue
the Sub-recipient Agreement constitutes the Government’s agreement that the proposed indirect rate(s) may be used during
the performance of the Sub-recipient Agreement to determine the Sub-recipient’s reimbursable indirect costs.

D. Financial Records and Reports

As directed by the OTAO, the Recipient shall maintain adequate records to account for all funding under this Agreement and shall maintain
adequate records to account for Recipient funding provided under this Agreement in support of the EVM/APR required under Article VII. Upon
completion or termination of this Agreement, whichever occurs earlier, the Recipient Administrator shall furnish to the OTAO a copy of the
EVM/APR required by Attachment 2, Section D: Deliverables. The Recipient’s relevant financial records are subject to examination or audit on
behalf of DHHS by the Government for a period not to exceed three (3) years after expiration of the term of this Agreement and not to exceed
three (3) years after termination of the Agreement pursuant to Article II B. The OTAO or designee shall have direct access to complete records
and information of the Recipient, to the extent necessary to ensure full accountability for all amounts reimbursed by DHHS under this Agreement.
Such audit, examination, or access shall be performed during business hours on business days upon at least two weeks prior written notice and
shall be subject to the security requirements of the audited party.

E. Comptroller General Access to
Records
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To the extent that the total Government payment under this Agreement exceeds $5,000,000, the Comptroller General, at its discretion, shall have
access to and the right to examine records relating to performance under this Agreement of any entity that participates in the performance of this
Agreement for a period of three (3) years after final payment is made. This requirement shall not apply with respect to any entity that participates
in the performance of the Agreement that has not entered into any other Agreement (contract, grant, cooperative agreement, or “other
transaction”) that provides for audit access by a Government entity in the year prior to the date of this Agreement. This paragraph only applies to
any record that is created or maintained in the ordinary course of business or pursuant to a provision of law. The terms of this paragraph shall be
included in all sub-agreements to the Agreement.

ARTICLE IX: DISPUTES

A. General

The Parties shall communicate with one another in good faith and in a timely and cooperative manner when raising issues under this Article.

B. Dispute Resolution
Procedures

1.    For any disagreement, claim or dispute between DHHS and the Recipient concerning questions of fact or law arising from or in
connection with this Agreement, whether or not involving an alleged breach of this Agreement, the Parties agree to make a good faith effort to
utilize the procedures described in paragraphs 2, 3 and 4 of this Article.

2.    Whenever disputes, disagreements, or misunderstandings arise, the Parties shall attempt to resolve the issue(s) involved by
discussion and mutual agreement as soon as practicable. In no event shall a dispute, disagreement or misunderstanding which was known, or
should have been known, more than six (6) months prior to the notification made under subparagraph B.3 of this Article constitute the basis for
relief under subparagraph B.3 of this Article. Either party may waive this requirement. Any waiver on behalf of DHHS shall be made by the Head
of Contracting Activity for AMCG.

3.    Failing resolution by mutual agreement, the aggrieved Party shall document the dispute, disagreement, or misunderstanding by
notifying the other Party (through the OTAO or the Recipient’s Administrator, as the case may be) in writing of the relevant facts, identify
unresolved issues, and specify the clarification or remedy sought. Within five (5) working days after providing notice to the other Party, the
aggrieved Party may, in writing, request a joint decision by the DHHS Senior Procurement Executive, or the Senior Procurement Executive’s
designee and a Recipient Senior Executive appointed by the Recipient. The other Party shall submit a written position on the matter(s) in dispute
within thirty (30) calendar days after being notified that a decision has been requested. The DHHS Senior Procurement Executive and the
Recipient Senior Executive shall conduct a review of the matter(s) in dispute and render a decision in writing within thirty (30) calendar days of
receipt of such written position.

4. In the absence of a joint decision, upon written request to the DHHS, made within
thirty

(30) calendar days of the expiration of the time for a decision under subparagraph B.3 above, the dispute shall be further reviewed. The
ASPR/DHHS may elect to conduct this review personally or through a designee or jointly with a Senior Executive appointed by the Recipient.
Following the review, the Secretary of DHHS or designee will resolve the issue(s) and notify the Parties in writing. If a decision has not been made
within 120 days the request may be deemed denied.

5.    The Parties stipulate that any decision reached under B.4 of this Article, including a deemed denial, may be submitted to the Court of
Federal Claims to the extent permitted by law.

6.    The pendency of a dispute shall not interfere with each Party’s right to terminate the Agreement pursuant to Article II.B and recover
any resulting terminations costs.
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C. Limitation of Damages

Except for claims of non-payment of amounts due under Article VI, any claims for damages of any nature whatsoever pursued under this
Agreement shall be limited to direct damages only up to the aggregate amount of DHHS funding obligated as of the time the dispute arises. In no
event shall Recipient or DHHS be liable for claims for consequential, punitive, special and incidental damages, claims for lost profits, re-
procurement costs, or other indirect damages. Either party may recover interest on any amounts submitted for payment and denied during the
disputes process but in no case shall the damages plus interest exceed the total amounts of HHS funding obligated as of the time the dispute
arises. Interest on an amount found due on a disagreement, claim or dispute shall be paid for the period beginning with the date the DHHS
Senior Procurement Executive receives a request for a joint decision made pursuant to subparagraph B.3 of this Article until the date of payment
of the claim. Simple interest shall accrue and be paid at the same rate as that which the Secretary of the Treasury shall specify as applicable for
each successive 6-month period under the Prompt Payment Act.

ARTICLE X: DATA RIGHTS

A. Allocation of Principal Rights

1.    For Data delivered under this Agreement, other than computer software and Limited Rights Data, the Recipient grants to the
Government, and others acting on its behalf, a paid-up, nonexclusive, nontransferable, nonsublicensable, irrevocable, worldwide license in such
Data to reproduce, prepare derivative works, distribute copies to the public, and perform publicly and display publicly by or on behalf of the
Government, except as expressly provided elsewhere in this Agreement. For computer software, the Recipient grants to the Government, and
others acting on its behalf, a paid- up, nonexclusive, irrevocable, worldwide license in such copyrighted computer software to reproduce, prepare
derivative works, and perform publicly and display publicly (but not to distribute copies to the public) by or on behalf of the Government.

2.    Data in any document that would disclose a Subject Invention will be subject to Limited Rights until publication of patent application in
accordance with Article X of this Agreement.

3.    Recipient agrees to retain and maintain in good condition all Data necessary to achieve Practical Application of any Subject Invention
in accordance with the Recipient’s established record retention practices. In the event of exercise of the Government’s March-in Rights as set
forth under Article XI.H, Recipient agrees, upon written request from the Government, to deliver at no additional cost to the Government, all
existing Data owned by Recipient related to the relevant Subject Invention necessary to achieve Practical Application of the relevant Subject
Invention within sixty (60) calendar days from the date of the written request.

4.    Recipient’s right to use Data is not restricted and includes the right under Recipient’s established business policies to make public
research data (especially human research data) by publication in the scientific literature, by making trial protocols, trial results summaries, and
clinical studies reports publicly available, and by making trial patient-level data available for third-party analysis.

B. Marking of Data

Pursuant to Paragraphs A above and G below, the Recipient will mark any Data or Recipient Information delivered under this Agreement with
Limited Rights with the following legend:

LIMITED RIGHTS NOTICE
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(a)    These data are submitted with limited rights under Other Transaction Agreement No. HHSO100201600026C (and subcontract    , if
appropriate). These data may be reproduced and used by the Government with the express limitation that they will not, without written
permission of the Recipient, be used for purposes of manufacture nor disclosed outside the Government; except that the Government may
disclose these data outside the Government for the following purposes, if any; provided that the Government makes such disclosure subject to
prohibition against further use and disclosure: to use (except for manufacture) by support services contractors to support the Government’s
work under the referenced Agreement.

(b) This notice shall be marked on any reproduction of these data, in whole or in part.

C. Lower Tier Agreements

The Recipient shall include this Article, suitably modified to identify the Parties, in all Sub-recipient Agreements or lower tier Sub-recipient
Agreements, regardless of tier, for experimental, developmental, or research work.

D. Identification and Disposition of Data

The Recipient shall keep copies of all Data required by the Food and Drug Administration (FDA) relevant to this Agreement for the time specified
by the FDA. In addition, the Recipient shall provide regulatory data to the OTTR and OTAO in accordance with Attachment 2: Reporting
Requirements. DHHS reserves the right to review any other data determined by DHHS to be relevant to this Agreement. DHHS further
acknowledges that, MDCO holds the commercialization rights in the US for all products developed under this Agreement and will be responsible
for their registration with the FDA.

E. Publication and Publicity

No Data obtained under this Agreement shall be released or publicized without concurrence from the Recipient. For purposes of this Agreement,
“publication” is defined as an issue of printed material offered for distribution or any communication or oral presentation of information, including
any manuscript or scientific meeting abstract. Any publication containing Data generated under this Agreement must be submitted to the
Recipient and the OTTR for review and comment no less than thirty (30) calendar days for manuscripts and fifteen (15) calendar days for
abstracts before submission for public presentation or publication. The Government support shall be acknowledged in all such publications
substantially as follows:

“This project has been funded in whole or in part with Federal funds from the Department of Health and Human Services; Office of
the Assistant Secretary for Preparedness and Response; Biomedical Advanced Research and Development Authority, under OTA
number HHSO100201600026C.

F. Review of Press Releases

Recipient agrees to accurately and factually represent the work conducted under the Agreement in all press releases. Misrepresenting results or
releasing information that is injurious to the integrity of the Government may be construed as improper conduct. Press releases shall be
considered to include the public release of information to any medium, excluding peer-reviewed scientific publications. Each party agrees to
provide the other with an advance copy of any press release related to the OTA not less than five (5) business days prior to issuance and final
press releases no later than one (1) calendar day prior to issuance of the press release. The Government support shall be acknowledged in all
such press releases substantially as follows:

“This project has been funded in whole or in part with Federal funds from the Department of Health and Human Services; Office of
the Assistant
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Secretary for Preparedness and Response; Biomedical Advanced Research and Development Authority, under O T A number
HHSO100201600026C.

G. Recipient Information

The Government shall have Limited Rights in any information created by Recipient completely at private expense (“Recipient Information”) and
delivered under this Agreement.

ARTICLE XI: PATENT RIGHTS.

A. Allocation of Principal Rights

Unless Recipient shall have notified DHHS (in accordance with subparagraph C.2 below) that Recipient does not intend to retain title, in which
case title shall vest with the Government, Recipient shall retain the entire right, title, and interest throughout the world to each Subject Invention
developed under this Agreement, consistent with the provisions of this Article and 35 U.S. § 202. With respect to any Subject Invention developed
under this Agreement, in which Recipient retains title, the Government shall have a nonexclusive, nontransferable, irrevocable, paid-up license to
practice or have practiced on behalf of the United States the Subject Invention throughout the world. Recipient background inventions and
inventions covered by continuation, divisional or continuation-in-part applications thereof shall not be considered Subject Inventions hereunder.
Within a reasonable time (not to exceed 120 days) after the execution of this Agreement, the Parties will agree on a modification hereto that adds
an attachment listing Recipient background inventions. In connection with JOC meetings, the Parties will periodically agree on updates to this list.

B. Invention Disclosure, Election of Title, and Filing of Patent Application

1.    The Recipient shall disclose each Subject Invention to DHHS within four (4) months after the inventor discloses it in writing to his/her
company personnel responsible for patent matters. The disclosure to DHHS shall be in the form of a written report and shall identify the
Agreement under which the Subject Invention was made and the identity of the inventor(s). It shall be sufficiently complete in technical detail to
convey a clear understanding to the extent known at the time of the disclosure, of the nature, purpose, operation, and the physical, chemical,
biological, or electrical characteristics of the Subject Invention. The disclosure shall also identify any publication, sale, or public use of the Subject
Invention and whether a manuscript describing the Subject Invention has been submitted for publication and, if so, whether it has been accepted
for publication at the time of disclosure. Recipient shall also submit to DHHS an annual listing of Subject Inventions.

2.    If the Recipient determines that it does not intend to retain title to any such Subject Invention, Recipient shall notify DHHS, in writing,
within two (2) years of disclosure to DHHS. However, in any case where publication, sale, or public use has initiated the one (1)-year statutory
period wherein valid patent protection can still be obtained in the United States, the period for such notice may be shortened by DHHS to a date
that is no more than sixty (60) calendar days prior to the end of the statutory period.

3.    The Recipient shall file its initial patent application on a Subject Invention within one (1) year after the end of the period set forth in
Article XI.B.2 above or, prior to the end of the statutory period wherein valid patent protection can be obtained in the United States after a
publication, or sale, or public use (if earlier). Recipient may elect to file patent applications in additional countries (including the European Patent
Office and the Patent Cooperation Treaty) within either ten (10) months of the corresponding initial patent application or six (6) months from the
date permission is granted by the Commissioner of Patents and Trademarks to file foreign patent applications, where such filing has been
prohibited by a Secrecy Order.

4. Requests for extension of the time for disclosure, notice, and filing under this
Article

XI.B may, at the discretion of DHHS, and after considering the position of Recipient, be granted.
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C. Conditions When the Government May Obtain
Title

Upon DHHS’s written request, Recipient shall convey title to any Subject Invention to DHHS under any of the following conditions:

1.    If the Recipient fails to disclose the Subject Invention within the times specified in Article XI.B; provided, that DHHS may only request
title within sixty (60) calendar days after learning of the failure of Recipient to disclose.

2.    In those countries in which Recipient fails to file patent applications within the times specified in paragraph B of this Article; provided,
that if Recipient has filed a patent application in a country after the times specified in paragraph B of this Article, but prior to its receipt of the
written request by DHHS, Recipient shall continue to retain title in that country; or

3.    In any country in which Recipient decides not to continue the prosecution of any application for, to pay the maintenance fees on, or
defend in reexamination or opposition proceedings on, a patent on a Subject Invention.

D. Minimum Rights to Recipient and Protection of Recipient’s Right to
File

1.    The Recipient shall retain a nonexclusive, royalty-free license throughout the world in each Subject Invention to which the
Government obtains title, except if Recipient fails to disclose the invention within the times specified in Paragraph B of this Article. The Recipient
license extends to the Recipient’s subsidiaries and affiliates, if any, within the corporate structure of which Recipient is a party and includes the
right to grant licenses of the same scope to the extent that Recipient was legally obligated or permitted to do so at the time the Agreement was
executed. The license is otherwise transferable only with the approval of DHHS, except when transferred to the successor of that part of
Recipient’s business to which the Subject invention pertains. DHHS approval for license transfer shall not be unreasonably withheld.

2.    The Recipient license may be revoked or modified by DHHS to the extent necessary to achieve expeditious Practical Application of
the Subject Invention pursuant to an application for an exclusive or nonexclusive license submitted consistent with appropriate provisions at 37
CFR Part 404. Recipient’s license shall not be revoked in that field of use or the geographical areas in which Recipient has achieved Practical
Application of the Subject Invention and continues to make the benefits of the Subject Invention accessible to the public.

3.    Before revocation or modification of Recipient’s license, DHHS shall furnish Recipient a written notice of its intention to revoke or
modify the license, and Recipient shall be allowed thirty (30) calendar days (or such other time as may be authorized for good cause shown) after
the notice to show cause why the license should not be revoked or modified.

E. Action to Protect the Government’s
Interest

1.    The Recipient agrees to execute or to have executed and promptly deliver to DHHS all instruments necessary to (i) establish or
confirm the rights the Government has throughout the world in those Subject Inventions to which Recipient retains title, and (ii) convey title to
DHHS when requested under paragraph C of this Article and to enable the Government to obtain patent protection throughout the world in that
Subject Invention.

2.    The Recipient agrees to require, by written agreement, its employees performing work relating to the Agreement, other than clerical
and non-technical employees, to disclose promptly in writing to personnel identified as responsible for the administration of patent matters and in
a format suggested by Recipient each Subject Invention made under this Agreement in order that Recipient can comply with the disclosure
provisions of paragraph C of this Article. Recipient shall instruct employees performing work
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relating to the Agreement, through employee agreements or other suitable educational programs, on the importance of reporting inventions in
sufficient time to permit the filing of patent applications prior to U.S. or foreign statutory bars.

3.    The Recipient shall notify DHHS of any decisions not to continue the prosecution of a patent application for a Subject Invention, pay
maintenance fees, or defend in a reexamination or opposition proceedings on a patent of a Subject Invention, in any country, not less than thirty
(30) calendar days before the expiration of the response period required by the relevant patent office.

4.    The Recipient shall include, within the specification of any United States patent application and any patent issuing thereon covering a
Subject Invention, the following statement: “This invention was made with Government support under Agreement HHSO100201600026C,
awarded by DHHS. The Government has certain rights in the invention.”

F. Lower Tier Agreements

The Recipient shall include this Article, suitably modified, to identify the Parties, in all Sub-recipient Agreements, regardless of tier, for
experimental, developmental, or research work.

The Recipient shall execute modifications to the existing Sub-recipient Agreements to ensure compliance to terms and conditions outlined herein
within 90 days of the execution of this agreement.

G. Reporting on Utilization of Subject
Inventions

1.    The Recipient agrees to submit, during the term of the Agreement, an annual report on the utilization of a Subject Invention or on
efforts at obtaining such utilization that is being made by Recipient or its licensees or assignees. Such reports shall include information regarding
the status of development, date of first commercial sale or use, gross royalties received by Recipient, and such other data and information as the
agency may reasonably specify. Recipient also agrees to provide additional reports as may be requested by DHHS in connection with any
march-in proceedings undertaken by DHHS in accordance with paragraph H of this Article. Consistent with 35 U.S.C. § 202(c) (5), DHHS agrees
it shall not disclose such information to persons outside the Government without permission of Recipient.

2. All required reporting shall be submitted to the OTAS, OTAO, and OTTR.

H. March-in Rights

The Recipient agrees that, with respect to any Subject Invention in which it has retained title, DHHS has the right to require Recipient, an
assignee, or exclusive licensee of a Subject Invention to grant a non- exclusive license within the Field to a responsible applicant or applicants,
upon terms that are reasonable under the circumstances, and if Recipient, assignee, or exclusive licensee refuses such a request, DHHS has the
right to grant such a license within the Field itself if DHHS determines that:

1.    Such action is necessary because Recipient or assignee has not taken effective steps, consistent with the intent of this Agreement, to
achieve Practical Application of the Subject Invention; or

2.    Such action is necessary to alleviate health or safety needs which are not reasonably satisfied by Recipient, assignee, or their
licensees.

ARTICLE XII: FOREIGN ACCESS TO TECHNOLOGY

This Article shall remain in effect during the term of the Agreement and for five (5) years thereafter.

A. General
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The Parties agree that research findings and technology developments arising under this Agreement may constitute a significant enhancement to
the national security, and to the economic vitality of the United States. Accordingly, access to important technology developments under this
Agreement by Foreign Firms or Institutions must be carefully controlled. Recipient agrees to comply with all applicable laws regarding export
controls and not to export any Technology to any US embargoed countries.

The Recipient shall provide timely notice to DHHS of any proposed transfers from the Recipient of Technology developed under this Agreement
to Foreign Firms or Institutions; provided that, this Article shall not apply to transfers by Recipient of Technology to affiliates of Recipient or as
part of the sale, merger, or acquisition of Recipient, or as part of the sale or transfer of that part of Recipient’s business to which the Technology
developed under this Agreement pertains. Except for transfers described in the previous sentence, if DHHS determines that a transfer may have
adverse consequences to the national security interests of the United States, the Recipient, its vendors, and DHHS shall jointly endeavor to find
alternatives to the proposed transfer which obviate or mitigate potential adverse consequences of the transfer but which provide substantially
equivalent benefits to the Recipient.

Except for transfers described in the preceding paragraph, the Recipient shall provide written notice to the OTTR and OTAO of any proposed
transfer to a foreign firm or institution at least thirty (30) calendar days prior to the proposed date of transfer. Such notice shall cite this Article and
shall state specifically what is to be transferred and the general terms of the transfer. Within fifteen (15) calendar days of receipt of the Recipient’s
written notification, the OTAO shall advise the Recipient whether it consents to the proposed transfer. In cases where the OTAO does not concur
or fifteen (15) calendar days after receipt and DHHS provides no decision, the Recipient may utilize the procedures under Article VI, Disputes.
However, no transfer shall take place until a decision is rendered.

In the event of a transfer of Technology by the Recipient to a Foreign Firm or Institution which is identified as a Prohibited Source pursuant to
Federal Acquisition Regulation Subpart 25.7: (a) the Government may terminate this Agreement for cause and (b) the Government shall have a
non- exclusive, nontransferable, irrevocable, paid-up license to practice or have practiced on behalf of the United States the Technology
throughout the world for Government and any and all other purposes, particularly to effectuate the intent of this Agreement. Upon request of the
Government, the Recipient shall provide written confirmation of such licenses.

B. Lower Tier Agreements

The Recipient shall include this Article, suitably modified, to identify the Parties, in all subcontracts or lower tier agreements, regardless of tier, for
experimental, developmental, or research work.

ARTICLE XIII: TITLE TO AND DISPOSITION OF PROPERTY

The Government is solely reimbursing Sub-recipients and materials up to the limits set forth in Article VI and Government funding is not being
used to acquire any property or equipment.

ARTICLE XIV: SUB-RECIPIENTS

For any firm-fixed price, time and materials, or labor hour Sub-recipient Agreement reimbursed under this Agreement with a value in excess of
$150,000 or any cost-reimbursable contracts, the Recipient will provide the OTAO and OTTR the opportunity to review all subcontracting
agreements and related justification for cost or price reasonableness ten (10) calendar days before execution, including any analysis supporting
sole source subcontracting. This shall include the nature of the work that the Sub- recipient is going to perform, an estimated period of
performance and the proposed costs for the work. The OTAO will submit a written response within ten (10) calendar days stating approval or
disapproval of the Sub-recipient agreement. In the event that OTAO fails to issue its response in this period, the Sub- recipient agreement shall
be deemed
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approved. In the event that the OTAO disapproves of the Sub- recipient agreement, the OTAO must provide written justification to support his/her
decision. If a written response is not provided by the OTAO within ten (10) calendar days, the Recipient will elevate concerns to one level above
the OTAO to immediately address the outstanding request. The Recipient will provide the OTAO with an electronic copy of the final Sub-recipient
Agreement document.

ARTICLE XV: CIVIL RIGHTS ACT

Performance of this Agreement in the US is subject to the compliance requirements of Title VI of the Civil Rights Act of 1964 as amended (42
U.S.C. 2000-d) relating to nondiscrimination in Federally assisted programs. The Recipient has signed an Assurance of Compliance with the
nondiscriminatory provisions of the Act.

ARTICLE XVI: EXECUTION

This Agreement constitutes the entire agreement of the Parties and supersedes all prior and contemporaneous agreements, understandings,
negotiations and discussions among the Parties, whether oral or written, with respect to the subject matter hereof. This Agreement may be
revised only by written consent of the Recipient and the OTAO. This Agreement, or modifications thereto, may be executed in counterparts each
of which shall be deemed as original, but all of which taken together shall constitute one and the same instrument.

ARTICLE XVII: SPECIAL CLAUSES

A. Protection of Human Subjects

1.    The Recipient agrees that the rights and welfare of human subjects involved in research under this OTA shall be protected in
accordance with 45 CFR Part 46 and with the Recipient‘s current Assurance of Compliance on file with the Office for Human Research
Protections (OHRP), Office of Public Health and Science (OPHS). The Recipient further agrees to provide certification that the Institutional
Review Board has reviewed and approved the procedures, which involve human subjects, in accordance with 45 CFR Part 46 and the Assurance
of Compliance.

2.    The Recipient shall bear full responsibility for the performance of all work and services involving the use of human subjects under this
Agreement and shall ensure that work is conducted in a proper manner and as safely as is feasible. The Parties hereto agree that Recipient
retains the right to control and direct the performance of all work under this OTA. Nothing in this OTA shall be deemed to constitute Recipient or
any sub-consortium, agent or employee of the Recipient, or any other person, organization, institution, or group of any kind whatsoever, as the
agent or employee of the Government. Recipient agrees that it has entered into this Agreement and will discharge its obligations, duties, and
undertakings and the work pursuant thereto, whether requiring professional judgment or otherwise, as an independent organization without
imputing liability on the part of the Government for the acts of the Recipient or its employees.

3.    If at any time during the performance of this OTA, the OTAO determines, in consultation with the OHRP, OPHS, ASH, that the
Recipient is not in compliance with any of the requirements and/or standards stated in paragraphs (1) and (2) above, OTAO may immediately
suspend, in whole or in part, work and further payments under this OTA until the Recipient corrects the noncompliance. Notice of the suspension
may be communicated by telephone and confirmed in writing. If the Recipient fails to complete corrective action within the period of time
designated in the OTAO’s written notice of suspension, the OTAO may, in consultation with OHRP, OPHS, ASH, terminate this Agreement in a
whole or in part, and the Recipient’s name may be removed from the list of those performers with approved Health and Human Services Human
Subject Assurances.

B. Human Materials (Assurance of OHRP Compliance)
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1.    The acquisition and supply of all human specimen material (including fetal material) used under this OTA shall be obtained by the
Recipient in full compliance with applicable Federal, State and Local laws and no undue inducements, monetary or otherwise, will be offered to
any person to influence their donation of human material.

2.    The Recipient shall provide written documentation that all human materials obtained as a result of research involving human subjects
conducted under this OTA, by collaborating sites, or by Sub-recipients identified under this OTA, were obtained with prior approval by OHRP of
an Assurance to comply with the requirements of 45 CFR 46 to protect human research subjects. This restriction applies to all collaborating sites
without OHRP-approved Assurances, whether domestic or foreign, and compliance must be ensured by the Recipient.

3.    Provision by the Recipient to the OTAO’s of a properly completed “Protection of Human Subjects Assurance Identification/IRB
Certification/Declaration of Exemption”, Form OMB No. 0990- 0263 (formerly Optional Form 310), certifying IRB review and approval of the
protocol from which the human materials were obtained constitutes the written documentation required. The human subject certification can be
met by submission of a self-designated form provided that it contains the information required by the “Protection of Human Subjects Assurance
Identification/IRB Certification/ Declaration of Exemption”, Form OMB No. 0990-0263 (formerly Optional Form 310).

C. Research Involving Human Fetal Tissue

All research involving human fetal tissue shall be conducted in accordance with the Public Health Service Act, 42 U.S.C. 289g-1 and 289g-2.
Implementing regulations and guidance for conducting research on human fetal tissue may be found at 45 CFR 46, Subpart B. The Recipient
shall make available, for audit by the Secretary, DHHS, the physician statements and informed consents required by 42 USC 289g-1(b) and (c),
or ensure DHHS access to those records, if maintained by an entity other than the Recipient.

D. Needle Exchange

The Recipient shall not use Agreement funds to carry out any program of distributing sterile needles or syringes for the hypodermic injection of
any illegal drug.

E. Care of Live Vertebrate Animals

1.    Before undertaking performance of any OTA involving animal-related activities where the species is regulated by the United States
Department of Agriculture (USDA), the Recipient shall register with the Secretary of Agriculture of the United States in accordance with 7 U.S.C.
2136 and 9 CFR sections 2.25 through 2.28. The Recipient shall furnish evidence of the registration to the Contracting Officer.

2.    The Recipient shall acquire vertebrate animals used in research from a dealer licensed by the Secretary of Agriculture under 7 U.S.C.
2133 and 9 CFR sections 2.1-2.11, or from a source that is exempt from licensing under those sections.

3.    The Recipient agrees that the care, use, and intended use of any live vertebrate animals in the performance of this OTA shall
conform with the Public Health Service (PHS) Policy on Humane Care of Use of Laboratory Animals (PHS Policy), the current Animal Welfare
Assurance (Assurance), the Guide for the Care and Use of Laboratory Animals (National Academy Press, Washington, DC) and the pertinent
laws and regulations of the United States Department of Agriculture (see 7 U.S.C. 2131 et seq. and 9 CFR subchapter A, Parts 1-4). In case of
conflict between standards, the more stringent standard shall govern.

4.    If at any time during performance of this Agreement, the OTAO determines, in consultation with the Office of Laboratory Animal
Welfare (OLAW), National Institutes of Health (NIH), that the Recipient or their Sub-recipients are not in compliance with any of the requirements
and standards stated in paragraphs
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(1) through (3) above, the OTAO may immediately suspend, in whole or in part, work and further payments under this contract until the Recipient
or Sub-recipient corrects the noncompliance. Notice of the suspension may be communicated by telephone and confirmed in writing. If the
Recipient or Sub-recipient fails to complete corrective action within the period of time designated in the OTAO’s written notice of suspension, the
OTAO may, in consultation with OLAW, NIH, terminate this contract in whole or in part, and the Recipient’s or Sub-recipient’s name may be
removed from the list of those contractors with Animal Welfare Assurances.

Note: The Recipient may request registration of its facility and a current listing of licensed dealers from the Regional Office of the Animal and
Plant Health Inspection Service (APHIS), USDA, for the region in which its research facility is located. Information concerning this program may
be obtained by contacting your regional office below or the Animal Care Staff, USDA/APHIS, 4700 River Road, Riverdale, Maryland 20737.

F. Animal Welfare

All research involving live, vertebrate animals shall be conducted in accordance with the PHS Policy on Humane Care and Use of Laboratory
Animals. This policy may be accessed at: http://grants1.nih.gov/grants/olaw/references/phspol.htm. Primate studies will not begin until the CRO’s
IACUC and the Recipient’s Animal Welfare Department provide final approval of the study protocol.

G. Protection of Personnel Who Work with Nonhuman
Primates

All Recipient personnel who work with nonhuman primates or enter rooms or areas containing nonhuman primates shall comply with the
procedures set forth in NIH Policy Manual 3044-2, entitled, “Protection of NIH Personnel Who Work with Nonhuman Primates,” located at the
following URL: http://www1.od.nih.gov/oma/manualchapters/intramural/3044-2/.

H. Information on Compliance with Animal Care Requirements

Registration with the USDA is required to use regulated species of animals for biomedical purposes. USDA is responsible for the enforcement of
the Animal Welfare Act (7 U.S.C. 2131 et. seq.), https://awic.nal.usda.gov/

The PHS Policy is administered by OLAW http://grants2.nih.gov/grants/olaw/olaw.htm. An essential requirement of the PHS Policy
http://grants2.nih.gov/grants/olaw/references/phspol.htm is that every institution using live vertebrate animals must obtain an approved assurance
from OLAW before they can receive funding from any component of the U.S. Public Health Service. If the Recipient does not have an assurance
and will be utilizing a Sub-recipient to perform the animal work then the Recipient and Sub- recipient must have an Inter-Institutional Assurance in
place to allow the Recipient to utilize the assurance of the Sub-recipient to meet the DHHS requirements for assurance. The request for this
negotiation of this assurance must be submitted to OLAW by BARDA on behalf of the Recipient.

The PHS Policy requires that Assured institutions base their programs of animal care and use on the Guide for the Care and Use of Laboratory
Animals http://www.nap.edu/readingroom/books/labrats/ and that they comply with the regulations (9 CFR, Subchapter A)
http://awic.nal.usda.gov/final-rules-animal-welfare-9-cfr-parts-1-2-and-3 issued by the USDA under the Animal Welfare Act. The Guide may differ
from USDA regulations in some respects. Compliance with the USDA regulations is an absolute requirement of this Policy.

The Association for Assessment and Accreditation of Laboratory Animal Care International (AAALAC) http://www.aaalac.org is a professional
organization that inspects and evaluates programs of animal care for institutions at their request. Those that meet the high standards are given the
accredited status. As of the 2002 revision of the PHS Policy, the only accrediting body recognized by PHS is the AAALAC. While AAALAC
accreditation is not required to conduct biomedical research, it is highly desirable. AAALAC uses the Guide
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as their primary evaluation tool. They also use the Guide for the Care and Use of Agricultural Animals in Agricultural Research and Teaching. It is
published by the Federated of Animal Science Societies http://www.fass.org.

I. Approval of Required Assurance by Law

Under governing regulations, federal funds which are administered by DHHS, BARDA shall not be expended by the Recipient for research
involving live vertebrate animals, nor shall live vertebrate animals be involved in research activities by the Recipient under this award unless a
satisfactory assurance of compliance with 7 U.S.C. 2136 and 9 CFR Sections 2.25-2.28 is submitted by Recipient 30 days prior to commencing
research involving live vertebrate animals and approved by OLAW. Each performance site (if any) must also assure compliance with 7 U.S.C.
2136 and 9 CFR Sections 2.25-2.28 with the following restriction: Only activities which do not directly involve live vertebrate animals (i.e. are
clearly severable and independent from those activities that do involve live vertebrate animals) may be conducted by individual performance sites
pending OLAW approval of their respective assurance of compliance with 7 U.S.C. 2136 and 9 CFR Sections 2.25-2.28. Additional information
regarding OLAW may be obtained via the Internet at http://grants.nih.gov/grants/olaw/olaw.htm.

J. Registration with the Select Agent Program for Work Involving the Possession, Use, and/or Transfer of Select Biological Agents
or Toxins

Work involving select biological agents or toxins shall not be conducted under this Agreement until the Recipient and any affected Sub-recipients
are granted a certificate of registration or are authorized to work with the applicable select agents.

For the Recipient or Sub-recipient awards to domestic institutions who possess, use, and/or transfer Select Agents under this OTA, the institution
must complete registration with the Centers for Disease Control and Prevention (CDC), APHIS, and/or USDA, as applicable, before performing
work involving Select Agents, in accordance with 42 CFR 73. No Government funds can be used for work involving Select Agents, as defined in
42 CFR 73, if the final registration certificate is denied.

For the Recipient or Sub-recipient awards to foreign institutions who possess, use, and/or transfer Select Agents under this OTA, the institution
must provide information satisfactory to the Government that a process equivalent to that described in 42 CFR 73
(http://www.cdc.gov/od/sap/docs/42cfr73.pdf) for U.S. institutions is in place and will be administered on behalf of all Select Agent work
sponsored by these funds before using these funds for any work directly involving the Select Agents. The Recipient must provide information
addressing the following key elements appropriate for the foreign institution: safety, security, training, procedures for ensuring that only
approved/appropriate individuals have access to the Select Agents, and any applicable laws, regulations and policies equivalent to 42 CFR 73.
The Government will assess the policies and procedures for comparability to the U.S. requirements described in 42 CFR Part 73. When
requested by the OTAO, the Recipient shall provide key information delineating any laws, regulations, policies, and procedures applicable to the
foreign institution for the safe and secure possession, use, and transfer of Select Agents. This includes summaries of safety, security, and training
plans, and applicable laws, regulations, and policies. For the purpose of security risk assessments, the Recipient must provide the names of all
individuals at the foreign institution who will have access to the Select Agents and procedures for ensuring that only approved and appropriate
individuals have access to Select Agents under the OTA.

Listings of DHHS select agents and toxins, biologic agents and toxins, and overlap agents or toxins as well as information about the registration
process, can be obtained on the Select Agent Program Web site at http://www.cdc.gov/od/sap/.

K. Product Approval
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The Recipient agrees to comply with cGMP guidelines (21 CFR Parts 210-211, 600) for manufacturing, processing and packing of drugs,
chemicals, biological, and reagents.

The Recipient agrees to advise the OTAO and OTTR promptly of any relocation of their prime manufacturing facility or the relocation of any Sub-
recipient’s facility during the term of this Agreement. The Recipient also agrees to advise the OTAO and OTTR immediately if at any time during
the term of this Agreement, the items under this OTA fail to comply with cGMP guidelines and/or the facility receives a negative FDA Quality
Assurance Evaluation (Form 483).

L. Manufacturing Standards

The Current Good Manufacturing Practice Regulations (cGMP) (21 CFR 210-211) will be the standard applied for manufacturing, processing and
packing of this therapeutic product unless otherwise agreed upon or as required by the development process (e.g., lab scale experimental
manufacturing and pilot scale manufacturing).

If at any time during the life of this OTA, the Recipient fails to comply with cGMP in the manufacturing, processing and packaging of this
therapeutic product and such failure results in a material adverse effect on the safety, purity or potency of this therapeutic product (a material
failure) as identified by CDER, the Recipient shall have sixty (60) calendar days from the time such material failure is identified to initiate
corrective action designed to cure such material failure within three (3) months. If the Recipient fails to initiate such an action within the sixty (60)
calendars day period, then the Agreement may be terminated.

M. Anti-Bribery and Anti-Corruption

DHHS acknowledges that it has been made aware of the Recipient’s corruption prevention guidelines. Each Party agrees to perform its
obligations under this Agreement in accordance with the applicable anti-bribery and anti-corruption laws of the territory in which such Party
conducts business with the other Party as set forth herein. Each Party shall be entitled to exercise its termination right, under and in accordance
with the terms of this Agreement, to terminate this Agreement immediately on written notice to the other Party, if the other Party fails to perform
its material obligations.

N. Salary Rate
Limitation

1.    Pursuant to the current and applicable prior DHHS appropriations acts, payment of the direct salary of an individual at a rate in excess
of the Federal Executive Schedule Level II in effect on the date an expense is incurred is an unallowable cost under this Agreement.

2.    For purposes of the salary rate limitation, the terms “direct salary,” “salary”, and “institutional base salary”, have the same meaning
and are collectively referred to as “direct salary”, in this clause. An individual’s direct salary is the annual compensation that the Recipient pays for
an individual’s direct effort (costs) under the OTAR. Direct salary excludes any income that an individual may be permitted to earn outside of
duties to the Recipient. Direct salary also excludes fringe benefits, overhead, and general and administrative expenses (also referred to as
indirect costs or facilities and administrative [F&A] costs).

Note: The salary rate limitation does not restrict the salary that an organization may pay an individual working under a DHHS contract, order, or
OTAR; it merely limits the portion of that salary that may be paid with Federal funds.

3.    The salary rate limitation also applies to individuals under subcontracts. If this is a multiple-year OTAR, it may be subject to unilateral
modification by the OTAO to ensure that an individual is not paid at a rate that exceeds the salary rate limitation provision established in the
DHHS appropriations act in effect when the expense is incurred regardless of the rate initially used to establish Agreement funding.
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4.    See the salaries and wages pay tables on the U.S. Office of Personnel Management Web site for Federal Executive Schedule salary
levels that apply to the current and prior periods.

O. Person-In-Plant

With seven (7) days advance notice to the Recipient in writing from the OTAO/OTAS, the Government may place a person-in-plant in the
Recipient’s facility, who shall be subject to the Recipient’s policies and procedures regarding security and facility access at all times while in the
Recipient’s facility. As determined by federal law, no Government representative shall publish, divulge, disclose, or make known in any manner,
or to any extent not authorized by law, any information coming to him in the course of employment or official duties, while stationed in a Recipient
plant.

P. Reporting Matters Involving Fraud, Waste and Abuse

Anyone who becomes aware of the existence or apparent existence of fraud, waste and abuse in ASPR funded programs is encouraged to report
such matters to the DHHS Inspector General’s Office in writing or on the Inspector General’s Hotline. The toll free number is 1-800-HHS-TIPS (1-
800-447-8477). All telephone calls will be handled confidentially. The e-mail address is Htips@os.dhhs.gov and the mailing address is:

Office of Inspector General
Department of Health and Human Services TIPS HOTLINE
P.O. Box 23489 Washington, D.C. 20026

Q. Prohibition on Recipient Involvement with Terrorist
Activities

The Recipient acknowledges that U.S. Executive Orders and Laws, including but not limited to E.O. 13224 and P.L. 107-56, prohibit transactions
with, and the provision of resources and support to, individuals and organizations associated with terrorism. It is the legal responsibility of the
Recipient to ensure compliance with these Executive Orders and Laws. This clause must be included in all subcontracts issued under this
Agreement.

R. Materials Transfer Agreement

For distribution to third-party parties of any material developed under this Agreement, the Recipient must provide OTAO and OTTR a Materials
Transfer Agreement (MTA). Following finalization of the MTA, the Recipient must provide notice of the requests/transfers in the monthly technical
report along with copies of the final MTA.

S. Inspection and Acceptance

1.    The OTAO or the duly authorized representative will perform inspection and acceptance of deliverables to be provided under this
Agreement in accordance with Section D of Attachment 2 hereto.

2.    For the purpose of this Section, the designated OTTR is the authorized representative of OTAO. The OTTR will assist in resolving
technical issues that arise during performance. The OTTR; however, is not authorized to change any OTA terms or authorize any changes in the
Statement of Work or modify or extend the period of performance, or authorize reimbursement of any costs incurred during performance.

3. Inspection and acceptance will be performed at MDCO’s facilities or
at:

Biomedical Advanced Research and Development Authority/Office of Acquisition Management, Contracts, and Grants (AMCG)
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Office of the Assistant Secretary for Preparedness and Response
U.S. Department of Health and Human Services 330 Independence Ave, SW Room G644 Washington, D.C. 20024

ARTICLE XVIII: TRANSFERS & ASSIGNMENTS

All transfers and/or assignment will be conducted in a manner that is consistent with the Assignment of Claims Act (31 U.S. Code § 3727) and the
Prohibition on transfer of contract and certain allowable assignments (41 U.S.C.A. § 6305) provided that this Article shall not apply to transfers by
Recipient of the Agreement to affiliates of Recipient or as part of the sale, merger, or acquisition of Recipient, or as part of the sale or transfer of
that part of Recipient’s business to which the Technology developed under this Agreement pertains.

ATTACHMENT 1: STATEMENT OF WORK

As of 08/01/2016

Proposed Duration of Effort: 60 Months Recipient: The Medicines Company

ATTACHMENT NO. 1: STATEMENT OF WORK

Contractual Statement of Work

PREAMBLE
Independently and not as an agency of the Government, The Medicines Company shall be required to furnish all the necessary services, qualified
personnel, material, equipment, and facilities, not otherwise provided by the Government, as needed to perform this Statement of Work.

The Government reserves the right to propose to modify the targeted outcomes, progress, schedule, budget or deliverables to add or delete
deliverables, process or schedules if the need arises. Because of the nature of this research and development (R&D) agreement and the
complexities inherent in this and prior programs, at designated time points the Government will evaluate whether work should be redirected,
removed, or whether schedule or budget adjustments should be made. The Government reserves the right to propose to change the product,
process, schedule or events to add or delete part or all of these elements as the need arise. Any modification to the Agreement shall be made in
accordance with the procedures of Article III.A, excluding minor modifications as defined in Article III.B.

Overall Objectives and Scope
The overall objective of this Agreement is to advance the development of a portfolio of antibacterial programs. The scope of work for this
Agreement includes [**].

CLIN0001 / BASE PERIOD
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The Recipient shall carry out the following tasks in accordance with the agreed upon integrated master schedule. This performance segment
includes [**].

Confidential Materials omitted and filed separately with the Securities and Exchange Commission. A total of four pages were omitted. [**]

CLIN0002 / OPTION 1
The Recipient shall carry out tasks in accordance with the agreed upon integrated master schedule. Activities include, but are not limited to, [**].

CLIN0003 / OPTION 2
The Recipient shall carry out tasks in accordance with the agreed upon integrated master schedule. Activities include, but are not limited to, [**].

CLIN0004 / OPTION 3
The Recipient shall carry tasks in accordance with the agreed upon integrated master schedule. Activities include, but are not limited to, [**].

CLIN0005 / OPTION 4
The Recipient shall carry out tasks in accordance with the agreed upon integrated master schedule. Activities include, but are not limited to, [**].

------End of Statement of Work------

ATTACHMENT 2: REPORTING REQUIREMENTS

A. TECHNICAL REPORTS

A conference call between the Agreements Officer’s Technical Representative and the principal investigator shall occur once every two weeks or
as directed by the OTTR. During this call, the principal investigator will discuss the activities during the reporting period, any problems that have
arisen and the activities planned for the ensuing reporting period. The first reporting period consists of the first full month of performance plus any
fractional part of the initial month. Thereafter, the reporting period shall consist of each calendar month. The principal investigator may choose to
include other key personnel on the conference call to give detailed updates on specific projects or this may be requested by the OTTR. On an as
needed basis, the OTTR or principal investigator may assign this responsibility to a delegate.

B. PROJECT MEETINGS

The Recipient shall participate in Project Meetings to coordinate the performance of the Agreement as requested by the OTTR. These meetings
may include face-to-face meetings with BARDA/AMCG in Washington, D.C. and at work sites of the Recipient and its Sub-recipients. Such
meetings may include, but are not limited to, meetings of the Recipient (and Sub-recipients invited by the Recipient) to discuss study designs, site
visits to the Recipients and Sub-recipient’s facilities, and meetings with the Recipient and DHHS
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officials to discuss the technical, regulatory, and ethical aspects of the program. The Recipient must provide data, reports, and presentations to
groups of outside experts (subject to appropriate agreements to protect confidential or proprietary data) and Government personnel as required
by the OTTR in order to facilitate review of Agreement activities.

C. REPORT DELIVERABLES

Unless otherwise specified by the OTAO, delivery of reports to be furnished to the Government under this Agreement (including invoices), shall be
accomplished electronically along with a concurrent email notification to the OTAO, OTAS, and OTTR summarizing the electronic delivery.

For electronic delivery of final versions of the deliverables listed below, the Recipient shall upload documents into the appropriate folder on
https://eroom.bardatools.hhs.gov/eRoom (“eRoom”) which is the designated USG file sharing system. The USG shall provide two Recipient
representatives authorized log in access to the file share program. Each representative must complete a mandatory training provided by the USG
prior to gaining user access. A notification email should be sent to the OTAO, OTAS, and OTTR upon electronic delivery of any documents.

D. DELIVERABLES

Successful performance of the final agreement shall be deemed to occur upon performance of the work set forth in the Statement of Work dated
August 1, 2016 set forth in Attachment #1 of this agreement and upon delivery and acceptance, as required by the Statement of Work or
elsewhere in this Agreement, by the OTAO, or the duly authorized representative, of the following items in accordance with the stated delivery
schedule below:

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

1. Project Meeting Every two weeks or
as amended by

OTAO and OTTR

The Recipient and the Government will
participate in teleconferences every other
week to discuss the performance of the
Agreement. The Recipient will prepare a
proposed agenda and will record, maintain
and provide draft-meeting minutes to the
OTTR for review and concurrence. The
Recipient will send a final version of the
meeting minutes to the OTTR. The OTTR
will distribute the draft and final version to
the OTAS and other the Government staff.
(For avoidance of doubt, financial
information is not expected at these
updates, which will be technically focused.
The Government reserves the right to
include financial personnel in these
project meetings, if needed.)

• The Recipient provides final agenda to
the OTTR, OTAO, and the OTAS within
24 hours of meeting.
• OTTR (with OTAS concurrence)
distributes agenda to the Government
participants prior to meeting.
• The Recipient provides meeting minutes
within 3 business days of the meeting.
• OTTR reviews and comments on
minutes within 10 business days.

1 Electronic Copy
emailed to the

OTTR and OTAS;
Final will be

uploaded into
eRoom

Every third month
(Quarterly)

The Recipient and the Government will
participate in quarterly face-to-face site
visits or teleconferences in Washington,
D.C. and/or at work sites of the Recipient
and its Sub-recipients to discuss the
performance of the Agreement. The
meetings will be used to discuss
Agreement progress in relation to the
Work Breakdown Structure (WBS),
Integrated Master Schedule (IMS), and
Agreement Performance Reports (APR)
as well as study designs, technical,
financial, regulatory, and ethical aspects of
the program. These meetings may also
include site visits to the Recipient and
Sub-recipient’s facilities. The Recipient will
provide data, reports, and presentations to
groups of outside experts and USG
personnel (subject to appropriate
agreements to protect confidential or
proprietary data).

• The Recipient shall provide itinerary and
agenda at least 5 business days in
advance of site visit.
• OTTR review and distributes itinerary
and agenda within 3 business days of
meeting.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

  

MDCO/the
Government Joint
OTAR Oversight

Committee meeting
(every 6 months or

on an ad hoc basis as
needed)

Members of the JOC will meet
approximately every six months as
detailed in Article IV.

• Meeting minutes will be taken by the
Recipient and provided to the OTTR,
OTAO, and OTAS within 5 business days
of the meeting.
• OTTR will distribute the minutes to the
JOC members and return any
Government edits or comments to the
Recipient within 3 business days of
original receipt of the draft minutes.  

2. Monthly Status
Report

The 30th calendar
day of each month

following the
fractional portion of
the initial month and
first full month of the
OTA award. Monthly
reports are due each
month within 30 days
after the last day of

that month, except on
the month when the
Annual Technical

Progress Reports are
due. The reporting

period will reflect the
prior month’s

activities.

The Monthly Status Report will address
the items listed below and cross-
referenced to the Work Breakdown
Structure (WBS), Scope of Work (SOW),
Integrated Master Schedule (IMS),
Performance Measurement Baseline
Review (PMBR) report, and Agreement
Performance Reports (APR).
1. An Executive Summary highlighting the

progress, issues and relevant
manufacturing, non-clinical toxicology,
non-clinical, clinical and regulatory
activities. The Executive Summary
should highlight only critical issues for
that reporting period and resolution
approach; limited to 2-3 pages.

2. Progress in meeting contract milestones
and targeted outcomes – broken out
by subtasks within each milestone,
overall project assessment, problems
encountered and recommended
solutions. The reports shall detail the
planned and actual progress during
the period covered, explaining
occurrences of any differences
between the two and the corrective
steps.

3. The reports shall also include a three-
month rolling forecast

Monthly Reports:
• The Recipient provides Monthly Status
Report deliverables within 30 days after
the last day of that month reflecting the
prior month’s activities.
• OTTR and OTAS will review Monthly
Reports with Recipient and provide
feedback.

1 Electronic Copy
emailed to the

OTTR and OTAS;
uploaded into

eRoom.
Final will be

uploaded into
eRoom
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

   

of the key planned activities,
referencing the WBS/IMS.

4. A tracking log of progress on regulatory
submissions with the FDA number,
description of submission, date of
submission, status of submission and
next steps.

5. Provide updated EVM/APR.
6. Estimated and Actual Expenses.

This report shall contain a narrative or
table detailing whether there is a
significant discrepancy (>[**]%) at this time
between the % of work completed and the
cumulative costs incurred to date. Monthly
and actual expenses should be broken
down to the appropriate WBS level. This
section of the report should also contain
estimates for the Sub- recipients’
expenses from the previous month if the
Sub- recipient did not submit a bill in the
previous month. If the Sub- recipient(s)
was not working or did not incur any costs
in the previous month, then a statement to
this effect should be included in this report
for those respective Sub- recipients. If the
OTTR and OTAO are satisfied that the
contractor’s EVM reporting (deliverable
04) is sufficient to convey this information,
this section may be waived.   
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

3. Integrated Master
Schedule (IMS)

Within 60 days of
OTA award and
updated monthly

The Recipient will provide an IMS and
monthly status updates in the monthly
report to reflect changes in schedule,
performance, and critical path. The
Recipient will include the Government
Portfolio Management Milestones in their
IMS and provide monthly updates within
their IMS. The IMS will be a standalone
schedule containing only those activities
that are applicable to the SOW. Individual
project schedules for the assets within the
portfolio agreement will be provided on a
monthly basis within the IMS.

• The Recipient shall provide an IMS
within 60 days of OTA award and
updated within 30 days after the last
day of each month.

• IMS shall be in both PDF and Microsoft
Project Form.

• The OTAO, OTAS and/or OTTR shall
provide the Recipient with a written list
of concerns in response to the
Recipient’s submitted IMS, and the
Recipient must address, in writing, all
concerns raised by the OTAO, OTASA
and/or OTTR within 10 business days of
Recipient’s receipt of this list of
concerns.

1 Electronic Copy
(PDF and Microsoft
Project Schedule
(.mmp) format to
OTTR and OTAS;
Upload to eRoom.

4. Earned Value
Management

(EVM)/
Agreement

Performance
Report (APR)

The 30th calendar
day of each month

following the
fractional portion of
the initial month and
first full month of the

OTA award.
Financial Status

Reports and updated
monthly within 30
days after the last

day of that month in
the Project Status

Report.

Recipient will provide a monthly
Agreement Performance Report (APR)
Format 1 at an agreed upon reporting
level using the Government provided
WBS and a Variance Analysis Report
(Format 5).

The supplemental monthly CAP report
shall contain, at the work package level,
time phased budget (budgeted cost of
work scheduled), earned value (budgeted
cost of work performed), and actual costs
of work performed as captured in
Recipient’s EVM systems. The Recipient
shall provide a rationale in the package of
its use of % complete as EVMS
methodology or identity if any other EVMS
methodology is being used.

• Recipient shall provide EVM/APR as
part of the Monthly Progress Report
on the 30th day of the month after the
end of each month reflecting the prior
month’s activities.

• Recipient shall provide top level or key
changes in baseline cost as a result of
anticipated cost savings or risks.

• The OTAO, OTAS and/or OTTR may
request, on a monthly or ad hoc basis
that the Recipient provide raw data at
a reporting level or lower level as the
Government deems necessary.

• The OTAO, OTAS and/or OTTR may
raise, in writing, concerns for
Recipient to address; Recipient must
address, in writing, all concerns raised
by the OTAO, OTAS and/or OTTR.

• Reporting will commence after the EVM
system has been implemented but no
later than 3 months after start of Base
Period.

1 Electronic Copy
emailed to the

OTTR and OTAS;
uploaded into

eRoom
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

5. Risk Management
Plan

90 days following
OTA award and

updated quarterly
(additional

submissions as
requested by OTAS

or OTTR)

The Recipient will provide a Risk
Management Plan that outlines the
impacts of each risk in relation to the cost,
schedule and performance objectives. The
Risk Management Plan will include risk
mitigation strategies. Each risk mitigation
strategy will capture how the corrective
action will reduce impacts on cost,
schedule and performance.

• The Recipient will provide a Risk
Management Plan 90 days following
OTA award and update Quarterly in
their Monthly or Annual Project Status
Reports.

• The OTAO, OTAS and/or OTTR will
provide the Recipient with a written list
of concerns (if any exist) in response to
the Recipient’s submitted Risk
Management Plan, and Recipient must
address in writing all concerns raised by
the OTAO, OTAS and /or OTTR within
20 business days of Recipient’s receipt
of this list of concerns.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

6. Deviation
Notification and

Mitigation
Strategy

As needed Process for changing IMS activities
associated with cost and schedule as
baselined at the PMBR.

• The Recipient will notify The OTAO,
OTAS and/or OTTR of significant
changes to the IMS. This includes
increases in cost above [**]% or
schedule slippage of more than [**]
days, which would require a POP
extension. The Recipient will provide a
high level management strategy for risk
mitigation.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

7. In-Process
Review

Presentation

Annual or event
driven review may

occur following
completion of a pre-

defined stage of
product development
and prior to initiation

of a new stage

The Recipient will provide a presentation
to the Government and other
Intergovernmental agency invitees on the
Portfolio Progress at an In-Process
Review meeting.

• The Recipient will provide an update to
technical progress made towards
Portfolio Progress at an In-Process
Review meeting and provide the
presentation to the Government 10
business days prior to the meeting.

1 Electronic to
OTTR and OTAS;
Upload to eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

8. Incident Report Within 24 or 48 hrs of
knowledge of an

activity or incident

The Recipient will communicate and
document all critical programmatic
concerns, risks or potential risks with the
Government within 48 hours of knowledge
of incident. Recipient shall communicate
via email or telephone.

In addition, the Recipient will report to the
government any activity or incident that is
in violation of established security
standards or indicates the loss or theft of
government products within 24 hrs of
identifying activity or incident. Recipient
will communicate via email, oral or written
communication.

• Recipient will notify (orally or in writing)
OTTR, OTAO and OTAS within 48 hrs
of Recipient identifying a critical project
risk or potential risk and within 48 hrs of
Recipient’s knowledge of security
activities or incident.

• Recipient will provide additional updates
within 48 hrs of additional
developments, additional information
and/or understanding.

• The Recipient will submit within 5
business days a Corrective Action Plan
(if deemed necessary by either party) to
address any potential issues.

• If corrective action is recommended, the
Recipient must address in writing its
consideration of concerns raised by the
Government

• The Recipient will address OTAO, OTAS
and/or OTTR’s concerns in writing
within 5 business days.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

9. Draft and Final
Technical

Progress Report

Draft 75 calendar
days before and Final
shall be submitted on

or before the
completion date of

the POP

A draft of Final Technical Progress Report
containing a summation of the work
performed and the results obtained for the
entire OTA period of performance. The
draft report shall be duly marked as ‘Draft’.

The Final Technical Progress Report
incorporating the feedback received from
the Government and containing a
summation of the work performed and the
results obtained for the entire Agreement
period of performance. This final report
shall detail, document and summarize the
results of the entire Agreement. This
report shall be in sufficient detail to fully
describe the progress achieved under all
milestones. The final report shall be duly
marked as ‘Final’.

• The Recipient shall provide a draft
Technical Progress Report 75 calendar
days before the end of the POP and the
Final Technical Progress Report shall
be submitted on or before the
completion date of the POP.

• OTTR provides edits and additional
feedback to draft report within 15
calendar days of receipt, which the
Recipient will consider incorporating
into the Final Technical Progress
Report.

• The Recipient will submit, with the Final
Technical Progress Report, a summary
(not to exceed 200 words) of salient
results achieved during the
performance of the Agreement.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

10. Study Protocols At least 10 business
days prior to FDA

Submission

The Recipient will provide Pre-
Clinical/Non-Clinical/ Clinical Trial
Protocols to OTAO, OTAS and/or OTTR
for evaluation, prior to FDA submission.

The OTAS and OTTR reserve the right to
request within the period of performance a
non-proprietary Study Protocol for
distribution within the United States
Government (USG).

• The Recipient and the Government will
collaboratively develop draft and final
protocols for all Pre- Clinical/Non-
Clinical/ Clinical activities within the
SOW.

• The Recipient will submit draft and final
protocols to OTAO, OTAS and/or OTTR
for review and comment.

• If the draft protocols are to be submitted
to the FDA, the Government review will
take place prior to FDA submission.

• The OTAO, OTAS, and/or OTTR will
return comments to Recipient on the
protocols no later than 10 business
days from the date of receipt.

• The Recipient will address, in writing, all
concerns raised by the Government.

• The Recipient is not required to make
any protocol revisions based on the
Government’s concerns and/or
recommendations.

• In the event that the Government
disagrees with the final study protocol
design, the OTAO, OTAS, and/or OTTR
will notify the Recipient of non-
concurrence in writing.

• Final FDA submissions shall be
submitted to OTAO, OTAS and/or
OTTR concurrently or no later than 5
calendar days after its submission to
CDER.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

11. Study Reports Within 10 (ten)
calendar days of the

reports being
available to MDCO
and 10 business

days prior to
anticipated

submission to FDA

The OTAS and OTTR reserve the right to
request within the period of performance a
non-proprietary Study Report for
distribution within the USG.

The Recipient will submit an interim study
report to the OTAO, OTAS and/or OTTR
for any severable discrete work segments.
If funding for a severable study is
scheduled in two separate periods of
performance then an interim study report
is due on or before the completion date of
the POP.

• The Recipient will provide Draft and
Final Pre-Clinical/Non- Clinical Study
Reports to the OTAO, OTAS and/or
OTTR for review and comment within 10
(ten) calendar days of these reports
being available to the Recipient.

• The Recipient will submit proposed Pre-
Clinical/Non- Clinical Study Report to
the OTAO, OTAS and/or OTTR at least
10 business days prior to the
anticipated FDA Submission date.

    If corrective action is recommended,
Recipient will address, in writing or by
corrective action, all concerns raised by
the Government prior to FDA
submission.

• Final FDA submissions shall be
provided to the OTAO, OTAS and/or
OTTR concurrently or no later than 2
business days of its submission to
CDER.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

12. Manufacturing
Campaign

Reports (For
avoidance of

doubt, this relates
to the clinical

supply material
during the PoP

and not once the
product is

commercially
available)

Within 30 calendar
days after receipt of

batch records and 10
business days prior

to submission to FDA

The OTAS and OTTR reserve the right to
request within the period of performance
non-proprietary Manufacturing Campaign
Reports for distribution within the USG.

• The Recipient will submit Batch Analysis
Reports or Manufacturing Campaign
Reports to the OTAO, OTAS and/or
OTTR at least 10 business days prior to
anticipate FDA Submission.

• If corrective action is recommended,
Recipient will address in writing or by
corrective action all concerns raised by
the Government.

• The Recipient will consider revising
reports to address the Government’s
concerns and/or recommendations prior
to FDA submission.

• Final FDA submissions shall be
submitted to the OTAO, OTAS and/or
OTTR electronically concurrently or no
later than five calendar days after its
submission to CDER.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

13. Regulatory
Meeting

Notification

Within 24 hours of
the anticipated

scheduling Type A, B
or C meetings OR
within 48 hours of

meeting occurrence
for ad hoc meetings

The Recipient will forward the dates and
times of any anticipated meeting with the
regulatory agency to the OTAO, OTAS
and/or OTTR and seek to arrange for
appropriate Government staff to attend the
regulatory meetings concerning assets
under development within the OTA. The
Government staff shall include up to a
maximum of four people.

• The Recipient will notify the OTAO,
OTAS and/or OTTR of an upcoming
meeting with the regulatory agency
within 48 hours of being informed that a
meeting is scheduled.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

14. Regulatory
Correspondenc e

and Meeting
Minutes

Within three (3)
business days of

receiving
correspondence from

the Regulatory
Agency

The Recipient will forward Recipient and
CDER-issued draft minutes and final
minutes of any meeting with the
Regulatory Agency to the OTAO, OTAS
and/or OTTR relevant to the portfolio
program. All documents shall be duly
marked as either ‘Draft’ or ‘Final’.

• The Recipient provides Regulatory
correspondence and meeting minutes
within three (3) business days of receipt
of the meeting or correspondence.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

15. Regulatory
Submissions

At least 10 business
days prior to
anticipated

submission to FDA

The Recipient will provide the OTAO,
OTAS and/or OTTR the opportunity to
review and comment upon regulatory
documents before anticipated submission
to the Regulatory Agency. Such
documents shall include
responses/comments/questions that the
Regulatory Agency has passed on to the
Recipient regarding the compounds in this
Agreement as well as the name and
address of the IRBs involved in clinical
studies. All documents will be duly marked
as either ‘Draft’ or ‘Final’.

(Note: The Government will have already
seen the Study Reports prior to
submission.)

For avoidance of doubt, the Recipient is
not required to provide to the Government
routine, general correspondence or
information amendments (e.g. routine
emails).

• The Recipient will submit draft
Regulatory Meeting Briefing Packets to
the OTAO, OTAS and/or OTTR at least
10 business days prior to anticipated
submission to the Regulatory Agency.
The Government will provide comments
to Recipient within 5 business days of
receiving the briefing.

• If corrective action is recommended,
Recipient will address, in writing its
considerations of all concerns raised by
the Government.

• The Recipient will consider revising
documents to address the
Government’s concerns and/or
recommendations prior to submission to
regulatory authorities.

• Final Regulatory submissions shall be
submitted to the OTAO, OTAS and/or
OTTR concurrently or no later than 5
business days of its submission to
CDER.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

16. FDA Audits Within 10 business
days of a scheduled

audit or within 48
hours of an ad hoc

site visits/audits if the
FDA did not provide

advanced notification

The Recipient will notify the OTTR and
OTAS within 24 hours of FDA’s arrival to
conduct site visits/audits by any regulatory
agency. In the event of an FDA inspection
which occurs as a result of this Agreement
and for this product, or for any other FDA
inspection that has the reasonable
potential to impact the performance of this
Agreement, the Recipient will provide the
OTAO, OTAS and/or OTTR with an exact
copy (non- redacted) of the FDA Form
483, and the Establishment Inspection
Report (EIR), in each case redacted of
trade secrets or other confidential
information of Recipient or Sub-recipients
that is unrelated to Recipient’s obligations
under or pursuant to this Agreement.
Recipient shall provide the OTTR and
OTAS copies of the plan for addressing
areas of non-conformance to FDA
regulations for GLP, GMP, or GCP
guidelines as identified in the audit report
within 10 business days, status updates
during the plans execution, and a copy of
all final responses to the FDA. The
Recipient shall also provide redacted
copies of any FDA audit report received
from Sub- recipients that occur as a result
of this Agreement or for this product within
five business days of receiving
correspondence from the FDA and/or third
party. The Recipient shall make
arrangements, where practical, for the
Government representative(s) to be
present during the final debrief by the
regulatory inspector for audits of the
Recipient.

• The Recipient will notify the OTTR and
OTAS within 10 business days of a
scheduled audit or within 24hours of an
ad hoc site visit(s)/audit(s) if the FDA
did not provide advanced notification.

• The Recipient will also provide copies of
any FDA audit report received from
Sub-recipients that occur as a result of
this Agreement or for this product within
five business days of receiving
correspondence from the FDA and/or
third party.

• Within 10 business days of audit report,
the Recipient will provide OTAS with a
plan for addressing areas of
nonconformance, if any exist.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

17. QA Audit Reports 5 business days of
report completion

The Recipient will inform the OTTR and
OTAS of upcoming, ongoing, or recent
audits/site visits of Sub- recipients as part
of the weekly communications, including
goals and agenda. The Government
reserves the right to participate in the QA
audits. Upon completion of the audit/site
visit the Recipient shall provide a report
capturing the findings, results and next
steps in proceeding with the Sub-
recipient. If action is requested of the Sub-
recipient, details addressing areas of non-
conformance to FDA regulations for GLP,
GMP, or GCP guidelines, as identified in
the audit report, must be provided to the
OTAO, OTAS and/or OTTR. Recipient
shall provide responses from the Sub-
recipients to address these concerns and
plans for corrective action execution
For avoidance of doubt, as our Sub-
recipients may be involved in other
activities for the Recipient, the reportable
audit information will only pertain to that
which materially affects those programs
funded under the portfolio partnership.

• The Recipient will inform the OTTR and
OTAS of upcoming, ongoing or recent
audits/site visits of Sub-recipients.

• The Recipient will notify the OTTR and
OTAS within 5 business days of report
completion.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

18. Government Audit Ad Hoc The Recipient shall accommodate for
periodic or ad hoc site visits by the
Government. If the Government, Recipient
or other parties identifies any issues
during an audit, Recipient shall capture
the issues, identify potential solutions and
provide a report to the OTAO, OTAS
and/or OTTR.

• If the Government, the Recipient or
other parties identifies any issues
during an audit, Recipient shall capture
the issues, identify potential solutions
and provide a report to the OTAO,
OTAS and/or OTTR within 10 business
days.

• The OTTR and OTAS will review the
deliverable and provide a response to
Recipient.

• Once any corrective action undertaken
by Recipient is completed, Recipient will
provide a final report to the OTAO,
OTAS and/or OTTR.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

19. Technical
Documents

Within 10 business
days upon request by
OTAS/OTTR and 10
business days prior

to anticipated
submission to FDA

The Recipient will provide the OTTR and
OTAS upon request with deliverables from
the following contract funded activities:
Process Development Reports, Assay
Qualification Plan/Report, Assay
Validation Plan/Report, Assay Technology
Transfer Report, Batch Records, SOPs,
Master Production Records, and
Certificate of Analysis.

(The OTAS and OTTR reserve the right to
request within the period of performance
non-proprietary technical Documents for
distribution within the USG).

• The Recipient will provide technical
documents within 10 business days
upon request by OTAS/OTTR.

• If additional time is required, Recipient
will request additional time from the
OTAO, OTAS and/or OTTR on a per
deliverable basis.

• If corrective action is recommended,
Recipient will address, in writing or by
corrective action, concerns raised by the
OTAO, OTAS and/or OTTR.

• The Recipient will submit proposed FDA
technical documents to the OTAO,
OTAS and/or OTTR at least 10
business days prior to anticipate FDA
submission.

• The Recipient will consider revising
technical documents to address the
Government’s concerns and
recommendation prior to FDA
submission.

For Final
Documents:

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

20. Animal Model or
Other Technology
Transfer Package

Within 10 business
days of request by

OTAS/OTTR

The Recipient shall provide Animal Model
or Other Technology Transfer Package
relevant data.

• The Recipient will provide Animal Model
or other Technology Transfer Package
within 10 business days of request by
OTAS/OTTR.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

21. Raw Data or Data
Analysis

Within 20 business
days, or as available,

after receipt of
request by

OTAS/OTTR

The Recipient shall provide Raw Data or
Data Analysis for review by the OTAO,
OTAS and/or OTTR, if requested. (For
avoidance of doubt, clinical data will be
subject to human subject privacy policies.)

• The Recipient will provide Raw Data or
Data Analysis within 20 business days
(or as available) of request by
OTAS/OTTR.

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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# Type of
Deliverable

Frequency/Time
Periods

Description of Deliverable Reporting Procedures Quantity/Form

22. Publications No less than thirty
(30) calendar days
for manuscripts and
fifteen (15) calendar
days for abstracts

before submission for
public presentation or

publication

Any manuscript or scientific meeting
abstract containing data generated under
this agreement period of performance
must be submitted to the OTAO, OTAS
and/or OTTR for review prior to
submission. Acknowledgment of
Government funding must be included

• Recipient must submit all manuscript or
scientific meeting abstract to PO and
CO prior to submission or presentation
by 30 business days for manuscripts
and 10 business days for abstracts or
posters

• Recipient must address in writing all
concerns raised by the Government in
writing

• Final manuscript submissions shall be
submitted to the OTAO, OTAS and/or
OTTR concurrently or no later than one
(1) calendar day of its submission

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.

23. Press Releases Not less than five (5)
business days prior
to issuance and final

press releases no
later than one (1)

calendar day prior to
issuance

Recipient agrees to accurately and
factually represent the work conducted
under this contract in all press releases

• Recipient shall ensure that the CO has
received and approved an advanced
copy of any press release concerning
this contract not less than 5 business
days prior to the issuance of the press
release

• If corrective action is required, the
Recipient agrees to accurately and
factually represent the work conducted
under this contract in all press releases

• Any final press releases shall be
submitted to the OTAO, OTAS and/or
OTTR no later than one (1) calendar
day prior to its release

1 Electronic Copy
to OTTR and

OTAS; Upload to
eRoom.
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ATTACHMENT 3:
PORTFOLIO PERFORMANCE METRICS

Portfolio Performance Metrics (PPM) will be collaboratively developed by the Joint OTAR Oversight Committee and prior to the exercise of any
Options. These metrics should span all aspects of the program and should include metrics for all molecules within the portfolio partnership.

In-Process Review (IPR) meetings may be held in an annual or event driven manner following completion of a pre-defined stage of product
development and prior to initiation of a new stage (e.g. Option award). At least 30 days prior to an IPR meeting, the Recipient and OTTR will
discuss the progress to date under the portfolio and activities planned for the next stage of development. The Recipient will prepare and present a
PowerPoint presentation during the IPR which provides an update on the technical progress made towards achieving the Portfolio Performance
Metrics. The Recipient will provide a copy of the final PowerPoint presentation to the OTTR and OTAO 10 business days prior to the meeting.

At the IPR, the Government will assess the overall portfolio and progress, and decide at its sole discretion if an offer to progress to the next Option
will be offered to Recipient.

Below are the Portfolio Performance Metrics for the Base Period at the time of Agreement award. These may be modified by the Joint OTAR
Oversight Committee during the Base Period of the Agreement. The Portfolio Performance Metrics below will be achieved through the
performance of the non-severable activities contained only in the Base Period. Option exercise is not required for the Recipient to achieve any of
the metrics listed below.

Base Period Portfolio Performance Metrics

Contract Milestones

Mstn # Milestones Deliverable(s) Go Criteria No-Go Criteria WBS # Date CLIN

1.

[**] [**]

[**] [**]

1.6.2

[**]

1

2.

[**]

[**] [**] [**]

1.6.4

[**]

1
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EXHIBIT 31.1
CERTIFICATIONS

I, Clive A. Meanwell, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of The Medicines Company;

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

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

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

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

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's most recent
fiscal quarter that has materially affected, or is reasonably likely to materially affect, the registrant's internal control over financial reporting; and

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions):

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

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's internal control
over financial reporting.

   /s/  Clive A. Meanwell

   Clive A. Meanwell
   Chief Executive Officer
Dated: October 27, 2016   
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EXHIBIT 31.2
CERTIFICATIONS

I, William B. O'Connor, certify that:

1. I have reviewed this Quarterly Report on Form 10-Q of The Medicines Company;

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

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

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

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

b) Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our
supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

c) Evaluated the effectiveness of the registrant's disclosure controls and procedures and presented in this report our conclusions about the
effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d) Disclosed in this report any change in the registrant's internal control over financial reporting that occurred during the registrant's most recent
fiscal quarter that has materially affected, or is reasonably likely to materially affect, the registrant's internal control over financial reporting; and

5. The registrant's other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to the
registrant's auditors and the audit committee of the registrant's board of directors (or persons performing the equivalent functions):

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

b) Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant's internal control
over financial reporting.

   /s/  William B. O'Connor

   William B. O'Connor
   Chief Financial Officer
Dated: October 27, 2016   
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EXHIBIT 32.1
CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,

AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report on Form 10-Q of The Medicines Company (the “Company”) for the period ended September 30, 2016 as filed with
the Securities and Exchange Commission on the date hereof (the “Report”), I, Clive A. Meanwell, Chief Executive Officer of the Company, hereby certify,
pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

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

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

   By: /s/  Clive A. Meanwell

    Clive A. Meanwell
    Chief Executive Officer
Dated: October 27, 2016    

A signed original of this written statement required by Section 906 has been provided to The Medicines Company and will be retained by The Medicines
Company and furnished to the SEC or its staff upon request
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EXHIBIT 32.2
CERTIFICATION PURSUANT TO 18 U.S.C. SECTION 1350,

AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Quarterly Report on Form 10-Q of The Medicines Company (the “Company”) for the period ended September 30, 2016 as filed with
the Securities and Exchange Commission on the date hereof (the “Report”), I, William B. O'Connor, Chief Financial Officer of the Company, hereby certify,
pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

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

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

   By: /s/  William B. O'Connor

    William B. O'Connor
    Chief Financial Officer
Dated: October 27, 2016    

A signed original of this written statement required by Section 906 has been provided to The Medicines Company and will be retained by The Medicines
Company and furnished to the SEC or its staff upon request
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