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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, smaller reporting company, or an emerging growth company. See the definitions of “large accelerated filer,” “accelerated filer,” “smaller reporting company,” and “emerging growth company” in Rule 12b-2 of the Exchange Act.

	Large accelerated filer
	☐
	Accelerated filer
	☑

	Non-accelerated filer
	☐ (Do not check if a smaller reporting company)
	Smaller reporting company
	☐

	
	
	Emerging Growth Company
	☑



If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☑

Indicate by check mark whether the registrant is a shell company (as defined by Rule 12b-2 of the Act) Yes ☐ No ☑ The registrant had 38,280,637 shares of common stock, $0.01 par value, outstanding as of April 27, 2018.
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	PART I. FINANCIAL INFORMATION
	
	
	
	
	
	

	Item 1. Financial Statements (Unaudited)
	
	
	
	
	
	

	
	
	Lantheus Holdings, Inc.
	
	
	
	
	
	

	
	
	Condensed Consolidated Balance Sheets
	
	
	
	
	
	

	
	
	(Unaudited)
	
	
	
	
	
	

	
	
	(in thousands, except par value)
	
	
	
	
	
	

	
	
	
	
	March 31,
	
	December 31,
	

	
	
	
	
	2018
	
	
	2017
	

	
	
	
	
	
	
	
	
	

	
	Assets
	
	
	
	
	
	

	
	Current assets
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	Cash and cash equivalents
	$
	73,739
	
	$
	76,290
	

	
	Accounts receivable, net
	
	47,834
	
	
	40,259
	

	
	
	
	
	
	
	
	
	

	
	Inventory
	
	32,086
	
	
	26,080
	

	
	Other current assets
	
	5,598
	
	
	5,221
	

	
	
	
	
	
	
	
	
	

	
	Total current assets
	
	159,257
	
	
	147,850
	

	
	Property, plant & equipment, net
	
	93,777
	
	
	92,999
	

	
	
	
	
	
	
	
	
	

	
	Intangibles, net
	
	11,106
	
	
	11,798
	

	
	Goodwill
	
	15,714
	
	
	15,714
	

	
	
	
	
	
	
	
	
	

	
	Deferred tax assets, net
	
	83,655
	
	
	87,010
	

	
	Other long-term assets
	
	29,080
	
	
	28,487
	

	
	
	
	
	
	
	
	
	

	
	Total assets
	$
	392,589
	
	$
	383,858
	

	
	Liabilities and stockholders’ equity
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	Current liabilities
	
	
	
	
	
	

	
	Current portion of long-term debt
	$
	2,750
	
	$
	2,750
	

	
	
	
	
	
	
	
	
	

	
	Revolving line of credit
	
	—
	
	—
	

	
	Accounts payable
	
	21,012
	
	
	17,464
	

	
	
	
	
	
	
	
	
	

	
	Accrued expenses and other liabilities
	
	21,634
	
	
	26,536
	

	
	Total current liabilities
	
	45,396
	
	
	46,750
	

	
	
	
	
	
	
	
	
	

	
	Asset retirement obligations
	
	10,702
	
	
	10,412
	

	
	Long-term debt, net
	
	264,972
	
	
	265,393
	

	
	
	
	
	
	
	
	
	

	
	Other long-term liabilities
	
	37,855
	
	
	38,012
	

	
	Total liabilities
	
	358,925
	
	
	360,567
	

	
	
	
	
	
	
	
	
	

	
	Commitments and contingencies (See Note 13)
	
	
	
	
	
	

	
	Stockholders’ equity
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	Preferred stock ($0.01 par value, 25,000 shares authorized; no shares issued and outstanding)
	
	—
	
	—
	

	
	Common stock ($0.01 par value, 250,000 shares authorized; 37,997 and 37,765 shares issued
	
	
	
	
	
	

	
	and outstanding, respectively)
	
	380
	
	
	378
	

	
	
	
	
	
	
	
	
	

	
	Additional paid-in capital
	
	234,765
	
	
	232,960
	

	
	Accumulated deficit
	
	(200,447)
	
	
	(209,013)
	

	
	
	
	
	
	
	
	
	

	
	Accumulated other comprehensive loss
	
	(1,034)
	
	
	(1,034)
	

	
	Total stockholders’ equity
	
	33,664
	
	
	23,291
	

	
	
	
	
	
	
	
	
	

	
	Total liabilities and stockholders’ equity
	$
	392,589
	
	$
	383,858
	

	
	
	
	
	
	
	
	
	



The accompanying notes are an integral part of these condensed consolidated financial statements.
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Lantheus Holdings, Inc.

Condensed Consolidated Statements of Operations

(Unaudited)

(in thousands, except per share data)

Three Months Ended

March 31,
[image: ]

	
	2018
	
	
	
	2017
	

	
	
	
	
	
	
	

	Revenues
	$
	82,630
	
	$
	81,359
	

	Cost of goods sold
	
	40,321
	
	
	41,597
	

	
	
	
	
	
	
	

	Gross profit
	
	42,309
	
	
	39,762
	

	Operating expenses
	
	
	
	
	
	

	
	
	
	
	
	
	

	Sales and marketing
	
	10,640
	
	
	10,214
	

	General and administrative
	
	12,543
	
	
	12,270
	

	
	
	
	
	
	
	

	Research and development
	
	3,989
	
	
	5,351
	

	Total operating expenses
	
	27,172
	
	
	27,835
	

	
	
	
	
	
	
	

	Operating income
	
	15,137
	
	
	11,927
	

	Interest expense
	
	4,050
	
	
	5,420
	

	
	
	
	
	
	
	

	Loss on extinguishment of debt
	
	—
	
	2,161
	

	Other income
	
	(920)
	
	
	(577)
	

	
	
	
	
	
	
	

	Income before income taxes
	
	12,007
	
	
	4,923
	

	Income tax expense
	
	3,796
	
	
	785
	

	
	
	
	
	
	
	

	Net income
	$
	8,211
	
	$
	4,138
	

	Net income per common share:
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Basic
	$
	0.22
	
	$
	0.11
	

	Diluted
	
	
	
	
	
	

	
	$
	0.21
	
	$
	0.11
	

	
	
	
	
	
	
	

	Weighted-average common shares outstanding:
	
	
	
	
	
	

	Basic
	
	37,886
	
	
	36,889
	

	
	
	
	
	
	
	

	Diluted
	
	39,493
	
	
	38,601
	

	
	
	
	
	
	
	



The accompanying notes are an integral part of these condensed consolidated financial statements.
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Lantheus Holdings, Inc.

Condensed Consolidated Statements of Comprehensive Income

(Unaudited)

(in thousands)

Three Months Ended

March 31,
[image: ]

	
	2018
	
	
	
	2017

	
	
	
	
	
	

	Net income
	$
	8,211
	
	$
	4,138

	Other comprehensive loss:
	
	
	
	
	

	
	
	
	
	
	

	Foreign currency translation
	
	—
	
	(4)

	Total other comprehensive loss
	
	—
	
	
	(4)

	
	
	
	
	
	

	Comprehensive income
	$
	8,211
	
	$
	4,134

	
	
	
	
	
	



The accompanying notes are an integral part of these condensed consolidated financial statements.
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	Lantheus Holdings, Inc.
	
	
	
	
	

	
	
	Condensed Consolidated Statements of Cash Flows
	
	
	
	
	

	
	
	(Unaudited)
	
	
	
	
	

	
	
	(in thousands)
	
	
	
	
	

	
	
	
	
	Three Months Ended

	
	
	
	
	March 31,
	

	
	
	
	
	
	
	
	

	
	
	
	
	2018
	
	
	2017

	
	
	
	
	
	
	
	

	
	Operating activities
	
	
	
	
	

	
	Net income
	$
	8,211
	
	$
	4,138

	
	
	
	
	
	
	
	

	
	Adjustments to reconcile net income to net cash flows from operating activities:
	
	
	
	
	

	
	Depreciation, amortization and accretion
	
	3,596
	
	
	6,160

	
	
	
	
	
	
	
	

	
	Amortization of debt related costs
	
	320
	
	
	360

	
	Provision for bad debt
	
	195
	
	
	62

	
	
	
	
	
	
	
	

	
	Provision for excess and obsolete inventory
	
	1,220
	
	
	285

	
	Stock-based compensation
	
	1,796
	
	
	945

	
	
	
	
	
	
	
	

	
	Loss on extinguishment of debt and debt retirement costs
	
	—
	
	2,161

	
	Deferred taxes
	
	2,923
	
	
	—

	
	
	
	
	
	
	
	

	
	Long-term income tax receivable
	
	(841)
	
	
	(490)

	
	Long-term income tax payable and other long-term liabilities
	
	854
	
	
	769

	
	
	
	
	
	
	
	

	
	Other
	
	(46)
	
	
	(58)

	
	Increases (decreases) in cash from operating assets and liabilities:
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	Accounts receivable
	
	(7,816)
	
	
	(3,135)

	
	Inventory
	
	(6,579)
	
	
	(2,427)

	
	
	
	
	
	
	
	

	
	Other current assets
	
	(1,003)
	
	
	(1,250)

	
	Accounts payable
	
	2,160
	
	
	1,200

	
	
	
	
	
	
	
	

	
	Accrued expenses and other liabilities
	
	(5,656)
	
	
	(3,196)

	
	Net cash (used in) provided by operating activities
	
	(666)
	
	
	5,524

	
	
	
	
	
	
	
	

	
	Investing activities
	
	
	
	
	

	
	Capital expenditures
	
	(2,135)
	
	
	(4,899)

	
	
	
	
	
	
	
	

	
	Proceeds from sale of assets
	
	1,000
	
	
	335

	
	Net cash used in investing activities
	
	(1,135)
	
	
	(4,564)

	
	
	
	
	
	
	
	

	
	Financing activities
	
	
	
	
	

	
	Proceeds from issuance of long-term debt
	
	—
	
	274,313

	
	
	
	
	
	
	
	

	
	Payments on long-term debt
	
	(715)
	
	
	(284,551)

	
	Deferred financing costs
	
	—
	
	(1,219)

	
	
	
	
	
	
	
	

	
	Payments for public offering costs
	
	—
	
	(74)

	
	Proceeds from stock option exercises
	
	514
	
	
	632

	
	
	
	
	
	
	
	

	
	Proceeds from issuance of common stock
	
	206
	
	
	—

	
	Payments for minimum statutory tax withholding related to net share settlement of equity awards
	
	(709)
	
	
	(355)

	
	
	
	
	
	
	
	

	
	Net cash used in financing activities
	
	(704)
	
	
	(11,254)

	
	Effect of foreign exchange rates on cash and cash equivalents
	
	(46)
	
	
	(2)

	
	
	
	
	
	
	
	

	
	Net decrease in cash and cash equivalents
	
	(2,551)
	
	
	(10,296)

	
	Cash and cash equivalents, beginning of period
	
	76,290
	
	
	51,178

	
	
	
	
	
	
	
	

	
	Cash and cash equivalents, end of period
	$
	73,739
	
	$
	40,882

	
	
	
	
	
	
	
	



The accompanying notes are an integral part of these condensed consolidated financial statements.
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Lantheus Holdings, Inc.

Notes to Condensed Consolidated Financial Statements

(Unaudited)

Note Regarding Company References and Trademarks

Unless the context otherwise requires, references to the “Company” and “Lantheus” refer to Lantheus Holdings, Inc. and its direct and indirect wholly-owned subsidiaries, references to “Holdings” refer to Lantheus Holdings, Inc. and not to any of its subsidiaries, and references to “LMI” refer to Lantheus Medical Imaging, Inc., the direct subsidiary of Holdings. Solely for convenience, the Company refers to trademarks, service marks and trade names without the ™, SM and ® symbols. Those references are not intended to indicate, in any way, that the Company will not assert, to the fullest extent permitted under applicable law, its rights to its trademarks, service marks and trade names.

1. Basis of Presentation

The accompanying unaudited condensed consolidated financial statements include the accounts of Lantheus Holdings, Inc. and its direct and indirect wholly-owned subsidiaries and have been prepared in accordance with generally accepted accounting principles for interim financial information and with the instructions to Form 10-Q and Article 10 of Regulation S-X. Accordingly, these condensed consolidated financial statements do not include all of the information and notes required by generally accepted accounting principles in the United States of America (“U.S. GAAP”) for complete financial statements. In the opinion of management, all adjustments (consisting of normal and recurring adjustments) considered necessary for a fair statement have been included. The results of operations for the three months ended March 31, 2018 are not necessarily indicative of the results that may be expected for the year ended December 31, 2018 or any future period.

The condensed consolidated balance sheet at December 31, 2017 has been derived from the audited consolidated financial statements at that date but does not include all of the information and notes required by U.S. GAAP for complete financial statements. These condensed consolidated financial statements and accompanying notes should be read in conjunction with the consolidated financial statements and notes thereto included in Item 8 of the Company’s most recent Annual Report on Form 10-K for the year ended December 31, 2017 filed with the Securities Exchange Commission (“SEC”) on February 26, 2018. Certain immaterial amounts in the prior period condensed consolidated statement of cash flows have been reclassified to conform to the current period financial statement presentation.

2. Summary of Significant Accounting Policies

Recent Accounting Pronouncements

The following table provides a description of recent accounting pronouncements that may have a material effect on the Company’s condensed consolidated financial statements:

	Standard
	Description
	Effective Date
	Effect on the Condensed Consolidated Financial
	

	
	
	for Company
	Statements
	

	
	
	
	
	

	
	
	
	

	Recently Issued Accounting Standards Not Yet Adopted
	
	
	

	ASU 2016-02, Leases (Topic
	This ASU supersedes existing guidance on accounting for leases in
	January 1, 2019
	The Company is currently assessing the impact that
	

	842)
	“Leases (Topic 840)” and generally requires all leases to be recognized
	
	this standard will have on its consolidated financial
	

	
	in the statement of financial position. The provisions of ASU 2016-02
	
	statements.
	

	
	are effective for annual reporting periods beginning after December 15,
	
	
	

	
	2018; early adoption is permitted. The provisions of this ASU are to be
	
	
	

	
	applied using a modified retrospective approach.
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	Standard
	Description
	Effective Date
	Effect on the Condensed Consolidated Financial
	

	
	
	for Company
	Statements
	

	
	
	
	
	

	
	
	
	

	Accounting Standards Adopted During the Three Months Ended March 31, 2018
	
	
	

	ASU 2017-09, Compensation
	This ASU clarifies when to account for a change to the terms or
	January 1, 2018
	The adoption of this standard did not have a
	

	—Stock Compensation
	conditions of a share–based payment award as a modification. Under
	
	material impact on the Company’s condensed
	

	(Topic 718): Scope of
	the new guidance, modification accounting is required only if the fair
	
	consolidated financial statements.
	

	Modification Accounting
	value, vesting conditions or classification of the award (as equity or
	
	
	

	
	liability) changes as a result of the change in terms or conditions.
	
	
	

	
	The new guidance will be applied prospectively to awards modified on
	
	
	

	
	or after the adoption date. The guidance is effective for annual periods,
	
	
	

	
	and interim periods within those annual periods, beginning after
	
	
	

	
	December 15, 2017 for all entities.
	
	
	

	ASU 2014-09, Revenue from
	This ASU and related amendments affect any entity that either enters
	January 1, 2018
	See Note 3, "Revenue from Contracts with
	

	Contracts with Customers
	into contracts with customers to transfer goods or services or enters into
	
	Customers" for the required disclosures related to
	

	(Topic 606) and related
	contracts for the transfer of nonfinancial assets, unless those contracts
	
	the impact of adopting this standard.
	

	amendments
	are within the scope of other standards. The guidance in this ASU
	
	
	

	
	supersedes the revenue recognition requirements in Topic 605, Revenue
	
	The adoption of this standard did not have a
	

	
	Recognition and most industry-specific guidance. The core principle of
	
	material impact on the Company’s condensed
	

	
	the guidance is that an entity should recognize revenue upon the transfer
	
	consolidated balance sheets and statements of
	

	
	of promised goods or services to customers in an amount that reflects
	
	operations.
	

	
	the consideration to which the entity expects to be entitled in exchange
	
	
	

	
	for those goods or services.
	
	
	



3. Revenue from Contracts with Customers

Adoption of ASC Topic 606, “Revenue from Contracts with Customers”

The Company adopted ASC 606 on January 1, 2018 using the modified retrospective method for all contracts not completed as of the date of adoption. The reported results for 2018 reflect the application of ASC 606 guidance while the reported results for 2017 were prepared under the guidance of ASC 605, Revenue Recognition (“ASC 605”). For the Company’s accounting policy for revenue recognition under ASC 605, refer to Item 8 of the Annual Report on Form 10-K for the year ended December 31, 2017. The adoption of ASC 606 did not have a material impact on the Company’s consolidated financial position, results of operations, equity or cash flows as of the adoption date or for the periods presented.

Revenue Recognition

In accordance with ASC 606, revenue is recognized when a customer obtains control of promised goods or services. The amount of revenue recognized reflects the consideration to which the Company expects to be entitled to receive in exchange for these goods or services. To achieve this core principle, the Company applies the following five steps: (1) identify the contracts with a customer; (2) identify the performance obligations in the contract; (3) determine the transaction price; (4) allocate the transaction price to the performance obligations in the contract; and (5) recognize revenue when (or as) the Company satisfies a performance obligation.

Disaggregation of Revenue

The following table summarizes revenue by revenue source for the three months ended March 31, 2018:

	
	
	
	
	Reportable Segments
	
	
	

	
	
	
	
	
	
	
	
	

	Major Products/Service Lines (in thousands)
	
	U.S.
	
	
	International
	
	Total
	

	
	
	
	
	
	
	
	
	
	
	
	

	Product revenue, net(1)
	$
	71,488
	$
	10,580
	
	
	$
	82,068
	

	License and royalty revenues
	
	—
	
	
	562
	
	
	
	562
	

	
	
	
	
	
	
	
	
	
	
	
	

	Total revenues
	$
	71,488
	$
	11,142
	
	
	$
	82,630
	

	________________________________
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


(1) The Company’s principal products include DEFINITY, TechneLite and Xenon and are categorized within product revenue, net. The Company applies the same revenue recognition policies and judgments for all of its principal products.

Product Revenue, Net

The Company sells its products principally to distributors, radiopharmacies and directly to hospitals and clinics. The Company considers customer purchase orders, which in some cases are governed by master sales or group purchasing organization agreements, to be the contracts with a customer.
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For each contract, the Company considers the promise to transfer products, each of which is distinct, to be the identified performance obligations. In determining the transaction price, the Company evaluates whether the price is subject to refund or adjustment to determine the net consideration to which the Company expects to be entitled.

The Company typically invoices customers upon satisfaction of identified performance obligations. As the Company’s standard payment terms are 30 to 60 days from invoicing, the Company has elected to use the significant financing component practical expedient under ASC 606-10-32-18.

The Company allocates the transaction price to each distinct product based on their relative standalone selling price. The product price as specified on the purchase order is considered the standalone selling price as it is an observable input which depicts the price as if sold to a similar customer in similar circumstances.

Revenue is recognized when control of the product is transferred to the customer (i.e., when the Company’s performance obligation is satisfied), which typically occurs upon delivery to the customer. Further, in determining whether control has transferred, the Company considers if there is a present right to payment and legal title, along with risks and rewards of ownership having transferred to the customer.

Frequently, the Company receives orders for products to be delivered over multiple dates that may extend across several reporting periods. The

Company invoices for each delivery upon shipment and recognizes revenues for each distinct product delivered, assuming transfer of control has occurred.

The Company generally does not separately charge customers for shipping and handling costs, but any shipping and handling costs charged to customers are included in product revenue, net. Taxes collected from customers relating to product sales and remitted to governmental authorities are excluded from revenues.

Variable Consideration

Revenues from product sales are recorded at the net sales price (transaction price), which includes estimates of variable consideration for which reserves are established for discounts, returns, rebates and allowances that are offered within contracts between the Company and its customers. These reserves are based on the amounts earned or to be claimed on the related sales and are classified as a current liability. Where appropriate, these estimates take into consideration a range of possible outcomes which are probability-weighted for relevant factors such as the Company’s historical experience, current contractual and statutory requirements, specific known market events and trends, industry data and forecasted customer buying and payment patterns. Overall, these reserves reflect the Company’s best estimates of the amount of consideration to which it is entitled based on the terms of the contract. The amount of variable consideration which is included in the transaction price may be constrained, and is included in the net sales price only to the extent that it is probable that a significant reversal in the amount of the cumulative revenue recognized will not occur in a future period. Actual amounts of consideration ultimately received may differ from the Company’s estimates. If actual results in the future vary from the Company’s estimates, the Company adjusts these estimates, which would affect product revenue and earnings in the period such variances become known.

Rebates and Allowances: The Company provides certain customers with rebates and allowances that are explicitly stated in the Company’s contracts and are recorded as a reduction of revenue in the period the related product revenue is recognized. The Company establishes a liability for such amounts, which is included in accrued expenses in the accompanying condensed consolidated balance sheets. These rebates and allowances result from performance-based offers that are primarily based on attaining contractually specified sales volumes and administrative fees the Company is required to pay to group purchasing organizations. The Company estimates the amount of rebates and allowances that are explicitly stated in the Company’s contracts based on a combination of actual purchases and an estimate of the customer’s buying patterns.

Product Returns: The Company generally offers customers a limited right of return due to non-conforming product. The Company estimates the amount of its product sales that may be returned by its customers and records this estimate as a reduction of revenue in the period the related product revenue is recognized. The Company currently estimates product return liabilities using its historical product return information and considers other factors that it believes could significantly impact its expected returns, including product recalls. Reserves for product returns are not significant to the Company due to the nature of its products including radiopharmaceutical products with limited half-lives.
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The following table summarizes activity for reserves relating to rebate and allowances (including group purchasing organization administrative fees and returns) for the three months ended March 31, 2018:

	
	
	
	
	Rebates and

	(in thousands)
	
	Allowances

	
	
	
	
	

	
	Balance, January 1, 2018
	$
	2,860

	
	Provision related to current period revenues
	
	3,027

	
	
	
	
	

	
	Adjustments relating to prior period revenues
	
	(121)

	
	Payments or credits made during the period
	
	(2,776)

	
	
	
	
	

	
	Balance, March 31, 2018
	$
	2,990

	
	
	
	
	



License and Royalty Revenues

The Company has entered into licensing agreements, which are within the scope of ASC 606, under which it licenses certain rights to third parties. The terms of these arrangements typically include payment to the Company of one or more of the following: non-refundable, up-front license fees; development, regulatory and commercial milestone payments; and royalties on net sales of licensed products. The Company also has distribution licenses which are treated as combined performance obligations with the delivery of its products and are classified as product revenue, net.

In determining the appropriate amount of revenue to be recognized as it fulfills its obligations under each of its agreements, the Company performs the five-step approach stated earlier. The Company uses judgment in determining the number of performance obligations in a license agreement by assessing whether the license is distinct or should be combined with another performance obligation, as well as the nature of the license. As part of the accounting for these arrangements, the Company must develop assumptions that require judgment to determine the stand-alone selling price for each performance obligation identified in the contract. The Company uses key assumptions to determine the stand-alone selling price, which may include market conditions, reimbursement rates for personnel costs, development timelines and probabilities of regulatory success.

Licenses of intellectual property: If the license to the Company’s intellectual property is determined to be distinct from the other performance obligations identified in the arrangement, the Company recognizes revenues from non-refundable, up-front fees allocated to the license when the license is transferred to the customer and the customer is able to use and benefit from the license. For licenses that are bundled with other promises, the Company utilizes judgment to assess the nature of the combined performance obligation to determine whether the combined performance obligation is satisfied over time or at a point in time and, if over time, the appropriate method of measuring progress for purposes of recognizing revenue from non-refundable, up-front fees. The Company evaluates the measure of progress each reporting period and, if necessary, adjusts the measure of performance and related revenue recognition.

Milestone Payments: At the inception of each arrangement that includes development milestone payments, the Company evaluates whether the milestones are considered probable of being reached and estimates the amount to be included in the transaction price using the most likely amount method. If it is probable that a significant revenue reversal would not occur, the associated milestone value is included in the transaction price. Milestone payments that are not within the control of the Company or the licensee, such as regulatory approvals, are not considered probable of being achieved until those approvals are received. The transaction price is then allocated to each performance obligation on a relative stand-alone selling price basis, for which the Company recognizes revenue as or when the performance obligations under the contract are satisfied. At the end of each subsequent reporting period, the Company re-evaluates the probability of achievement of such development milestones and any related constraint, and if necessary, adjusts its estimate of the overall transaction price. Any such adjustments are recorded on a cumulative catch-up basis, which would affect license and royalty revenues and earnings in the period of adjustment. At March 31, 2018, the Company is constraining variable consideration related to milestone payments requiring regulatory approvals.

Royalty Revenues: For arrangements that include sales-based royalties, including milestone payments based on the level of sales, and the license is deemed to be the predominant item to which the royalties relate, the Company recognizes revenue at the later of (i) when the related sales occur, or (ii) when the performance obligation to which some or all of the royalty has been allocated has been satisfied (or partially satisfied).

Contract Costs

The Company recognizes an asset for incremental costs of obtaining a contract with a customer if it expects to recover those costs. The Company’s sales incentive compensation plans qualify for capitalization since these plans are directly related to sales achieved during a period of time. However, the Company has elected the practical expedient under ASC 340-40-25-4 to expense the costs as they are incurred within selling and marketing expenses since the amortization period is less than one year.
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	During the three months ended March 31, 2018, the Company recognized the following revenues:
	
	

	
	(in thousands)
	
	Amount

	
	
	
	
	
	

	
	Remainder of amounts included in the contract liability at the beginning of the period
	$
	8

	
	Performance obligations satisfied (or partially satisfied) in previous periods
	$
	—



The Company’s performance obligations are typically part of contracts that have an original expected duration of one year or less. As such, under the optional exemption provided by ASC 606-10-50-14, the Company is not disclosing the aggregate amount of the transaction price allocated to performance obligations that are unsatisfied (or partially satisfied) as of the end of the reporting period.

4. Fair Value of Financial Instruments

Fair value is defined as the price that would be received to sell an asset or paid to transfer a liability in an orderly transaction between market participants at the measurement date. In order to increase consistency and comparability of fair value measurements, financial instruments are categorized based on a hierarchy that prioritizes observable and unobservable inputs used to measure fair value into three broad levels, which are described below:

· Level 1 — Inputs are unadjusted quoted prices in active markets for identical assets or liabilities that the Company has the ability to access at the measurement date.

· Level 2 — Inputs include quoted prices for similar assets and liabilities in active markets, quoted prices for identical or similar assets or liabilities in markets that are not active, inputs other than quoted prices that are observable for the asset or liability (i.e., interest rates, yield curves, etc.) and inputs that are derived principally from or corroborated by observable market data by correlation or other means (market corroborated inputs).

· Level 3 — Unobservable inputs that reflect a Company’s estimates about the assumptions that market participants would use in pricing the asset or liability. The Company develops these inputs based on the best information available, including its own data.

The Company’s financial assets measured at fair value on a recurring basis consist of money market funds. The Company invests excess cash from its operating cash accounts in overnight investments and reflects these amounts in cash and cash equivalents in the condensed consolidated balance sheets at fair value using quoted prices in active markets for identical assets.

The table below presents information about the Company’s assets and liabilities measured at fair value on a recurring basis:

	
	
	
	
	
	
	
	March 31, 2018
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	Total Fair
	
	
	
	
	
	
	
	

	(in thousands)
	
	Value
	
	Level 1
	
	Level 2
	
	Level 3

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Money market
	$
	10,624
	
	$
	10,624
	
	$
	—
	$
	—

	
	Total
	$
	10,624
	
	$
	10,624
	
	$
	—
	
	$
	—

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	December 31, 2017
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	Total Fair
	
	
	
	
	
	
	
	

	(in thousands)
	
	Value
	
	Level 1
	
	Level 2
	
	Level 3

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Money market
	$
	8,700
	
	$
	8,700
	
	$
	—
	$
	—

	
	Total
	$
	8,700
	
	$
	8,700
	
	$
	—
	
	$
	—

	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	



Nonrecurring Fair Value Measurements

As of December 31, 2017, the Company wrote down the value of land held for sale in the U.S. segment to its fair value, less estimated costs to sell, using level 3 inputs. See Note 7, “Property, Plant & Equipment, Net” for further discussion regarding land held for sale.

5. Income Taxes

The Company provides for income taxes at the end of each interim period based on the estimated effective tax rate for the full year, adjusted for any discrete events which are recorded in the period they occur. The Company’s effective tax rate in fiscal 2018 differs from the U.S. federal statutory rate of 21% principally due to the impact of state taxes, uncertain tax positions, and losses in certain foreign jurisdictions for which no tax benefit is recorded. The Company’s effective rate in fiscal 2017 was impacted by the valuation allowance the Company had on all its U.S. deferred tax assets until the fourth quarter of fiscal 2017. Cumulative adjustments
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to the tax provision are recorded in the interim period in which a change in the estimated annual effective tax rate is determined. The Company’s income tax expense was $3.8 million and $0.8 million for the three months ended March 31, 2018 and 2017, respectively.

On December 22, 2017, the United States enacted the Tax Cuts and Jobs Act of 2017 (the “Act”). The Act is significant and has wide-ranging effects.

The Company is still studying all of the ramifications of the Act, but expects the primary material impact of the Act to be the remeasurement of the Company’s deferred tax assets which was recorded in fiscal 2017 as a result of the reduction in U.S. corporate tax rates from 35% to 21%. As
of December 31, 2017, the Company determined it had no accumulated unrepatriated foreign earnings, and therefore had recorded no liability for the repatriation transition tax. No changes have been made to these estimates.

The Company is continuing to evaluate other changes resulting from the Act, including the impact of Global Intangible Low Tax Income, Base Erosion and Anti-abuse Tax and revisions to Section 162(m). The Company has incorporated estimates of these items in its fiscal 2018 effective tax rate and expects to complete its accounting for these items within the prescribed measurement period.

The Company regularly assesses its ability to realize its deferred tax assets. Assessing the realizability of deferred tax assets requires significant management judgment. In determining whether its deferred tax assets are more-likely-than-not realizable, the Company evaluated all available positive and negative evidence, and weighed the objective evidence and expected impact.The Company released its full valuation allowance recorded against its domestic deferred tax assets during the year ended December 31, 2017. The Company continues to record a partial valuation allowance against its foreign net deferred tax assets.

In connection with the Company’s acquisition of the medical imaging business from Bristol Myers Squibb (“BMS”) in 2008, the Company entered into a tax indemnification agreement with BMS related to certain tax obligations arising prior to the acquisition of the Company, for which the Company has the primary legal obligation. A long-term receivable is recorded to account for the expected value to the Company of future indemnification payments, net of actual U.S. federal tax benefits. The tax indemnification receivable is recognized within other long-term assets. The changes in the tax indemnification asset are recognized within other income in the condensed consolidated statement of operations. In accordance with the Company’s accounting policy, the change in the tax liability and penalties and interest associated with these obligations (net of any offsetting federal or state benefit) is recognized within income tax expense. Accordingly, as these reserves change, adjustments are included in income tax expense while the offsetting adjustment is included in other income. Assuming that the receivable from BMS continues to be considered recoverable by the Company, there will be minimal net effect on earnings and net cash outflows related to these liabilities.

	6. Inventory
	
	
	
	
	

	Inventory consisted of the following:
	
	
	
	
	

	
	
	
	
	
	March 31,
	
	December 31,

	
	(in thousands)
	
	2018
	
	
	2017

	
	
	
	
	
	
	
	
	

	
	Raw materials
	$
	11,178
	
	$
	10,447

	
	Work in process
	
	10,310
	
	
	5,509

	
	
	
	
	
	
	
	
	

	
	Finished goods
	
	10,598
	
	
	10,124

	
	
	Total inventory
	$
	32,086
	
	$
	26,080

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



As of March 31, 2018 and December 31, 2017, the Company had $0.5 million and $1.1 million, respectively, of inventory classified within other long-term assets, which represent raw materials not expected to be used by the Company during the next twelve months.
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	7. Property, Plant & Equipment, Net
	
	
	
	
	

	Property, plant & equipment, net, consisted of the following:
	
	
	
	
	

	
	
	
	
	
	March 31,
	
	December 31,

	
	
	(in thousands)
	
	2018
	
	
	2017

	
	
	
	
	
	
	
	
	

	
	
	Land
	$
	13,450
	
	$
	13,450

	
	
	Buildings
	
	63,689
	
	
	76,059

	
	
	
	
	
	
	
	
	

	
	
	Machinery, equipment and fixtures
	
	69,330
	
	
	71,870

	
	
	Computer software
	
	20,280
	
	
	20,271

	
	
	
	
	
	
	
	
	

	
	
	Construction in progress
	
	9,816
	
	
	7,622

	
	
	
	
	
	176,565
	
	
	189,272

	
	
	
	
	
	
	
	
	

	
	
	Less: accumulated depreciation and amortization
	
	(82,788)
	
	
	(96,273)

	
	
	Total property, plant & equipment, net
	$
	93,777
	
	$
	92,999

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



Depreciation and amortization expense related to property, plant & equipment, net, was $2.6 million and $5.1 million for the three months ended March 31, 2018 and 2017, respectively.

Long-Lived Assets Held for Sale

During the fourth quarter of 2017, the Company committed to a plan to sell a portion of its land in the U.S. segment. This event qualified for held for sale accounting and the land was written down to its fair value, less estimated costs to sell, which is classified in other current assets at December 31, 2017. During the three months ended March 31, 2018, the Company completed the sale of the land for proceeds of $1.0 million.

8. Asset Retirement Obligations

The Company considers its legal obligation to remediate its facilities upon a decommissioning of its radioactive-related operations as an asset retirement obligation. The Company has production facilities which manufacture and process radioactive materials at its North Billerica, Massachusetts and San Juan, Puerto Rico sites.

The Company is required to provide the U.S. Nuclear Regulatory Commission and Massachusetts Department of Public Health financial assurance demonstrating the Company’s ability to fund the decommissioning of its North Billerica, Massachusetts production facility upon closure, although the Company does not intend to close the facility. The Company has provided this financial assurance in the form of a $28.2 million surety bond.

The fair value of a liability for asset retirement obligations is recognized in the period in which the liability is incurred. As of March 31, 2018, the liability is measured at the present value of the obligation expected to be incurred, of approximately $26.9 million, and is adjusted in subsequent periods as accretion expense is recorded. The corresponding asset retirement costs are capitalized as part of the carrying values of the related long-lived assets and depreciated over the assets’ useful lives.

The following table provides a summary of the changes in the Company’s asset retirement obligations:

	(in thousands)
	
	
	Amount
	

	
	
	
	
	
	
	

	Balance at December 31, 2017
	$
	10,412
	

	
	Accretion expense
	
	
	290
	

	
	
	
	
	
	
	

	Balance at March 31, 2018
	$
	10,702
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9. Financing Arrangements

On March 30, 2017, the Company refinanced its previous $365 million seven-year term loan agreement (the facility thereunder, the “2015 Term Facility”) with a new five-year $275 million term loan facility (the “2017 Term Facility” and the loans thereunder, the “Term Loans”). In addition, the Company replaced its previous $50 million five-year asset based loan facility (the “ABL Facility”) with a new $75 million five-year revolving credit facility (the “2017 Revolving Facility” and, together with the 2017 Term Facility, the “2017 Facility”). The terms of the 2017 Facility are set forth in that certain Amended and Restated Credit Agreement, dated as of March 30, 2017 (the “Credit Agreement”), by and among Holdings, the Company, the lenders from time to time party thereto and JPMorgan Chase Bank, N.A., as administrative agent and collateral agent. The 2017 Term Facility was issued net of a $0.7 million discount. The Company has the right to request an increase to the 2017 Term Facility or request the establishment of one or more new incremental term loan facilities, in an aggregate principal amount of up to $75.0 million, plus additional amounts, in certain circumstances.

The net proceeds of the 2017 Term Facility, together with approximately $15.3 million of cash on hand, were used to refinance in full the aggregate remaining principal amount of the loans outstanding under the 2015 Term Facility and pay related interest, transaction fees and expenses. No amounts were outstanding under the ABL Facility at that time. The Company accounted for the refinancing as both a debt extinguishment and debt modification by evaluating the refinancing on a creditor by creditor basis. The Company recorded a loss on extinguishment of debt of $2.2 million related to the write-off of unamortized debt issuance costs and incurred general and administrative expenses of $1.7 million related to third-party costs associated with the modified debt. In addition, the Company incurred and capitalized $1.6 million of new debt issuance costs related to the refinancing.

On November 29, 2017, the Company entered into Amendment No. 1 (the “Repricing Amendment”) to the 2017 Facility to, among other things, (i) reduce the applicable interest rate margins with respect to the LIBOR and Base Rate Term Loans (as defined in the Credit Agreement) and (ii) reduce the applicable interest rate margins with respect to the LIBOR and Base Rate Revolving Loans (as defined in the Credit Agreement). The Company accounted for the Repricing Amendment as both a debt extinguishment and debt modification by evaluating the refinancing on a creditor by creditor basis.

2017 Term Facility

The Term Loans under the 2017 Term Facility bear interest, with pricing based from time to time at the Company’s election at (i) LIBOR plus a spread of 3.75% or (ii) the Base Rate (as defined in the Credit Agreement) plus a spread of 2.75%. Interest is payable (i) with respect to LIBOR Term Loans, at the end of each Interest Period (as defined in the Credit Agreement) and (ii) with respect to Base Rate Term Loans, at the end of each quarter. At March 31, 2018, the Company’s interest rate under the 2017 Term Facility was 5.6%.

The Company is permitted to voluntarily prepay the Term Loans, in whole or in part. The 2017 Term Facility requires the Company to make mandatory prepayments of the outstanding Term Loans in certain circumstances. The 2017 Term Facility amortizes at 1.00% per year until its June 30, 2022 maturity date.

The Company’s maturities of principal obligations under the 2017 Term Facility are as follows as of March 31, 2018:

	(in thousands)
	
	
	Amount
	

	
	
	
	
	
	
	

	Remainder of 2018
	$
	2,063
	

	2019
	
	
	
	2,750
	

	
	
	
	
	
	
	

	2020
	
	
	
	2,750
	

	2021
	
	
	
	2,750
	

	
	
	
	
	
	
	

	2022
	
	
	
	261,937
	

	
	Total principal outstanding
	
	
	272,250
	

	
	
	
	
	
	
	

	Unamortized debt discount
	
	
	(1,923)
	

	Unamortized debt issuance costs
	
	
	(2,605)
	

	
	
	
	
	
	
	

	
	Total
	
	
	267,722
	

	Less: current portion
	
	
	(2,750)
	

	
	
	
	
	
	
	

	
	Total long-term debt
	$
	264,972
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2017 Revolving Facility

Under the terms of the 2017 Revolving Facility, the lenders thereunder agreed to extend credit to the Company from time to time until March 30, 2022 (the “Revolving Termination Date”) consisting of revolving loans (the “Revolving Loans” and, together with the Term Loans, the “Loans”) in an aggregate principal amount not to exceed $75 million (the “Revolving Commitment”) at any time outstanding. The 2017 Revolving Facility includes a $20 million sub-facility for the issuance of letters of credit (the “Letters of Credit”). The Letters of Credit and the borrowings under the 2017 Revolving Facility are expected to be used for working capital and other general corporate purposes.

The Revolving Loans under the 2017 Revolving Facility bear interest, with pricing based from time to time at the Company’s election at (i) LIBOR plus a spread of 3.00% or (ii) the Base Rate (as defined in the Credit Agreement) plus a spread of 2.00%. The 2017 Revolving Facility also includes an unused line fee, which is set at 0.38% while the Company’s secured leverage ratio (as defined in the Credit Agreement) is greater than 3.00 to 1.00 and 0.25% when the Company’s secured leverage ratio is less than or equal to 3.00 to 1.00.

The Company is permitted to voluntarily prepay the Revolving Loans, in whole or in part, or reduce or terminate the Revolving Commitment, in each case, without premium or penalty. On any business day on which the total amount of outstanding Revolving Loans and Letters of Credit exceeds the total Revolving Commitment, the Company must prepay the Revolving Loans in an amount equal to such excess. As of March 31, 2018, there were no outstanding borrowings under the 2017 Revolving Facility.

2017 Facility Covenants

The 2017 Facility contains a number of affirmative, negative, reporting and financial covenants, in each case subject to certain exceptions and materiality thresholds. The 2017 Facility requires the Company to be in quarterly compliance, measured on a trailing four quarter basis, with a financial covenant. The maximum consolidated leverage ratio permitted by the financial covenant is displayed in the table below:

	
	Consolidated

	Period
	Leverage Ratio

	
	

	Q2 2018 through Q1 2019
	4.75 to 1.00

	Thereafter
	4.50 to 1.00



The 2017 Facility contains usual and customary restrictions on the ability of the Company and its subsidiaries to: (i) incur additional indebtedness

(ii) create liens; (iii) consolidate, merge, sell or otherwise dispose of all or substantially all of its assets; (iv) sell certain assets; (v) pay dividends on, repurchase or make distributions in respect of capital stock or make other restricted payments; (vi) make certain investments; (vii) repay subordinated indebtedness prior to stated maturity; and (viii) enter into certain transactions with its affiliates.

Upon an event of default, the administrative agent under the Credit Agreement will have the right to declare the Loans and other obligations outstanding immediately due and payable and all commitments immediately terminated or reduced.

The 2017 Facility is guaranteed by Holdings and Lantheus MI Real Estate, LLC (“LMI-RE”), and obligations under the 2017 Facility are generally secured by first priority liens over substantially all of the assets of each of LMI, Holdings and LMI-RE (subject to customary exclusions set forth in the transaction documents) owned as of March 30, 2017 or thereafter acquired.

10. Stock-Based Compensation

The following table presents stock-based compensation expense recognized in the Company’s accompanying condensed consolidated statements of operations:

	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	March 31,
	
	

	
	
	
	
	
	
	
	
	
	

	(in thousands)
	
	
	2018
	
	
	2017
	

	
	
	
	
	
	
	
	
	
	

	Cost of goods sold
	$
	229
	
	$
	139
	

	Sales and marketing
	
	
	302
	
	
	124
	

	
	
	
	
	
	
	
	
	
	

	General and administrative
	
	
	980
	
	
	551
	

	Research and development
	
	
	285
	
	
	131
	

	
	
	
	
	
	
	
	
	
	

	
	Total stock-based compensation expense
	$
	1,796
	
	$
	945
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During the first quarter of 2018, the Company granted approximately 207,000 total stockholder return restricted stock awards (“TSR Awards”) that include a three-year market condition where the performance measurement period is three years. Vesting of the TSR Awards is based on the Company’s level of attainment of specified TSR targets relative to a specified index of companies for the respective three-year period and is also subject to the continued employment of the grantees. The number of shares that can be earned over the performance period ranges from 0% to 200% of the initial award. The fair value of these awards are based on a Monte Carlo simulation valuation model.

	11. Net Income Per Common Share
	
	
	
	
	
	
	
	
	
	
	
	

	A summary of net income per common share is presented below:
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	
	
	
	
	
	March 31,
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	(in thousands, except per share amounts)
	
	
	
	
	
	2018
	
	
	
	
	2017
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Net income
	
	$
	
	
	8,211
	$
	4,138
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Basic weighted-average common shares outstanding
	
	
	
	
	
	37,886
	
	
	
	
	36,889
	

	
	Effect of dilutive stock options
	
	
	
	
	
	150
	
	
	
	
	303
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Effect of dilutive restricted stock
	
	
	
	
	
	1,457
	
	
	
	
	1,409
	

	
	Diluted weighted-average common shares outstanding
	
	
	
	
	
	39,493
	
	
	
	
	38,601
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Basic income per common share
	
	$
	
	
	0.22
	$
	0.11
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Diluted income per common share
	
	$
	
	
	0.21
	$
	0.11
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Antidilutive securities excluded from diluted net income per common share
	
	
	
	
	
	86
	
	
	
	
	387
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	12. Other Income
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Other income consisted of the following:
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	Three Months Ended
	
	
	
	
	
	

	
	
	
	
	
	
	
	March 31,
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	(in thousands)
	
	2018
	
	
	
	2017
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Foreign currency gains
	$
	72
	
	$
	
	85
	
	
	

	
	
	Tax indemnification income
	
	841
	
	
	490
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Other
	
	7
	
	
	
	2
	
	
	

	
	
	
	Total other income
	$
	920
	
	$
	577
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



13. Legal Proceedings and Contingencies

From time to time, the Company is a party to various legal proceedings arising in the ordinary course of business. In addition, the Company has in the past been, and may in the future be, subject to investigations by governmental and regulatory authorities, which expose it to greater risks associated with litigation, regulatory or other proceedings, as a result of which the Company could be required to pay significant fines or penalties. The costs and outcome of litigation, regulatory or other proceedings cannot be predicted with certainty, and some lawsuits, claims, actions or proceedings may be disposed of unfavorably to the Company. In addition, intellectual property disputes often have a risk of injunctive relief which, if imposed against the Company, could materially and adversely affect its financial condition or results of operations.

As of March 31, 2018, the Company has no material ongoing litigation in which the Company was a party or any material ongoing regulatory or other proceedings and had no knowledge of any investigations by government or regulatory authorities in which the Company is a target that could have a material adverse effect on its current business.
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The Company is currently in arbitration with Pharmalucence in connection with a Manufacturing and Supply Agreement, dated November 12, 2013, under which Pharmalucence agreed to manufacture and supply DEFINITY for the Company. The commercial arrangement contemplated by that agreement was repeatedly delayed and ultimately never successfully realized. After extended settlement discussions between Sun Pharma, the ultimate parent of Pharmalucence, and the Company, which did not lead to a mutually acceptable outcome, on November 10, 2017, the Company filed an arbitration demand (and later an amended arbitration demand) with the American Arbitration Association against Pharmalucence, alleging breach of contract, breach of the covenant of good faith and fair dealing, tortious misrepresentation and violation of the Massachusetts Consumer Protection Law, also known as Chapter 93A. The Company is seeking monetary damages but cannot predict the outcome of this dispute resolution proceeding and whether the Company will be able to obtain any financial recovery as a result of this proceeding.

14. Segment Information

The Company reports two operating segments, U.S. and International, based on geographic customer base. The results of these operating segments are regularly reviewed by the Company’s chief operating decision maker, the President and Chief Executive Officer. The Company’s segments derive revenues through the manufacture, marketing, selling and distribution of medical imaging products, focused primarily on cardiovascular diagnostic imaging. All goodwill has been allocated to the U.S. operating segment. The Company does not identify or allocate assets to its segments.

Selected information regarding the Company’s segments is provided as follows:

	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	March 31,
	
	

	
	
	
	
	
	
	
	
	
	

	
	(in thousands)
	
	
	2018
	
	
	2017
	

	
	
	
	
	
	
	
	
	
	

	
	Revenues from external customers
	
	
	
	
	
	
	

	
	U.S.
	$
	71,488
	
	$
	71,027
	

	
	
	
	
	
	
	
	
	
	

	
	International
	
	
	11,142
	
	
	10,332
	

	
	Total revenues from external customers
	
	$
	82,630
	—
	$
	81,359
	

	
	Operating income
	
	
	
	
	
	
	

	
	U.S.
	$
	14,156
	
	$
	11,168
	

	
	
	
	
	
	
	
	
	
	

	
	International
	
	
	981
	
	
	759
	

	
	Total operating income
	
	
	15,137
	
	
	11,927
	

	
	
	
	
	
	
	
	
	
	

	
	Interest expense
	
	
	4,050
	
	
	5,420
	

	
	Loss on extinguishment of debt
	
	
	—
	
	
	2,161
	

	
	
	
	
	
	
	
	
	
	

	
	Other income
	
	
	(920)
	
	
	(577)
	

	
	Income before income taxes
	
	$
	12,007
	
	$
	4,923
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations

Cautionary Note Regarding Forward-Looking Statements

Some of the statements contained in this Quarterly Report on Form 10-Q are forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended (the “Exchange Act”). These forward-looking statements, including, in particular, statements about our plans, strategies, prospects and industry estimates are subject to risks and uncertainties. These statements identify prospective information and include words such as “anticipates,” “intends,” “plans,” “seeks,” “believes,” “estimates,” “expects,” “should,” “could,” “predicts,” “hopes” and similar expressions. Examples of forward-looking statements include, but are not limited to, statements we make regarding:

(i) our outlook and expectations including, without limitation, in connection with continued market expansion and penetration for our commercial products, particularly DEFINITY in the face of increased segment competition and potential generic competition as a result of future patent and regulatory exclusivity expirations; (ii) our outlook and expectations in connection with future performance of Xenon in the face of increased competition; and (iii) our outlook and expectations related to products manufactured at Jubilant HollisterStier (“JHS”) and global isotope supply. Forward-looking statements are based on our current expectations and assumptions regarding our business, the economy and other future conditions. Because forward-looking statements relate to the future, such statements are subject to inherent uncertainties, risks and changes in circumstances that are difficult to predict. Our actual results may differ materially from those contemplated by the forward-looking statements. Such statements are neither statements of historical fact nor guarantees or assurances of future performance. The matters referred to in the forward-looking statements contained in this Quarterly Report on Form 10-Q may not in fact occur. We caution you therefore, against relying on any of these forward-looking statements. Important factors that could cause actual results to differ materially from those in the forward-looking statements include regional, national or global political, economic, business, competitive, market and regulatory conditions and the following:

· Our ability to continue to grow the appropriate use of DEFINITY in suboptimal echocardiograms in the face of increased segment competition from other echocardiography contrast agents, including Optison from GE Healthcare Limited (“GE Healthcare”) and Lumason from Bracco Diagnostics Inc. (“Bracco”), and potential generic competition as a result of future patent and regulatory exclusivity expirations;

· Risks associated with revenues and unit volumes for Xenon in pulmonary studies as a result of competition from Curium and potentially others;

· Our dependence on key customers for our medical imaging products, and our ability to maintain and profitably renew our contracts with those key customers, including Cardinal Health (“Cardinal”), United Pharmacy Partners (“UPPI”), GE Healthcare and Jubilant Drax Image Radiopharmaceuticals (“JDI”) d/b/a Triad Isotopes, Inc. (“Triad”);

· Our dependence upon third parties for the manufacture and supply of a substantial portion of our products, including DEFINITY at JHS;

· Risks associated with the technology transfer programs to secure production of our products at additional contract manufacturer sites, including an alternative microbubble formulation at Samsung BioLogics (“SBL”) in South Korea;

· The instability of the global Molybdenum-99 (“Moly”) supply, including recent regulatory issues at the NTP Radioisotopes (“NTP”) processing facility in South Africa, resulting in our inability to fill all of the demand for our TechneLite generators on certain manufacturing days;

· Risks associated with our lead agent in development, flurpiridaz F 18, including:

· The ability of GE Healthcare to successfully complete the Phase 3 development program;

· The ability to obtain Food and Drug Administration (“FDA”) approval; and

· The ability to gain post-approval market acceptance and adequate reimbursement;

· Risks associated with our two new internal clinical development programs - DEFINITY for an ejection fraction (“EF”) indication and LMI 1195 for heart failure patient risk stratification;

· Risks associated with the manufacturing and distribution of our products and the regulatory requirements related thereto;

· Risks associated with our investment in, and construction of, additional specialized manufacturing capabilities at our North Billerica, Massachusetts facility;

· The dependence of certain of our customers upon third-party healthcare payors and the uncertainty of third-party coverage and reimbursement rates;

· Uncertainties regarding the impact of on-going U.S. healthcare reform proposals on our business, including related reimbursements for our current and potential future products;

· Our being subject to extensive government regulation and our potential inability to comply with those regulations;
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· Potential liability associated with our marketing and sales practices;

· The occurrence of any serious or unanticipated side effects with our products;

· Our exposure to potential product liability claims and environmental liability;

· The extensive costs, time and uncertainty associated with new product development, including further product development relying on external development partners or potentially developed internally;

· Our inability to introduce new products and adapt to an evolving technology and diagnostic landscape;

· Our inability to identify and in-license or acquire additional products to grow our business;

· Our inability to protect our intellectual property and the risk of claims that we have infringed on the intellectual property of others;

· Risks associated with prevailing economic or political conditions and events and financial, business and other factors beyond our control;

· Risks associated with our international operations;

· Our inability to adequately protect our facilities, equipment and technology infrastructure;

· Our inability to hire or retain skilled employees and key personnel;

· Our inability to utilize, or limitations in our ability to utilize, net operating loss carryforwards to reduce our future tax liability;

· Risks related to our outstanding indebtedness and our ability to satisfy those obligations;

· Costs and other risks associated with the Sarbanes-Oxley Act and the Dodd-Frank Act, including in connection with potentially becoming a large accelerated filer;

· Risks related to the ownership of our common stock; and

· Other factors that are described in Part I, Item 1A. “Risk Factors” in our Annual Report on Form 10-K for the year ended December 31, 2017.

Factors that could cause or contribute to such differences include, but are not limited to, those that are discussed in other documents we file with the Securities and Exchange Commission (“SEC”). Any forward-looking statement made by us in this Quarterly Report on Form 10-Q speaks only as of the date on which it is made. Factors or events that could cause our actual results to differ may emerge from time to time, and it is not possible for us to predict all of them. We undertake no obligation to publicly update any forward-looking statement, whether as a result of new information, future developments or otherwise, except as may be required by law.

Available Information

Our global Internet site is www.lantheus.com. We routinely make available important information, including copies of our Annual Reports on Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form 8-K and amendments to those reports filed or furnished pursuant to Section 13(a) or 15(d) of the Securities Exchange Act of 1934, as soon as reasonably practicable after such reports are electronically filed with, or furnished to, the SEC, free of charge on our website at www.investor.lantheus.com. We recognize our website as a key channel of distribution to reach public investors and as a means of disclosing material non-public information to comply with our disclosure obligations under SEC Regulation FD. Information contained on our website shall not be deemed incorporated into, or to be part of, this Quarterly Report on Form 10-Q, and any website references are not intended to be made through active hyperlinks.

The public may read and copy any materials we file with the SEC at the SEC’s Public Reference Room at 100 F Street, N.E., Washington, D.C. 20549. The public may obtain information on the operation of the Public Reference Room by calling the SEC at 1-800-SEC-0330. Our reports filed with, or furnished to, the SEC are also available on the SEC’s website at www.sec.gov, and for Annual Reports on Form 10-K and Quarterly Reports on Form 10-Q, in an XBRL (Extensible Business Reporting Language) format. XBRL is an electronic coding language used to create interactive financial statement data over the Internet. The information on our website is neither part of nor incorporated by reference in this Quarterly Report on Form 10-Q.

The following discussion and analysis of our financial condition and results of operations should be read together with the condensed consolidated financial statements and the related notes included in Item 1 of this Quarterly Report on Form 10-Q as well as the other factors described in Part I, Item 1A. “Risk Factors” in our Annual Report on Form 10-K for the year ended December 31, 2017.
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Overview

Our Business

We are a global leader in the development, manufacture and commercialization of innovative diagnostic medical imaging agents and products that assist clinicians in the diagnosis and treatment of cardiovascular and other diseases. Clinicians use our imaging agents and products across a range of imaging modalities, including echocardiography and nuclear imaging. We believe that the resulting improved diagnostic information enables healthcare providers to better detect and characterize, or rule out, disease, potentially achieving improved patient outcomes, reducing patient risk and limiting overall costs for payers and the entire healthcare system.

Our commercial products are used by cardiologists, nuclear physicians, radiologists, internal medicine physicians, technologists and sonographers working in a variety of clinical settings. We sell our products to radiopharmacies, integrated delivery networks, hospitals, clinics and group practices.

We sell our products globally and have operations in the U.S., Puerto Rico and Canada and third party distribution relationships in Europe, Canada, Australia, Asia-Pacific and Latin America.

Our Product Portfolio

Our product portfolio includes an ultrasound contrast agent and nuclear imaging products. Our principal products include the following:

· DEFINITY is an ultrasound contrast agent used in ultrasound exams of the heart, also known as echocardiography exams. DEFINITY contains perflutren-containing lipid microspheres and is indicated in the U.S. for use in patients with suboptimal echocardiograms to assist in imaging the left ventricular chamber and left endocardial border of the heart in ultrasound procedures. We launched DEFINITY in 2001, and in the U.S., an Orange Book-listed composition of matter patent will expire in 2019, a manufacturing patent will expire in 2021, a new Orange Book-listed method of use patent will expire in 2037 and another manufacturing patent will expire in 2037. In numerous foreign jurisdictions, patent protection or regulatory exclusivity will currently expire in 2019.

· TechneLite is a Technetium generator that provides the essential nuclear material used by radiopharmacies to radiolabel Cardiolite, Neurolite and other Technetium-based radiopharmaceuticals used in nuclear medicine procedures. TechneLite uses Moly as its active ingredient.

· Xenon is a radiopharmaceutical gas that is inhaled and used to assess pulmonary function and also for imaging cerebral blood flow. Xenon is manufactured by a third party and is processed and finished by us.

Sales of our contrast agent, DEFINITY, are made in the U.S. and Canada through a DEFINITY direct sales team. In the U.S., our nuclear imaging products, including TechneLite, Xenon, Neurolite and Cardiolite, are primarily distributed through commercial radiopharmacies, the majority of which are controlled by or associated with Cardinal, UPPI, GE Healthcare and Triad. A small portion of our nuclear imaging product sales in the U.S. are made through our direct sales force to hospitals and clinics that maintain their own in-house radiopharmaceutical capabilities. Outside the U.S., we own one radiopharmacy in Puerto Rico, where we sell our own products as well as products of third parties to end-users.

We also maintain our own direct sales force in Canada so that we can control the importation, marketing, distribution and sale of our imaging agents in Canada. In Europe, Australia, Asia-Pacific and Latin America, we rely on third-party distributors to market, sell and distribute our nuclear imaging and contrast agent products, either on a country-by-country basis or on a multi-country regional basis.

The following table sets forth our revenues derived from our principal products:

	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	March 31,
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	% of
	
	
	
	% of

	
	(in thousands)
	
	2018
	
	Revenues
	
	2017
	
	Revenues

	
	
	
	
	
	
	
	
	
	
	
	

	
	DEFINITY
	$
	44,655
	
	54.0%
	
	$
	37,712
	
	46.4%

	
	TechneLite
	
	21,395
	
	25.9%
	
	
	26,825
	
	33.0%

	
	
	
	
	
	
	
	
	
	
	
	

	
	Xenon
	
	7,927
	
	9.6%
	
	
	8,060
	
	9.9%

	
	Other
	
	8,653
	
	10.5%
	
	
	8,762
	
	10.7%

	
	
	
	
	
	
	
	
	
	
	
	

	
	Total revenues
	$
	82,630
	
	100.0%
	
	$
	81,359
	
	100.0%

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	18
	
	
	
	
	



Table of Contents


Key Factors Affecting Our Results

Our business and financial performance have been, and continue to be, affected by the following:

Growth of DEFINITY and Our Microbubble Franchise Strategy

We believe the market opportunity for our contrast agent, DEFINITY, remains significant. DEFINITY is currently our fastest growing and highest margin commercial product. We believe that DEFINITY sales will continue to grow and that DEFINITY will constitute a greater share of our overall product mix. As we better educate the physician and healthcare provider community about the benefits and risks of this product, we believe we will be able to continue to grow the appropriate use of DEFINITY in suboptimal echocardiograms.

There are three echocardiography contrast agents approved by the FDA for sale in the U.S.—DEFINITY which we estimated as having over 80% of the U.S. market for contrast agents in echocardiography procedures as of December 31, 2017, Optison from GE Healthcare and Lumason from Bracco. As part of our microbubble franchise strategy, we continue to actively pursue additional patents in connection with DEFINITY, alternative microbubble formulations and related technology. We also plan to initiate additional clinical trials with DEFINITY in the second half of 2018 to pursue expansion of the current DEFINITY indication to include EF. However, we can give no assurance that our microbubble franchise strategy will be successful or that new patents or approvals will protect the agent or be defensible in the face of potential generic competition. See Part I, Item 1A. “Risk Factors—The growth of our business is substantially dependent on our ability to continue to grow the appropriate use of DEFINITY in suboptimal echocardiograms in the face of increased segment competition from other existing echocardiography agents and potential generic competitors as a result of future patent and regulatory exclusivity expirations” of our Annual Report on Form 10-K for the year ended December 31, 2017.

Competition for Xenon

Xenon gas for lung ventilation diagnosis is our third largest product by revenues. In order to increase the predictability of our Xenon business, we have entered into Xenon supply agreements with customers at committed volumes and reduced prices. These steps have resulted in more predictable Xenon unit volumes. Historically, several companies, including Curium, sold packaged Xenon as a pulmonary imaging agent in the U.S., but from 2010 through the first quarter of 2016, we were the only supplier of this imaging agent in the U.S. In March 2016, Curium received regulatory approval from the FDA to again sell packaged Xenon in the U.S. and began to do so. Depending upon the pricing, extent of availability and market penetration of Curium’s offering, we believe we are at risk for volume loss and price erosion from those customers that are not subject to price or volume commitments with us. In addition to competition from Curium, other imaging agents and modalities could potentially compete with, or displace, packaged Xenon in pulmonary studies. If there is an increase in the use of other imaging agents or modalities in place of packaged Xenon, our current sales volumes would decrease, which could have a negative effect on our business, results of operations, financial condition and cash flows. See Part I, Item 1A. “Risk Factors—We face revenue and unit volume risk for Xenon in pulmonary studies as a result of competition from Curium and potentially others” of our Annual Report on Form 10-K for the year ended December 31, 2017.

Inventory Supply

We obtain a substantial portion of our imaging agents from third-party suppliers. JHS is currently our sole source manufacturer of DEFINITY, Neurolite, Cardiolite and evacuation vials, the latter being an ancillary component for our TechneLite generators. We are currently seeking approval from certain foreign regulatory authorities for JHS to manufacture certain of our products. Until we receive these approvals, we will face continued limitations on where we can sell those products outside of the U.S.

In addition to JHS, we are also currently working to secure additional alternative suppliers for our key products as part of our ongoing supply chain diversification strategy. We have ongoing development and technology transfer activities for an alternative microbubble formulation with SBL, which is located in South Korea, but we cannot give any assurances as to if and when those technology transfer activities will be completed and when we will begin to receive supply of an alternative microbubble formulation from SBL. We have also commenced an extensive, multi-year effort to add specialized manufacturing capabilities at our North Billerica, Massachusetts facility. This project is part of a larger strategy to create a competitive advantage in specialized manufacturing, which will also allow us to optimize our costs and reduce our supply chain risk. As part of this project, we plan to retrofit an underutilized manufacturing and storage building to house our proposed manufacturing facility. We can give no assurance that we will be successful in these efforts or that we will be able to successfully manufacture any additional commercial products at our North Billerica, Massachusetts facility. See Part I, Item 1A. “Risk Factors—Our dependence upon third parties for the manufacture and supply of a substantial portion of our products could prevent us from delivering our products to our customers in the required quantities, within the required timeframes, or at all, which could result in order cancellations and decreased revenues” of our Annual Report on Form 10-K for the year ended December 31, 2017.

Radiopharmaceuticals are decaying radioisotopes with half-lives ranging from a few hours to several days. These products cannot be kept in inventory because of their limited shelf lives and are subject to just-in-time manufacturing, processing and distribution, which takes place at our North Billerica, Massachusetts facility.
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Global Isotope Supply

We currently have Moly supply agreements with NTP of South Africa, for itself and on behalf of its subcontractor ANSTO of Australia, running through December 31, 2020, and with IRE, running through December 31, 2018, renewable by us on a year-to-year basis thereafter. We also have a Xenon supply agreement with IRE which runs through June 30, 2019, also subject to extensions.

Historically, our largest supplier of Moly was Nordion, which relied on the National Research Universal (“NRU”) reactor in Canada for its supply of Moly. As a result of a decision by the Government of Canada, the NRU reactor exited the medical isotope business in November 2016. ANSTO has already significantly increased its Moly production capacity from its existing facility in August 2016 and has under construction, in cooperation with NTP, a new Moly processing facility that ANSTO believes will expand its production capacity, which is expected to be in commercial operation in the second half of 2018. In addition, IRE received approval from its regulator to expand its production capability by up to 50% of its former capacity. The combined ANSTO and IRE production capacity is expected to replace what was the NRU’s most recent routine production.

We believe we are generally well-positioned with ANSTO, IRE and NTP to have a secure supply of Moly, including low-enriched uranium-based Moly produced from targets containing less than 20% of Uranium-235. However, we still have challenges from to time to time in our Moly supply chain. For example, due to regulatory issues, the NTP processing facility was off-line from late November 2017 until mid-February 2018, and we were forced to rely on Moly supply from only ANSTO and IRE during this period, resulting in our inability to fill all of the demand for our TechneLite generators on certain manufacturing days and consequently decreasing revenue and cash flow from this product line during this period as compared to prior periods.

We are receiving bulk unprocessed Xenon from IRE, which we are processing and finishing for our customers. We believe we are well-positioned to supply Xenon to our customers. See Part I, Item 1A. “Risk Factors—The global supply of Moly is fragile and not stable. Our dependence on a limited number of third party suppliers for Moly could prevent us from delivering some of our products to our customers in the required quantities, within the required timeframe, or at all, which could result in order cancellations and decreased revenues” and “—Our dependence upon third parties for the manufacture and supply of a substantial portion of our products could prevent us from delivering our products to our customers in the required quantities, within the required timeframes, or at all, which could result in order cancellations and decreased revenues” of our Annual Report on Form 10-K for the year ended December 31, 2017.

Research and Development Expenses

To remain a leader in the marketplace, we have historically made substantial investments in new product development. As a result, the positive contributions of those internally funded research and development programs have been a key factor in our historical results and success. On April 25, 2017, we announced entering into a definitive, exclusive Collaboration and License Agreement with GE Healthcare for the continued Phase 3 development and worldwide commercialization of flurpiridaz F 18. As part of our microbubble franchise strategy, in the second half of 2018, we plan to initiate additional clinical trials with DEFINITY to pursue expansion of the current DEFINITY indication to include EF. In addition, by year end 2018, we currently anticipate entering into a single Phase 3 clinical trial for LMI 1195 to demonstrate improved risk stratification of ischemic heart failure patients. Our investments in these additional clinical activities will increase our operating expenses and impact our results of operations and cash flow.

Segments

We report our results of operations in two operating segments: U.S. and International. We generate a greater proportion of our revenues and net income in the U.S. segment, which consists of all regions of the U.S. with the exception of Puerto Rico.

Executive Overview

Our results for the three months ended March 31, 2018 as compared to the corresponding period in 2017 reflect the following:

· increased revenues for DEFINITY in the suboptimal echocardiogram segment as a result of our continued focused sales efforts;

· decreased revenues for TechneLite primarily as a result of a temporary supplier disruption;

· decreased depreciation expense as a result of the scheduled decommissioning of certain long-lived assets during the prior year period;

· decreases in general and administrative expense of $1.7 million incurred in connection with the refinancing of our debt, as well as a related $2.2 million loss on the extinguishment of debt during the prior year period;

· decreased interest expense of $1.4 million due to the refinancing, and subsequent repricing, of our debt; and

· increased tax expense due to the profit generated during the three months ended March 31, 2018 and the fact that we no longer record a valuation allowance against our domestic deferred tax assets.
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Results of Operations

The following is a summary of our consolidated results of operations:

	
	
	
	
	
	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	
	
	
	
	
	
	March 31,
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	(in thousands)
	
	
	
	
	2018
	
	
	
	2017
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Revenues
	
	
	
	
	$
	82,630
	$
	
	81,359
	
	

	
	
	Cost of goods sold
	
	
	
	
	
	
	40,321
	
	
	
	41,597
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Gross profit
	
	
	
	
	
	
	42,309
	
	
	
	39,762
	
	

	
	
	Operating expenses
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Sales and marketing
	
	
	
	
	
	
	10,640
	
	
	
	10,214
	
	

	
	
	General and administrative
	
	
	
	
	
	
	12,543
	
	
	
	12,270
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Research and development
	
	
	
	
	
	
	3,989
	
	
	
	5,351
	
	

	
	
	Total operating expenses
	
	
	
	
	
	
	27,172
	
	
	
	27,835
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	Operating income
	
	
	
	
	
	
	15,137
	
	
	
	11,927
	
	

	
	
	Interest expense
	
	
	
	
	
	
	4,050
	
	
	
	5,420
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Loss on extinguishment of debt
	
	
	
	
	
	
	
	—
	
	
	
	2,161
	
	

	
	
	Other income
	
	
	
	
	
	
	(920)
	
	
	
	(577)
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Income before income taxes
	
	
	
	
	
	
	12,007
	
	
	
	4,923
	
	

	
	
	Income tax expense
	
	
	
	
	
	
	3,796
	
	
	
	785
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Net income
	
	
	
	
	
	$
	8,211
	$
	
	4,138
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Comparison of the Periods Ended March 31, 2018 and 2017
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Revenues
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Segment revenues are summarized by product as follows:
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	Three Months Ended
	
	
	

	
	
	
	
	
	
	
	
	
	
	March 31,
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	Change
	Change
	

	
	(in thousands)
	
	2018
	
	
	2017
	$
	
	
	
	%
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	U.S.
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	DEFINITY
	$
	43,506
	
	$
	36,923
	$
	6,583
	
	17.8 %
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	TechneLite
	
	18,063
	
	
	23,308
	
	
	(5,245)
	
	(22.5)%
	

	
	Xenon
	
	7,927
	
	
	8,058
	
	
	(131)
	
	(1.6)%
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other
	
	1,992
	
	
	2,738
	
	
	(746)
	
	(27.2)%
	

	
	Total U.S. revenues
	
	71,488
	
	
	71,027
	
	
	461
	
	0.6 %
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	International
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	DEFINITY
	
	1,149
	
	
	789
	
	
	360
	
	45.6 %
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	TechneLite
	
	3,332
	
	
	3,517
	
	
	(185)
	
	(5.3)%
	

	
	Xenon
	
	—
	
	2
	
	
	(2)
	
	(100.0)%
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Other
	
	6,661
	
	
	6,024
	
	
	637
	
	10.6 %
	

	
	Total International revenues
	
	11,142
	
	
	10,332
	
	
	810
	
	7.8 %
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Total revenues
	$
	82,630
	
	$
	81,359
	$
	1,271
	
	1.6 %
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



The increase in the U.S. segment revenues for the three months ended March 31, 2018, as compared to the prior year period is primarily due to a

$6.6 million increase in DEFINITY revenues as a result of higher unit volumes. This was offset, in part by a $5.2 million decrease in TechneLite revenues

primarily as a result of lower unit volumes due to a temporary supplier disruption and a $0.7 million increase in rebate and allowance provisions.

The increase in the International segment revenues for the three months ended March 31, 2018, as compared to the prior year period is primarily due to a $0.4 million increase in DEFINITY revenues as a result of higher unit volumes and $0.4 million as a result of higher Thallium volumes.
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Rebates and Allowances

Estimates for rebates and allowances represent our estimated obligations under contractual arrangements with third parties. Rebate accruals and allowances are recorded in the same period the related revenue is recognized, resulting in a reduction to other revenue and the establishment of a liability which is included in accrued expenses. These rebates and allowances result from performance-based offers that are primarily based on attaining contractually specified sales volumes and growth, Medicaid rebate programs for our products, administrative fees of group purchasing organizations, royalties and certain distributor related commissions. The calculation of the accrual for these rebates and allowances is based on an estimate of the third-party’s buying patterns and the resulting applicable contractual rebate or commission rate(s) to be earned over a contractual period.

An analysis of the amount of, and change in, reserves is summarized as follows:

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	Rebates and
	

	
	(in thousands)
	
	
	
	
	
	
	
	
	
	Allowances
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Balance, January 1, 2018
	
	
	
	
	
	
	
	
	$
	2,860
	

	
	Provision related to current period revenues
	
	
	
	
	
	
	
	
	
	3,027
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Adjustments relating to prior period revenues
	
	
	
	
	
	
	
	
	(121)
	

	
	Payments or credits made during the period
	
	
	
	
	
	
	
	
	
	(2,776)
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Balance, March 31, 2018
	
	
	
	
	
	
	
	
	$
	2,990
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Gross Profit
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	Gross profit is summarized by segment as follows:
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	Three Months Ended
	
	
	
	

	
	
	
	
	
	
	
	
	
	March 31,
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	Change
	
	Change
	

	
	
	(in thousands)
	
	2018
	
	
	2017
	
	
	$
	
	%
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	U.S.
	$
	39,873
	
	$
	37,969
	
	$
	1,904
	
	5.0%
	
	

	
	
	International
	
	2,436
	
	
	1,793
	
	
	643
	
	35.9%
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	Total gross profit
	$
	42,309
	
	$
	39,762
	
	$
	2,547
	
	6.4%
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



The increase in the U.S. segment gross profit for the three months ended March 31, 2018 over the prior year period is primarily due to higher DEFINITY unit volumes. This was offset by lower TechneLite unit volumes as a result of a temporary supplier disruption and an increase in excess and obsolete inventory reserves of other materials.

The increase in the International segment gross profit for the three months ended March 31, 2018 over the prior year period is primarily due to higher DEFINITY unit volumes.

Sales and Marketing

Sales and marketing expenses consist primarily of salaries and other related costs for personnel in field sales, marketing, business development and customer service functions. Other costs in sales and marketing expenses include the development and printing of advertising and promotional material, professional services, market research and sales meetings.

Sales and marketing expense is summarized by segment as follows:

	
	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	
	March 31,
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	Change
	Change

	
	(in thousands)
	
	2018
	
	
	2017
	
	
	$
	
	%

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	U.S.
	$
	9,987
	
	$
	9,566
	
	$
	421
	
	4.4%

	
	International
	
	653
	
	
	648
	
	
	5
	
	0.8%

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Total sales and marketing
	$
	10,640
	
	$
	10,214
	
	$
	426
	
	4.2%

	
	
	
	
	
	
	
	
	
	
	
	
	



The increase in the U.S. segment sales and marketing expenses for the three months ended March 31, 2018 over the prior year period is primarily due to employee-related expenses.
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General and Administrative

General and administrative expenses consist of salaries and other related costs for personnel in executive, finance, legal, information technology and human resource functions. Other costs included in general and administrative expenses are professional fees for information technology services, external legal fees, consulting and accounting services as well as bad debt expense, certain facility and insurance costs, including director and officer liability insurance.

General and administrative expense is summarized by segment as follows:

	
	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	
	March 31,
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	Change
	Change

	
	(in thousands)
	
	2018
	
	
	2017
	
	
	$
	
	%

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	U.S.
	$
	12,387
	
	$
	12,106
	
	$
	281
	
	2.3 %

	
	International
	
	156
	
	
	164
	
	
	(8)
	
	(4.9)%

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Total general and administrative
	$
	12,543
	
	$
	12,270
	
	$
	273
	
	2.2 %

	
	
	
	
	
	
	
	
	
	
	
	
	



The increase in the U.S. segment general and administrative expenses for the three months ended March 31, 2018 over the prior year period was primarily due to higher employee-related expenses, campus consolidation costs and higher information technology and legal costs, which were partially offset by non-recurrence of $1.7 million of debt refinancing costs incurred in the prior year period.

Research and Development

Research and development expenses relate primarily to the development of new products to add to our portfolio and costs related to our medical affairs, medical information and regulatory functions. We do not allocate research and development expenses incurred in the U.S. to our International segment.

Research and development expense is summarized by segment as follows:

	
	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	
	March 31,
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	Change
	Change

	(in thousands)
	
	2018
	
	
	2017
	
	
	$
	
	%

	
	
	
	
	
	
	
	
	
	
	
	
	

	U.S.
	$
	3,343
	
	$
	5,129
	
	$
	(1,786)
	
	(34.8)%

	International
	
	646
	
	
	222
	
	
	424
	
	191.0 %

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	Total research and development
	$
	3,989
	
	$
	5,351
	
	$
	(1,362)
	
	(25.5)%

	
	
	
	
	
	
	
	
	
	
	
	
	



The decrease in the U.S. segment research and development expenses for the three months ended March 31, 2018 over the prior year period is primarily due to a decrease in depreciation expense resulting from the scheduled decommissioning of certain long-lived assets associated with research and development operations partially offset by higher employee-related expenses.

The increase in the International segment research and development expenses for the three months ended March 31, 2018 over the prior year period is driven by a European Phase 4 study for one of our products.

Interest Expense

Interest expense decreased by approximately $1.4 million for the three months ended March 31, 2018 as compared to the prior year period due to comparatively lower outstanding principal balances and effective interest rates on our long-term debt during the period as a result of our March 2017 refinancing and November 2017 repricing.

Loss on Extinguishment of Debt

For the three months ended March 31, 2017, we incurred a $2.2 million loss on extinguishment of debt in connection with the refinancing of our existing indebtedness with the new term loan and revolving credit facilities, see Note 9, “Financing Arrangements” to our condensed consolidated financial statements.
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Income Tax Expense

Income tax expense for the periods presented is summarized as follows:

	
	
	
	
	
	
	
	Three Months Ended
	

	
	
	
	
	
	
	
	March 31,
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	Change
	Change

	(in thousands)
	
	2018
	
	
	2017
	
	
	$
	
	%

	
	
	
	
	
	
	
	
	
	
	
	
	

	Income tax expense
	$
	3,796
	
	$
	785
	
	$
	3,011
	
	383.6%

	
	
	
	
	
	
	
	
	
	
	
	
	



We recorded income tax expense of $3.8 million for the three months ended March 31, 2018, compared to $0.8 million as compared to the same period in 2017. We provide for income tax expense based on the estimated effective tax rate for the full year, adjusted for any discrete events which are recorded in the period they occur.

Our effective tax rate for the periods presented are as follows:

Three Months Ended

March 31,
[image: ]

	
	2018
	
	2017

	
	
	
	

	Effective tax rate
	31.6%
	
	15.9%

	
	
	
	



Our effective tax rate in fiscal 2018 differs from the U.S. statutory rate of 21% principally due to the impact of U.S. state taxes, uncertain tax positions, and losses in certain jurisdictions for which no tax benefit can be recorded.

The increase in effective income tax rate for the three months ended March 31, 2018 was due to the fact that we were maintaining a full valuation allowance on our domestic and most of our foreign net deferred tax assets prior to December 31, 2017, at which time the valuation allowance related to our domestic net deferred tax assets was released.

As a result, the income tax provision for the three months ended March 31, 2018 was primarily due to the income generated in the period and interest associated with uncertain tax positions. The income tax provision for the three months ended March 31, 2017 was primarily from interest associated with uncertain tax positions and taxes due in certain foreign jurisdictions where we generated taxable income.

We regularly assess our ability to realize our deferred tax assets. Assessing the realizability of deferred tax assets requires significant management judgment. In determining whether our deferred tax assets are more-likely-than-not realizable, we evaluate all available positive and negative evidence, and weigh the objective evidence and expected impact. We released our full valuation allowance recorded against our domestic deferred tax assets during the year ended December 31, 2017. We continue to record a partial valuation allowance against our foreign net deferred tax assets.

	Liquidity and Capital Resources
	
	
	
	
	

	Cash Flows
	
	
	
	
	

	The following table provides information regarding our cash flows:
	
	
	
	
	

	
	
	
	
	Three Months Ended

	
	
	
	
	March 31,
	

	
	
	
	
	
	
	
	

	
	(in thousands)
	
	2018
	
	
	2017

	
	
	
	
	
	
	
	

	
	Net cash (used in) provided by operating activities
	$
	(666)
	
	$
	5,524

	
	Net cash used in investing activities
	$
	(1,135)
	
	$
	(4,564)

	
	
	
	
	
	
	
	

	
	Net cash used in financing activities
	$
	(704)
	
	$
	(11,254)

	
	
	
	
	
	
	
	



Net Cash Provided by Operating Activities

Net cash used in operating activities of $0.7 million in the three months ended March 31, 2018 was driven primarily by net decreases of $18.9 million related to movements in our working capital accounts during the period, which were primarily driven by higher accounts receivable related to increases in revenues to certain major customers, timing of inventory purchases during the period and the payment of prior year annual bonuses. Offsetting these net uses of cash were net income of $8.2 million, depreciation, amortization and accretion expense of $3.6 million, changes in deferred taxes of $2.9 million, stock-based compensation expense of $1.8 million, and provision for excess and obsolete inventory of $1.2 million.
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Cash provided by operating activities of $5.5 million for the three months ended March 31, 2017 was driven primarily by net income of $4.1 million

plus $6.2 million of depreciation, amortization and accretion expense, $0.9 million of stock-based compensation expense and a $2.2 million loss on debt

extinguishment. These net sources of cash were offset by a decrease in cash from working capital. Our working capital decrease was driven primarily by a

$3.2 million decrease in accrued expenses and other liabilities due to the payment of prior year annual bonuses, a $3.1 million decrease in accounts receivable

due to increases in certain major customer balances, a $2.4 million decrease due to inventory movements during the period, offset by a $1.2 million increase

in accounts payable as a result of the timing of payment runs.

Net Cash Used in Investing Activities

Net cash used in investing activities during the three months ended March 31, 2018 reflected $2.1 million in capital expenditures offset by the cash proceeds of $1.0 million received from the sale of land.

Net cash used in investing activities during the three months ended March 31, 2017 reflected $4.9 million in capital expenditures offset by the cash proceeds of $0.3 million received from the sale of assets from our Australian radiopharmacy business during the third quarter of 2016.

Net Cash Used in Financing Activities

Net cash used in financing activities during the three months ended March 31, 2018 reflected payments on long-term debt of $0.7 million, payments for minimum statutory tax withholding related to net share settlement of equity awards of $0.7 million, offset by proceeds of $0.5 million from the exercise of stock options.

Net cash used in financing activities during the three months ended March 31, 2017 was primarily related to the net outflow of $11.5 million in connection with our refinancing of our previous $365.0 million seven-year term loan agreement with a new five-year $275.0 million term loan facility.

External Sources of Liquidity

In March 2017, we refinanced our 2015 $365 million seven-year term loan facility with a new five-year $275 million term loan facility (the “2017 Term Facility” and the loans thereunder, the “Term Loans”). In addition, we replaced our revolving facility with a new $75 million five-year revolving credit facility (the “2017 Revolving Facility” and, together with the 2017 Term Facility, the “2017 Facility”). The terms of the 2017 Facility are set forth in that certain Amended and Restated Credit Agreement, dated as of March 30, 2017 (the “Credit Agreement”), by and among us, the lenders from time to time party thereto and JPMorgan Chase Bank, N.A., as administrative agent and collateral agent. The 2017 Term Facility was issued net of a $0.7 million discount. We have the right to request an increase to the 2017 Term Facility or request the establishment of one or more new incremental term loan facilities, in an aggregate principal amount of up to $75.0 million, plus additional amounts, in certain circumstances.

On November 29, 2017, we entered into Amendment No. 1 (the “Repricing Amendment”) to the 2017 Facility to, among other things, (i) reduce the applicable interest rate margins with respect to the LIBOR and Base Rate Term Loans (as defined in the Credit Agreement) and (ii) reduce the applicable interest rate margins with respect to the LIBOR and Base Rate Revolving Loans (as defined in the Credit Agreement).

The Term Loans under the 2017 Term Facility bear interest, with pricing based from time to time at our election at (i) LIBOR plus a spread of 3.75% or

(ii) the Base Rate plus a spread of 2.75%. Interest is payable (i) with respect to LIBOR Term Loans, at the end of each Interest Period (as defined in the Credit Agreement) and (ii) with respect to Base Rate Term Loans, at the end of each quarter. At March 31, 2018, our interest rate under the 2017 Term Facility was 5.6%. As of March 31, 2018, the principal balance outstanding on our 2017 Term Facility was $272.3 million.

We are permitted to voluntarily prepay the Term Loans, in whole or in part. The 2017 Term Facility requires us to make mandatory prepayments of the outstanding Term Loans in certain circumstances. The 2017 Term Facility amortizes at 1.00% per year until its June 30, 2022 maturity date.

Under the terms of the 2017 Revolving Facility, the lenders thereunder agreed to extend credit to us from time to time until March 30, 2022 (the “Revolving Termination Date”) consisting of revolving loans (the “Revolving Loans” and, together with the Term Loans, the “Loans”) in an aggregate principal amount not to exceed $75 million (the “Revolving Commitment”) at any time outstanding. The 2017 Revolving Facility includes a $20 million sub-facility for the issuance of letters of credit (the “Letters of Credit”). The Letters of Credit and the borrowings under the 2017 Revolving Facility are expected to be used for working capital and other general corporate purposes.
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The Revolving Loans under the 2017 Revolving Facility bear interest, with pricing based from time to time at our election at (i) LIBOR plus a spread of 3.00% or (ii) the Base Rate (as defined in the Credit Agreement) plus a spread of 2.00%. The 2017 Revolving Facility also includes an unused line fee, which is set at 0.38% while our secured leverage ratio (as defined in the Credit Agreement) is greater than 3.00 to 1.00 and 0.25% when our secured leverage ratio is less than or equal to 3.00 to 1.00.

We are permitted to voluntarily prepay the Revolving Loans, in whole or in part, or reduce or terminate the Revolving Commitment, in each case, without premium or penalty. On any business day on which the total amount of outstanding Revolving Loans and Letters of Credit exceeds the total Revolving Commitment, we must prepay the Revolving Loans in an amount equal to such excess. The 2017 Facility contains a number of affirmative, negative, reporting and financial covenants, in each case subject to certain exceptions and materiality thresholds. The 2017 Facility requires us to be in quarterly compliance, measured on a trailing four quarter basis, with a financial covenant. The maximum consolidated leverage ratio permitted by the financial covenant is displayed in the table below:

	
	Consolidated

	Period
	Leverage Ratio

	
	

	Q2 2018 through Q1 2019
	4.75 to 1.00

	Thereafter
	4.50 to 1.00



The 2017 Facility contains usual and customary restrictions on our ability and that of our subsidiaries to: (i) incur additional indebtedness (ii) create liens; (iii) consolidate, merge, sell or otherwise dispose of all or substantially all of our assets; (iv) sell certain assets; (v) pay dividends on, repurchase or make distributions in respect of capital stock or make other restricted payments; (vi) make certain investments; (vii) repay subordinated indebtedness prior to stated maturity; and (viii) enter into certain transactions with our affiliates.

Upon an event of default, the administrative agent under the Credit Agreement will have the right to declare the Loans and other obligations outstanding immediately due and payable and all commitments immediately terminated or reduced.

The 2017 Facility is guaranteed by Holdings and Lantheus MI Real Estate, LLC (“LMI-RE”), and obligations under the 2017 Facility are generally secured by first priority liens over substantially all of the assets of each of LMI, Holdings and LMI-RE (subject to customary exclusions set forth in the transaction documents) owned as of March 30, 2017 or thereafter acquired.

Our ability to fund our future capital needs will be affected by our ability to continue to generate cash from operations and may be affected by our ability to access the capital markets, money markets or other sources of funding, as well as the capacity and terms of our financing arrangements.

We may from time to time repurchase or otherwise retire our debt and take other steps to reduce our debt or otherwise improve our balance sheet. These actions may include prepayments of our term loans or other retirements or refinancing of outstanding debt, privately negotiated transactions or otherwise. The amount of debt that may be retired, if any, would be decided at the sole discretion of our Board of Directors and will depend on market conditions, our cash position and other considerations.

Funding Requirements

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

· The pricing environment and the level of product sales of our currently marketed products, particularly DEFINITY and any additional products that we may market in the future;

· Revenue mix shifts and associated volume and selling price changes that could result from contractual status changes with key customers and additional competition;

· Our investment in the further clinical development and commercialization of existing products and development candidates;

· The costs of investing in our facilities, equipment and technology infrastructure;

· The extent to which we acquire or invest in new products, businesses and technologies;

· The costs and timing of establishing manufacturing and supply arrangements for commercial supplies of our products;

· Our ability to have product manufactured and released from JHS and other manufacturing sites in a timely manner in the future;

· The costs of further commercialization of our existing products, particularly in international markets, including product marketing, sales and distribution and whether we obtain local partners to help share such commercialization costs;
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· The extent to which we choose to establish collaboration, co-promotion, distribution or other similar arrangements for our marketed products;

· The legal costs relating to maintaining, expanding and enforcing our intellectual property portfolio, pursuing insurance or other claims and defending against product liability, regulatory compliance or other claims; and

· The cost of interest on any additional borrowings which we may incur under our financing arrangements.

Until we successfully become dual sourced for our principal products, we are vulnerable to future supply shortages. Disruption in the financial performance could also occur if we experience significant adverse changes in product or customer mix, broad economic downturns, adverse industry or company conditions or catastrophic external events, including natural disasters and political or military conflict. If we experience one or more of these events in the future, we may be required to implement additional expense reductions, such as a delay or elimination of discretionary spending in all functional areas, as well as scaling back select operating and strategic initiatives.

If our capital resources become insufficient to meet our future capital requirements, we would need to finance our cash needs through public or private equity offerings, assets securitizations, debt financings, sale-leasebacks or other financing or strategic alternatives, to the extent such transactions are permissible under the covenants of our Credit Agreement. Additional equity or debt financing, or other transactions, may not be available on acceptable terms, if at all. If any of these transactions require an amendment or waiver under the covenants in our Credit Agreement, which could result in additional expenses associated with obtaining the amendment or waiver, we will seek to obtain such a waiver to remain in compliance with those covenants. However, we cannot be assured that such an amendment or waiver would be granted, or that additional capital will be available on acceptable terms, if at all.

At March 31, 2018, our only current committed external source of funds is our borrowing availability under our 2017 Revolving Facility. We had $73.7 million of cash and cash equivalents at March 31, 2018. Our 2017 Facility contains a number of affirmative, negative, reporting and financial covenants, in each case subject to certain exceptions and materiality thresholds. Incremental borrowings under the 2017 Revolving Facility may affect our ability to comply with the covenants in the 2017 Facility, including the financial covenant restricting consolidated net leverage. Accordingly, we may be limited in utilizing the full amount of our 2017 Revolving Facility as a source of liquidity.

Based on our current operating plans, we believe that our existing cash and cash equivalents, results of operations and availability under our 2017 Revolving Facility will be sufficient to continue to fund our liquidity requirements for the foreseeable future.

Critical Accounting Policies and Estimates

The discussion and analysis of our financial position and results of operations is based on our condensed consolidated financial statements, which have been prepared in accordance with generally accepted accounting principles in the United States of America (“U.S. GAAP”). The preparation of these condensed consolidated financial statements in accordance with U.S. GAAP requires us to make estimates and judgments that may affect the reported amounts of assets, liabilities, revenues and expenses, and related disclosure of contingent assets and liabilities. On an ongoing basis, we evaluate our estimates and judgments, including those related to revenue recognition and related allowances, inventory, impairments of long-lived assets including intangible assets, impairments of goodwill, income taxes including the valuation allowance for deferred tax assets. Actual results may differ materially 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.

There have been no other significant changes to our critical accounting policies or in the underlying accounting assumptions and estimates used in such policies in the three months ended March 31, 2018, except as set forth below. For further information, refer to our summary of significant accounting policies and estimates in our Annual Report on Form 10-K filed for the year ended December 31, 2017.

Revenue from Contracts with Customers

On January 1, 2018, we adopted Financial Accounting Standards Board Accounting Standards Codification Topic 606, Revenue from Contracts with Customers (“ASC 606”) using the modified retrospective method applied to those contracts which were not completed as of January 1, 2018. The provisions of ASC 606 supersedes the revenue recognition requirements in Topic 605 “Revenue Recognition”, and requires entities to recognize revenue when control of the promised goods or services is transferred to customers at an amount that reflects the consideration to which the entity expects to be entitled to in exchange for those goods or services. The adoption of ASC 606 requires us to provide expanded disclosures related to our contracts with customers but did not have a material impact on the Company’s consolidated financial position, results of operations, equity or cash flows as of the adoption date or for the periods presented.
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Revenue is measured based on a consideration specified in a contract with a customer, and excludes any sales incentives and amounts collected on behalf of third parties. We recognize revenue when we satisfy our performance obligations by transferring control over products or services to our customers. The amount of revenue we recognize reflects the consideration to which we expect to be entitled to receive in exchange for these goods or services. To achieve this core principle, we apply the following five steps: (1) identify the contracts with a customer; (2) identify the performance obligations in the contract; (3) determine the transaction price; (4) allocate the transaction price to the performance obligations in the contract; and (5) recognize revenue when (or as) we satisfies performance obligations.

We derive our revenues through arrangements with customers for product sales as well as licensing and royalty arrangements. We sell our products principally to distributors, radiopharmacies and directly to hospitals and clinics and we consider customer purchase orders, which in some cases are governed by master sales or group purchasing organization agreements, to be contracts with our customers. In addition to these arrangements, we also enter into licensing agreements under which we license certain rights to third parties. The terms of these arrangements typically include payment to us of one or more of the following: non-refundable, up-front license fees; development, regulatory and commercial milestone payments; and royalties on net sales of licensed products. We analyze various factors requiring management judgment when applying the five-step model to our contracts with customers.

Our product revenues are recorded at the net sales price (transaction price), which represents our sales price less estimates related to reserves which are established for items such as discounts, returns, rebates and allowances that may be provided for in certain contracts with our customers. Judgment is used in determining and updating our reserves on an on-going basis, and where appropriate, these estimates take into consideration a range of possible outcomes which are probability-weighted for relevant factors such as our historical experience, current contractual and statutory requirements, specific known market events and trends, industry data and forecasted customer buying and payment patterns. Overall, these reserves reflect the Company’s best estimates of the amount of consideration to which it is entitled based on the terms of the contract. Actual amounts of consideration ultimately received may differ from the Company’s estimates.

For our licensing and royalty arrangements, we use judgment in determining the number of performance obligations in a license agreement by assessing whether the license is distinct or should be combined with another performance obligation as well as the nature of the license. As part of the accounting for these arrangements, we develop assumptions that require judgment to determine the stand-alone selling price for each performance obligation identified in a contract. These key assumptions may include market conditions, reimbursement rates for personnel costs, development timelines and probabilities of regulatory success.

Off-Balance Sheet Arrangements

We are required to provide the U.S. Nuclear Regulatory Commission and Massachusetts Department of Public Health financial assurance demonstrating our ability to fund the decommissioning of our North Billerica, Massachusetts production facility upon closure, though we do not intend to close the facility. We have provided this financial assurance in the form of a $28.2 million surety bond.

Since inception, we have not engaged in any other off-balance sheet arrangements, including structured finance, special purpose entities or variable interest entities.

Item 3. Quantitative and Qualitative Disclosures About Market Risk

For quantitative and qualitative disclosures about market risk, see Part II, Item 7A, “Quantitative and Qualitative Disclosures About Market Risk,” of our Annual Report on Form 10-K for the year ended December 31, 2017. Our exposures to market risk have not changed materially since December 31, 2017.

Item 4. Controls and Procedures

Disclosure Controls and Procedures

The Company’s management, with the participation of the Company’s Chief Executive Officer (“CEO”) and Chief Financial Officer (“CFO”), its principal executive officer and principal financial officer, respectively, has evaluated the effectiveness of the Company’s disclosure controls and procedures as defined in Rule 13a-15(e) and 15d-15(e) of the Exchange Act. Based on that evaluation, the Company’s CEO and CFO concluded that the Company’s disclosure controls and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) were effective as of the period covered by this report.

Changes in Internal Controls Over Financial Reporting

There were no changes in our internal control over financial reporting during the quarter ended March 31, 2018 that have materially affected, or are reasonably likely to materially affect, our internal control over financial reporting. There were no significant changes to our internal control over financial reporting due to the adoption of ASC 606.
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PART II. OTHER INFORMATION

Item 1. Legal Proceedings

From time to time, we are a party to various legal proceedings arising in the ordinary course of business. In addition, we have in the past been, and may in the future be, subject to investigations by governmental and regulatory authorities which expose us to greater risks associated with litigation, regulatory or other proceedings, as a result of which we could be required to pay significant fines or penalties. The costs and outcome of litigation, regulatory or other proceedings cannot be predicted with certainty, and some lawsuits, claims, actions or proceedings may be disposed of unfavorably to us. In addition, intellectual property disputes often have a risk of injunctive relief which, if imposed against us, could materially and adversely affect our financial condition or results of operations.

As of March 31, 2018, we had no material ongoing litigation in which we were a party or any material ongoing regulatory or other proceeding and had no knowledge of any investigations by governmental or regulatory authorities in which we are a target that could have a material adverse effect on our current business.

We are currently in arbitration with Pharmalucence in connection with a Manufacturing and Supply Agreement, dated November 12, 2013, under which Pharmalucence agreed to manufacture and supply DEFINITY for us. The commercial arrangement contemplated by that agreement was repeatedly delayed and ultimately never successfully realized. After extended settlement discussions between Sun Pharma, the ultimate parent of Pharmalucence, and us, which did not lead to a mutually acceptable outcome, on November 10, 2017, we filed an arbitration demand (and later an amended arbitration demand) with the American Arbitration Association against Pharmalucence, alleging breach of contract, breach of the covenant of good faith and fair dealing, tortious misrepresentation and violation of the Massachusetts Consumer Protection Law, also known as Chapter 93A. We are seeking monetary damages but cannot predict the outcome of this dispute resolution proceeding and whether we will be able to obtain any financial recovery as a result of this proceeding.

Item 1A. Risk Factors

There have been no material changes to the risk factors set forth in our Annual Report on Form 10-K for the year ended December 31, 2017. For further information, refer to Part I, Item 1A. “Risk Factors” in our Annual Report on Form 10-K for the year ended December 31, 2017.

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds

Repurchases

The following table presents information with respect to purchases of common stock we made during the quarter ended March 31, 2018. The Company does not currently have a share repurchase program in effect. The 2015 Equity Incentive Plan, adopted by the Company on June 24, 2015, as amended on April 26, 2016 and as further amended on April 27, 2017 (the “2015 Plan”), provides for the withholding of shares to satisfy minimum statutory tax withholding obligations. It does not specify a maximum number of shares that can be withheld for this purpose. The shares of common stock withheld to satisfy minimum tax withholding obligations may be deemed to be “issuer purchases” of shares that are required to be disclosed pursuant to this Item 2.

	
	
	
	
	
	
	
	
	
	Approximate Dollar

	
	
	
	
	
	
	
	Total Number of
	
	Value of Shares that

	
	
	
	
	
	
	
	Shares Purchased as
	
	May Yet Be Purchased

	
	
	Total Number of
	
	Average Price Paid
	Part of Publicly
	
	Under

	Period
	Shares Purchased
	
	
	per Share
	Announced Programs
	
	the Program

	
	
	
	
	
	
	
	
	
	

	January 2018**
	2,384
	$
	23.38
	
	*
	*

	February 2018**
	32,923
	$
	19.80
	
	*
	*

	
	
	
	
	
	
	
	
	
	

	March 2018**
	556
	$
	16.30
	
	*
	*

	Total
	35,863
	
	
	
	
	*
	
	


[image: ][image: ]

________________________________
[image: ][image: ]

*	These amounts are not applicable as the Company does not have a share repurchase program in effect.

· Reflects shares withheld to satisfy minimum statutory tax withholding amounts due from employees related to the receipt of stock, which resulted from the exercise of vesting of equity awards.
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Dividend Policy

We did not declare or pay any dividends, and we do not currently intend to pay dividends in the foreseeable future. We currently expect to retain future earnings, if any, for the foreseeable future, to repay indebtedness and to finance the growth and development of our business. Our ability to pay dividends are restricted by our financing arrangements. See Part I, Item 2. “Management’s Discussion and Analysis of Financial Condition and Results of Operations-Liquidity and Capital Resources-External Sources of Liquidity” for further information.

Item 3. Defaults Upon Senior Securities

None.

Item 4. Mine Safety Disclosures

Not applicable.

Item 5. Other Information

None.

Item 6. Exhibits

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	INCORPORATED BY REFERENCE
	

	
	EXHIBIT
	
	
	
	DESCRIPTION OF EXHIBITS
	
	FORM
	
	
	FILE
	EXHIBIT
	
	FILING
	

	
	NUMBER
	
	
	
	
	
	
	
	
	
	NUMBER
	
	
	
	DATE
	

	
	31.1*
	
	
	Certification of Chief Executive Officer pursuant to Exchange Act Rule 13a-14(a).
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	31.2*
	
	
	Certification of Chief Financial Officer pursuant to Exchange Act Rule 13a-14(a).
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	32.1**
	
	
	Certification pursuant to 18 U.S.C. Section 1350.
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	10.1***
	
	
	Sales Agreement, dated as of April 1, 2009, between Lantheus Medical Imaging, Inc. and NTP
	
	
	
	
	
	
	
	
	

	
	
	
	
	Radioisotopes (Pty) Ltd.
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	10.2***
	
	
	Amendment No. 1 to Sales Agreement, dated as of January 1, 2010, between Lantheus Medical
	
	
	
	
	
	
	
	
	

	
	
	
	
	Imaging, Inc. and NTP Radioisotopes (Pty) Ltd.
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	10.3***
	
	
	Amendment No. 2 to Sales Agreement, dated as of January 1, 2010, between Lantheus Medical
	
	
	
	
	
	
	
	
	

	
	
	
	
	Imaging, Inc. and NTP Radioisotopes (Pty) Ltd.
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	10.4***
	
	
	Amendment No. 3, effective as of October 1, 2012, to Sales Agreement between Lantheus Medical
	
	
	
	
	
	
	
	
	

	
	
	
	
	Imaging, Inc. and NTP Radioisotopes (Pty) Ltd.
	
	
	
	
	
	
	
	
	
	

	
	101.INS*
	
	XBRL Instance Document
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	101.SCH*
	
	XBRL Taxonomy Extension Schema Document
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	101.CAL*
	
	XBRL Taxonomy Extension Calculation Linkbase Document
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	101.DEF*
	
	XBRL Taxonomy Extension Definition Linkbase Document
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	101.LAB*
	
	XBRL Taxonomy Extension Label Linkbase Document
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	101.PRE*
	
	XBRL Taxonomy Extension Presentation Linkbase Document
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



· Filed herewith

· Furnished herewith

· This exhibit is being filed following expiration of the confidential treatment period previously granted by the Securities and Exchange Commission. Certain terms of the agreement with NTP Radioisotopes (Pty) Ltd., including pricing, volume commitments and other economic terms, are no longer applicable and have been replaced by the terms contained in Amendment No. 4 to Sales Agreement dated effective as of December 29, 2017, which has been filed as Exhibit 10.65 to the Company’s Annual Report on Form 10-K for the fiscal year ended December 31, 2017 and for which confidential treatment has been requested as to certain portions.
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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.


LANTHEUS HOLDINGS, INC.

	By:
	/s/ MARY ANNE HEINO
	

	Name:
	
	

	
	Mary Anne Heino
	

	Title:
	President and Chief Executive Officer
	

	
	(Principal Executive Officer)
	

	Date:
	May 2, 2018
	

	LANTHEUS HOLDINGS, INC.
	

	By:
	/s/ JOHN W. CROWLEY
	

	Name:
	
	

	
	John W. Crowley
	

	Title:
	Chief Financial Officer and Treasurer
	

	
	(Principal Financial Officer and Principal
	

	
	Accounting Officer)
	

	Date:
	May 2, 2018
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Exhibit 10.2

Amendment No. 1 to Sales Agreement

THIS AMENDMENT NO. 1 TO SALES AGREEMENT (this “Amendment”) is made effective as of January 1, 2010 by and between NTP Radioisotopes (Pty) Ltd., a commercial company registered and existing under the laws of the Republic of South Africa, having its registered office at Building 1700, Pelindaba, Church Street West Extension, Brits District, North West Province of South Africa (“NTP”), and Lantheus Medical Imaging, Inc., a corporation organized and existing under the laws of Delaware with a place of business at 331 Treble Cove Road, North Billerica, Massachusetts, United States of America 01862 (“Lantheus”).

WHEREAS:

1. NTP and Lantheus entered into a Sales Agreement effective as of April 1, 2009 (the “Original Agreement”);

2. Since such effective date, the global molybdenum-99m crisis has become acute; and

3. NTP and Lantheus wish to amend the Original Agreement to increase the committed volume levels and specify the pricing for such increased committed volume levels through July 31, 2010;

NOW, THEREFORE, in consideration of the mutual promises and covenants hereinafter set forth, and for other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, the parties hereto hereby agree as follows:

1. Definitions. Terms defined in the Original Agreement and not otherwise defined herein are used herein with the meanings so defined.

2. Amendments.

2.1 Section 2.1 of the Original Agreement is hereby amended by deleting in its entirety said Section 2.1 and replacing therewith the following:

2.1 Lantheus shall buy from NTP, and NTP shall supply to Lantheus, a fixed volume of Product on a regular weekly basis to be supplied and delivered to John F. Kennedy International Airport, Jamaica, New York (“JFK”) or Logan International Airport, Boston, Massachusetts (“BOS”) (or other mutually agreed upon delivery location) on a mutually agreed schedule with follow-on trucking delivery to the Lantheus facility in North Billerica, Massachusetts. Lantheus shall provide NTP with notice of its intention to change such location at least forty-five (45) days in advance of the required

1

inception date of such changes. Subject to the last sentence of this Section 2.1 and to Section 5.1, such fixed volume shall be as set forth immediately below, which volume may be changed by mutual written agreement of the parties:

	Time Period
	Average curies per week with a six (6) day reference, such

	
	average calculated on a calendar month-by-calendar month

	
	basis

	
	

	January-February 2010
	1,300 curies per week

	March-April 2010
	1,000 curies per week

	May-June 2010
	900 curies per week

	July 2010
	600 curies per week

	August 2010 and thereafter
	1,400 curies per week



NTP shall be responsible to ensure that the full weekly quota of Mo-99 is delivered to Lantheus other than during scheduled outages for routine maintenance, unscheduled outages or failures of the production lines of NTP and its Subcontractor (i.e., under conditions of normal operations prevailing at NTP and its Subcontractor’s facilities). At the discretion of the Account Manager at NTP (“Account Manager”), such material shall be supplied by NTP or its Subcontractor. Lantheus shall be advised in a timely way of the manner in which supply obligations hereunder will be allocated among NTP and its Subcontractor. NTP will schedule deliveries to Lantheus so as to compensate for scheduled outages at either facility in such a way that the full supply quota will be maintained under such circumstances. In the case of unscheduled outages or production line failures for whatever reason (and for Events of Force Majeure (as hereinafter defined)), Lantheus will receive a share of Product available that is not less than that which is directly proportional to its average share of the total weekly purchasing (averaged over the preceding thirty

(30) days) from NTP and its Subcontractor. NTP has established and shall maintain relationships with air carriers for the Lantheus route such that the probability of a Lantheus shipment being refused by the carrier shall be highly improbable. NTP shall liaise (via the Account Manager at NTP) with its Subcontractor, taking into account the reactor production and maintenance schedules of each facility, and supply Lantheus thirty-five (35) days in advance of the first delivery of a month, the supply schedule for the following month detailing clearly which supplier (NTP or a Subcontractor) will supply such delivery. For clarity and as an example, NTP will provide Lantheus the March 2010 supply schedule on 27 January 2010. This supply schedule will be binding on NTP and its Subcontractor and will be used by Lantheus to register each shipment with applicable U.S. governmental authorities as dictated by U.S. regulations. If the airport of delivery is JFK, then Product will be available for pick-up by
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Lantheus no later than 12:00 Noon. If the airport of delivery is BOS, then Product will be available for pick-up by Lantheus no later than 3:00PM. Pick-up time for any other delivery location will be mutually agreed upon.

Notwithstanding the foregoing and without limiting the rights of Lantheus elsewhere in this Agreement, including, without limitation, pursuant to the termination provisions of Section 11, to the extent NTP does not or cannot deliver the quantities specified in this Section 2.1 on a weekly basis in a reliable matter or on a monthly basis in accordance with the terms of this Agreement, then from and after April 1, 2010 Lantheus shall have the sole right, after giving NTP thirty (30) days prior written notice, to reduce the fixed volumes specified in this Section 2.1 to a volume or volumes less than otherwise set forth but not less than four hundred (400) curies per week for the duration of the time periods specified.

2.2 Section 2.2 of the Original Agreement is hereby amended by deleting from the first sentence thereof the words “regular

400 6-day Ci per week” and replacing therewith the words “then-applicable specified amount of 6-day Ci per week”.

2.3 Section 2.3 of the Original Agreement is hereby amended by deleting from the first sentence thereof the words “regular

400 6-day Ci per week” and replacing therewith the words “then-applicable specified amount of 6-day Ci per week”.

2.4	Section 5.1 of the Original Agreement is hereby amended by deleting in its entirety said Section 5.1 and replacing therewith the following:

5.1	The price payable by Lantheus for Product for the period from January 1 through July 31, 2010 shall be as follows:

In exchange for the commitment of Lantheus to purchase the amounts set forth in Section 2.1 in any given week (subject to NTP’s ability to supply such amounts in such weeks), the unit price of Product for such week shall be three hundred seventy-five fixed US dollars (US$375) per Curie at calibrated date and time for the first four hundred (400) Curies delivered per week and five hundred sixty-five fixed US dollars (US$565) per Curie at calibrated date and time for all Curies in excess of the first four hundred (400) Curies delivered per week. The calibration date and time shall be in accordance with Section 2.4. Such price will be adjusted annually upon mutual agreement of the parties as of each subsequent August 1 of the Agreement on the basis of market forces prevailing at the time, the then current cost of production and any contractual sales obligations that Lantheus may have with its customers and by negotiation and agreement by, at the
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latest, the last day of May preceding the commencement of the new pricing term (1 August of each year that the contract is in place). Lantheus shall have the right to terminate the Agreement if the parties fail to agree on new pricing by such last day of May. Changes in contracted volumes not required during the course of a contractual period, i.e., 1 August to 31 July of the following year, the latter of which would be handled by the terms of Section 2.1 or 2.2, but applicable for the ensuing contractual period, shall be agreed at the same time as the annual negotiations on product prices as outlined in this Section 5.1 above.

NTP shall invoice Lantheus at the end of each month for all Product supplied by NTP or its Subcontractor in that month. Invoicing shall be in respect of the price applicable to Product upon delivery of such conforming Product to Lantheus on an FCA basis, and in respect of container charges as the same become payable under this Agreement. Lantheus shall pay all invoices for shipments of conforming Product in any given month (as reduced by any outstanding credits for nonconforming Product) by the end of the following month to NTP.


3. Waiver. Each party hereby waives any non-compliance with the terms and provisions of the Original Agreement as in effect immediately prior to the amendment thereof by this Agreement.

4. General. Except as specifically amended hereby, the Original Agreement remains in full force and effect and otherwise unamended hereby. This Amendment constitutes a final written expression of the terms hereof and is a complete and exclusive statement of those terms. This Amendment shall be governed by and construed in accordance with the laws of England, without reference to its choice of laws rules.
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IN WITNESS WHEREOF, the parties hereto have duly executed this Amendment as of the date first written above.


For and on behalf of NTP:


/s/ [Illegible]
[image: ]

Name and Title: Marketing & Sales Manager, 15 March 2010

For and on behalf of Lantheus:


/s/ William C. Dawes, Jr.
[image: ]

Name and Title: William C. Dawes, Jr., VP Mfg & Supply Chain

Witnessed by IRE:


/s/ Jean-Michel Vanderhofstadt
[image: ]

Name and Title: Jean-Michel Vanderhofstadt, Director General
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Exhibit 10.3

Amendment No. 2 to Sales Agreement

THIS AMENDMENT NO. 2 TO SALES AGREEMENT (this “Amendment”) is made effective as of April 1, 2011 by and between NTP Radioisotopes (Pty) Ltd., a commercial company registered and existing under the laws of the Republic of South Africa, having its registered office at Building 1700, Pelindaba, Church Street West Extension, Brits District, North West Province of South Africa (“NTP”), and Lantheus Medical Imaging, Inc., a corporation organized and existing under the laws of Delaware with a place of business at 331 Treble Cove Road, North Billerica, Massachusetts, United States of America 01862 (“Lantheus”).

WHEREAS:

1. NTP and Lantheus entered into a Sales Agreement effective as of April 1, 2009 (the “Sales Agreement”);

2. NTP and Lantheus entered into Amendment No. 1 to the Sales Agreement effective as of January 1, 2010 (together with the Sales Agreement, the “Agreement”); and

3. NTP and Lantheus wish to further amend the Agreement to modify the committed volume levels and specify the pricing for such volume levels through December 31, 2013;

NOW, THEREFORE, in consideration of the mutual promises and covenants hereinafter set forth, and for other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, the parties hereto hereby agree as follows:

1. Definitions. Terms defined in the Agreement and not otherwise defined herein are used herein with the meanings so defined.

2. Amendments.

2.1	Section 2.1 of the Agreement is hereby amended by deleting in its entirety said Section 2.1 and replacing therewith the following:

2.1	Subject to the terms of this Agreement, the parties hereby agree as follows:

(a) Commencing as of April 1, 2011 and continuing through December 31, 2012, Lantheus shall commit to place routine Product orders with NTP on a regular weekly basis corresponding to at least ninety percent (90%) of Lantheus’ “standing order volume requirements” (as defined below), up to a maximum purchase volume of 1,400 curies of Product per week from NTP and its Subcontractors (as measured using the calibration as set forth in

Section 2.5) unless orders for increased volumes of Product are otherwise placed by Lantheus, as averaged over each separate but successive calendar quarter commencing April 1, 2011, and NTP shall supply such orders, provided that, as set forth in Section 2.1(c), such obligations shall only apply in those weeks in which NTP and its Subcontractors are able to satisfy, and NTP and its Subcontractors do satisfy, such obligations. Lantheus shall, in writing, submit to NTP on the 1st day of each month during the term of this Agreement, a good faith, non binding forecast of the estimated quantity of Product Lantheus expects to order from NTP during the three (3) month period following the date of the forecast (each a “Forecast”). Lantheus will also provide NTP with firm orders for Product at least fourteen (14) days in advance of the required date of Product shipment. During the period of April 1, 2011 through December 31, 2012, Lantheus expects the weekly purchase volumes to be in the range of 500 to 1,400 curies of Product; provided, however, for purposes of clarity, and notwithstanding any other provision of this Agreement, the parties acknowledge and agree that Lantheus shall be relieved of any obligations with respect to the purchase volumes in this Section 2.1 if Lantheus has reason to believe that it will be unable to use such Product in the manufacture and sale of Technetium-99m generators (e.g., there is a change in customer demand for Technetium-99m generators); provided further, that if at any time during the term of this Agreement Lantheus does not purchase an average weekly volume of at least four hundred

(400) curies of Product per week from NTP and its Subcontractors, as averaged over each calendar quarter and as measured using the calibration as set forth in Section 2.5, the parties will make a good faith effort to renegotiate the terms of this Agreement for future purchases of Product made by Lantheus to reflect any incremental costs of such decreased volumes borne by NTP and its Subcontractors. For purposes of this Agreement, “standing order volume requirements” shall mean Lantheus’ normal weekly volume requirements for Product in excess of Lantheus’ purchase volume commitments to its other principal supplier of Product which existed on February 28, 2011.

For clarity and as an example:

During the period of April 1, 2011 through December 31, 2012, if Lantheus’ normal weekly volume requirements for Product are 1,000 curies per week of Molybdenum-99 (as measured for purposes of this calculation using the calibration as set forth in Section 2.5) in excess of Lantheus’ purchase volume commitments to its other principal supplier of Product, Lantheus will purchase, and NTP will supply, at least the first 900 curies per week of such volume requirements.

(b) Commencing as of January 1, 2013 and continuing through December 31, 2013, Lantheus shall commit to place routine Product orders
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with NTP on a regular weekly basis corresponding to at least thirty three percent (33%) of Lantheus’ total requirements of Product as averaged over each separate but successive calendar quarter, and NTP shall supply such orders, provided that, as set forth in Section 2.1(c), such obligation shall only apply in those weeks in which NTP and its Subcontractors are able to satisfy, and NTP and its Subcontractors do satisfy, such obligations. In addition, during the period of January 1, 2013 through December 31, 2013, Lantheus will continue to provide NTP with a good faith, non binding Forecast on the 1st day of each month. Lantheus will also continue to provide NTP with firm orders for Product at least fourteen (14) days in advance of the required date of Product shipment.

(c) Such Product shall be supplied and delivered to John F. Kennedy International Airport, Jamaica, New York (“JFK”) or Logan International Airport, Boston, Massachusetts (“BOS”) (or other mutually agreed upon delivery location) on a mutually agreed schedule with follow-on trucking delivery to the Lantheus facility in North Billerica, Massachusetts. Lantheus shall provide NTP with notice of its intention to change such location at least forty-five (45) days in advance of the required inception date of such changes. NTP shall be responsible to ensure that the full weekly quota of Mo-99 is delivered to Lantheus other than during scheduled outages for routine maintenance, unscheduled outages or failures of the production lines of NTP and its Subcontractors (i.e., under conditions of normal operations prevailing at NTP and its Subcontractors’ facilities). At the discretion of the Account Manager at NTP (“Account Manager”), such material shall be supplied by NTP or its Subcontractors. Lantheus shall be advised in a timely way of the manner in which supply obligations hereunder will be allocated among NTP and its Subcontractors. NTP will schedule deliveries to Lantheus so as to compensate for scheduled outages at either facility in such a way that the full supply quota will be maintained under such circumstances.

(d) For any supply of Product by NTP, NTP will provide Lantheus with Product derived from low enriched uranium (LEU) whenever possible unless otherwise directed by Lantheus. In addition, to the extent that the total volume of LEU-based Product available for sale by NTP is not sufficient to meet all of its customer orders in a given run, NTP shall supply Lantheus’ orders first and to the greatest extent possible with LEU-based Product.

(e) In the case of scheduled or unscheduled outages or production line failures for whatever reason (and for Events of Force Majeure (as hereinafter defined)) affecting NTP or its Subcontractors, Lantheus will receive a share of Product available that is not less than that which is directly proportional to its average share of the total weekly purchasing
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(averaged over the preceding thirty (30) days) from NTP and its Subcontractors.

For clarity and as an example:

If NTP or its Subcontractors experiences a production line failure affecting the supply of Product hereunder, and NTP and its Subcontractors sold an average weekly volume of 2,000 curies of Product, and Lantheus purchased from NTP an average weekly volume of 1,000 curies of Product, in the preceding thirty days (each as measured using the calibration as set forth in Section 2.5), then Lantheus would be entitled to receive at least fifty percent (50%) of the volume of Product available for sale by NTP and its Subcontractors.

(f) In situations where a global supply shortage arises or Lantheus’ supply of Molybdenum-99 from third party suppliers other than NTP or its Subcontractors is adversely affected for whatever reason (e.g., scheduled or unscheduled reactor outages that result in shortages from such third party suppliers), NTP and its Subcontractors will supply routine orders for Product placed by Lantheus and its other customers. NTP and its Subcontractors will also use their best efforts to make available any additional volumes of Product requested by Lantheus and shall provide Lantheus with a right of first refusal to purchase any Product available for sale by NTP or its Subcontractors; provided, however, that, if required by written customer contracts which existed on February 28, 2011, NTP and its Subcontractors may provide customers affected directly by such supply shortage with a share of the available Product that is directly proportional to such affected customer’s average share of the total weekly purchasing (averaged over the preceding thirty (30) days) from NTP and its Subcontractors. For purposes of clarity, affected customers are customers of NTP and its Subcontractors whose supply of Molybdenum-99 has been reduced as a direct result of the supply shortage.


(g) The NRU Reactor located in Chalk River, Ontario is currently scheduled to be shut-down for a period of inspection and maintenance for four weeks beginning in May 2011. Pursuant to the mutually agreed upon supply schedule, which schedule may be modified from time to time by mutual consent of the Parties, NTP and its Subcontractors will provide Lantheus with at least the minimum supply volumes of Product during the NRU Reactor’s shutdown period, pursuant to the terms set forth herein (including, but not limited to, the delivery and pricing terms). These purchase volumes, estimated as of April 1, 2011, and the purchase prices related thereto are attached hereto as Exhibit D. NTP and its Subcontractors will also use their best efforts to make available any additional volumes of Product requested by Lantheus and shall provide Lantheus with a right of

4

first refusal to purchase any additional volumes of Product available for sale by NTP or its Subcontractors in excess of the purchase volumes set forth in Exhibit D.

(h) NTP has established and shall maintain relationships with air carriers for the Lantheus route such that the probability of a Lantheus shipment being refused by the carrier shall be highly improbable. NTP shall liaise (via the Account Manager at NTP) with its Subcontractors, taking into account the reactor production and maintenance schedules of each facility, and supply Lantheus thirty-five (35) days in advance of the first delivery of a month, the supply schedule for the following month detailing clearly which supplier (NTP or a Subcontractor) will supply such delivery. For clarity and as an example, NTP will provide Lantheus the March 2010 supply schedule on 27 January 2010. This supply schedule will be binding on NTP and its Subcontractors and will be used by Lantheus to register each shipment with applicable U.S. governmental authorities as dictated by U.S. regulations. If the airport of delivery is JFK, then Product will be available for pick-up by Lantheus no later than 12:00 Noon. If the airport of delivery is BOS, then Product will be available for pick-up by Lantheus no later than 3:00PM. Pick-up time for any other delivery location will be mutually agreed upon.


(i) Notwithstanding the foregoing, NTP and its Subcontractors hereby acknowledge and agree that the diversification of supply provided by NTP through its supply and back-up supply arrangements with its Subcontractors is essential to the purpose of this Agreement. Without limiting the rights of Lantheus elsewhere in this Agreement, if at any time during the term of this Agreement the consortium of supply partners changes or NTP or its Subcontractors does not or cannot deliver the quantities specified in this Section 2.1 on a weekly basis in a reliable manner, the parties will make a good faith effort to renegotiate the terms of this Agreement. In the event the parties are unable to agree on modification of this Agreement within a reasonable period of time (not to exceed sixty (60) days), Lantheus shall have the sole right, after giving NTP thirty (30) days prior written notice, to terminate this Agreement.

2.2	Section 2.2 of the Agreement is hereby amended by deleting it in its entirety and replacing therewith “[Intentionally left blank.]”.

2.3	Section 2.3 of the Agreement is hereby amended by deleting it in its entirety and replacing therewith “[Intentionally left blank.]”.

2.4	Section 2.5 of the Agreement is hereby amended by deleting in its entirety said Section 2.5 and replacing therewith the following:
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2.5	Commencing as of April 1, 2011, the number of curies of Product shipped from NTP or its Subcontractors shall be based on the order placed by Lantheus and calibrated one hundred forty-four (144) hours from twelve o’clock (12:00) noon Johannesburg, South Africa, at airport of departure on the day of shipment from the airport of departure. The number of curies of Product shipped from any Subcontractor will be calibrated as if it were shipped from Johannesburg, South Africa so that Lantheus will receive an equal number of curies of Product regardless of whether the order is shipped by NTP or any of its Subcontractors.

2.5	Section 5.1 of the Agreement is hereby amended by deleting in its entirety said Section 5.1 and replacing therewith the following:

5.1	The price payable by Lantheus for Product for the period from April 1, 2011 through October 1, 2012 shall be as follows:

(a) The unit price of Product for such week shall be four hundred and ninety fixed US dollars (US$490) per Curie at calibrated date and time for the first five hundred (500) curies delivered per week and three hundred and eighty four fixed US dollars (US$384) per Curie at calibrated date and time for all curies in excess of the first five hundred (500) curies delivered per week. The calibration date and time shall be in accordance with Section 2.5.

(b) Notwithstanding the foregoing, during the NRU Reactor’s shutdown period described in Section 2.1(g), the unit price of Product for each week during such period shall be four hundred and ninety fixed US dollars (US$490) per Curie at calibrated date and time for the first five hundred (500) curies delivered per week, three hundred and eighty four fixed US dollars (US$384) per Curie at calibrated date and time for the next two hundred and fifty (250) curies delivered per week, and four hundred and ninety fixed US dollars (US$490) per Curie at calibrated date and time for all curies in excess of seven hundred and fifty (750) curies delivered per week. The unit prices set forth in Section 5.1(a) shall apply to the future shortages or shutdown periods described in Section 2.1(f), provided that, in the event that NTP incurs direct costs related to extraordinary measures taken by NTP or its Subcontractors over an extended period of time (not less than a period of three (3) months) to supply Product to Lantheus in excess of the routine purchase volumes described herein, the parties will negotiate in good faith a unit price for such excess Product based upon Lantheus’ proportional share of the reasonable variable expenses borne by NTP and its Subcontractors in connection therewith (as evidenced by reasonable documentation made available to Lantheus).
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(c) The routine price will be adjusted upon mutual agreement of the parties effective as of October1, 2012 on the basis of market forces prevailing at the time, the then current cost of production and any contractual sales obligations that each party may have with its customers or suppliers and by good faith negotiation and agreement by, at the latest, June 30, 2012. Lantheus shall have the right to terminate the Agreement if the parties fail to agree on such new pricing by such last day in June.

(d) Provided that Lantheus is NTP’s largest customer in North America as measured by volume of curies purchased on an annual basis (as calculated consistent with calibration as set out in Section 2.5), the prices payable by Lantheus for Product shall not be higher than the purchase price (as calculated consistent with calibration as set out in Section 2.5) paid by any other purchaser of Product from NTP or its Subcontractors for delivery into North America (after giving effect to all rebates, discounts, and similar pricing concessions or incentives available to such purchasers, but excluding governmental purchases or purchases for other non-commercial purposes). For purposes of calculating the purchase price paid by other purchasers of Product for delivery into North America in order to determine if any prospective price adjustment shall be made hereunder, the parties agree that the purchase price paid by each purchaser pursuant to a written contract with NTP in a currency different from the United States dollar shall be determined taking into account the exchange rate of the United States dollar against such different currency as at the execution date of such written contract for any contracts entered into by NTP on or after April 1, 2011 and as at April 1, 2011 for any contracts entered into by NTP prior to such date. At any time reasonably requested by Lantheus (but no more frequently than once per calendar quarter), NTP will furnish to Lantheus a certificate, executed by a duly authorized officer of NTP, stating that such officer has reviewed the sales of such Product during such period and that NTP and its Subcontractors have complied with this Section 5.1(d). To the extent it is determined that NTP is not in compliance with this Section 5.1(d), NTP will credit Lantheus with the difference between the price paid by Lantheus and the amount otherwise contemplated by this Section 5.1(d) and any such difference will be paid by NTP to Lantheus in the form of a cash payment.


(e) NTP shall invoice Lantheus at the end of each month for all Product supplied by NTP or its Subcontractors in that month. Invoicing shall be in respect of the price applicable to Product upon delivery of such conforming Product to Lantheus on an FCA basis, and
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in respect of container charges as the same become payable under this Agreement. Lantheus shall pay all invoices for shipments of conforming Product in any given month (as reduced by any outstanding credits for nonconforming Product) by the end of the following month to NTP.

2.6	The Agreement is hereby amended by adding the following Section 8.6:

8.6	For purposes of clarity and without limiting the generality of the provision in Section 8.1, NTP and its Subcontractors hereby acknowledge and agree that any law, regulation, or other action of any applicable governmental authorities having a materially adverse effect on the delivery, sale or use of Technetium-99m generators in North America using Molybdenum-99 derived from highly enriched uranium shall be deemed to be an Event of Force Majeure, and Lantheus shall have the right to terminate this Agreement.

2.7	Exhibit B of the Agreement is hereby amended by adding “Australian Nuclear Science and Technology Organization (“ANSTO”)” to the list of Subcontractors. In addition, all of the references to “Subcontractor” in the Agreement shall be amended to mean “Subcontractors.”

2.8	The Agreement is hereby amended by adding Exhibit D, a copy of which is attached hereto.

3. Waiver. Each party hereby waives any non-compliance with the terms and provisions of the Agreement relating to the purchase volume requirements as in effect immediately prior to the amendment thereof by this Agreement.

4. General. Except as specifically amended hereby, the Agreement remains in full force and effect and otherwise unamended hereby. This Amendment constitutes a final written expression of the terms hereof and is a complete and exclusive statement of those terms. This Amendment shall be governed by and construed in accordance with the laws of England, without reference to its choice of laws rules.
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IN WITNESS WHEREOF, the parties hereto have duly executed this Amendment as of the date first written above.



For and on behalf of NTP:







For and on behalf of Lantheus:









Witnessed by IRE:








Witnessed by ANSTO:







/s/ Don Robertson
[image: ]

Name and Title:

M.D. NTP




/s/ William C. Dawes
[image: ]

Name and Title:

William C. Dawes, Vice President,

Manufacturing & Operations




/s/ Jean-Michel Vanderhofstadt
[image: ]

Name and Title:

Directeur General






/s/ Doug Cubbin
[image: ]

Name and Title:

EGM Business Development &

Commercialisation
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EXHIBIT D

Supply Volumes


NRU Shutdown May/June 2011

	
	Arrival LMI
	NTP
	IRE
	Ansto
	Dispatch date

	Week 20
	
	
	
	
	

	Saturday
	Saturday, May 21, 2011
	600
	400
	0
	Friday, May 20, 2011

	Total:
	
	600
	400
	0
	

	Week 21
	
	
	
	
	

	Sunday
	Sunday, May 22, 2011
	0
	0
	250
	Saturday, May 21, 2011

	Monday
	Monday, May 23, 2011
	0
	0
	0
	Sunday, May 22, 2011

	Thursday
	Thursday, May 26, 2011
	0
	400
	205
	Wednesday, May 25, 2011

	Saturday
	Saturday, May 28, 2011
	0
	300
	0
	Friday, May 27, 2011

	Total:
	
	0
	700
	455
	

	Week 22
	
	
	
	
	

	Sunday
	Sunday, May 29, 2011
	0
	0
	225
	Saturday, May 28, 2011

	Monday
	Monday, May 30, 2011
	0
	0
	0
	Sunday, May 29, 2011

	Thursday
	Thursday, June 2, 2011
	0
	400
	205
	Wednesday, June 01, 2011

	Saturday
	Saturday, June 4, 2011
	500
	300
	0
	Friday, June 3, 2011

	Total:
	
	500
	700
	430
	

	Week 23
	
	
	
	
	

	Sunday
	Sunday, June 5, 2011
	550
	0
	225
	Saturday, June 4, 2011

	Monday
	Monday, June 6, 2011
	0
	0
	0
	Sunday, June 5, 2011

	Tuesday
	Tuesday, June 7, 2011
	0
	0
	0
	Monday, June 6, 2011

	Thursday
	Thursday, June 9, 2011
	0
	300
	205
	Wednesday, June 08, 2011

	Saturday
	Saturday, June 11, 2011
	600
	0
	0
	Friday, June 10, 2011

	Total:
	
	1150
	300
	430
	

	Week 24
	
	
	
	
	

	Sunday
	Sunday, June 12, 2011
	600
	0
	225
	Saturday, June 11, 2011

	Monday
	Monday, June 13, 2011
	0
	0
	0
	Sunday, June 12, 2011

	Thursday
	Thursday, June 16, 2011
	0
	450
	0
	Wednesday, June 15, 2011

	Saturday
	Saturday, June 18, 2011
	600
	250
	0
	Friday, June 17, 2011

	Total:
	
	1200
	700
	225
	

	Week 25
	
	
	
	
	

	Sunday
	Sunday, June 19, 2011
	600
	0
	0
	Saturday, June 18, 2011

	Monday
	Monday, June 20, 2011
	0
	0
	0
	Sunday, June 19, 2011

	Thursday
	Thursday, June 23, 2011
	0
	500
	0
	Wednesday, June 22, 2011

	Saturday
	Saturday, June 25, 2011
	600
	200
	0
	Friday, June 24, 2011

	Total:
	
	1200
	700
	0
	

	Week 26
	
	
	
	
	

	Sunday
	Sunday, June 26, 2011
	0
	0
	215
	Saturday, June 25, 2011

	Monday
	Monday, June 27, 2011
	0
	0
	0
	Sunday, June 26, 2011

	Thursday
	Thursday, June 30, 2011
	0
	200
	200
	Wednesday, June 29, 2011

	Saturday
	Saturday, July 2, 2011
	0
	200
	0
	Friday, July 1, 2011

	Total:
	
	0
	400
	415
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* The pricing for such volumes is set forth in the first sentence of Section 5.1(b) of the Agreement, as amended.
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Exhibit 10.4

Amendment No. 3 to Sales Agreement

THIS AMENDMENT NO. 3 TO SALES AGREEMENT (this “Amendment”) is made effective as of October 1, 2012 by and between NTP Radioisotopes (Pty) Ltd., a commercial company registered and existing under the laws of the Republic of South Africa, having its registered office at Building 1700, Pelindaba, Church Street West Extension, Brits District, North West Province of South Africa (“NTP”), and Lantheus Medical Imaging, Inc., a corporation organized and existing under the laws of Delaware with a place of business at 331 Treble Cove Road, North Billerica, Massachusetts, United States of America 01862 (“Lantheus”).

WHEREAS:

1. Lantheus and NTP, on behalf of itself and its Subcontractor, IRE, entered into a Sales Agreement effective as of April 1, 2009 (the “Sales Agreement”);

2. Lantheus and NTP, on behalf of itself and its Subcontractor, IRE, entered into Amendment No. 1 to the Sales Agreement effective as of January 1, 2010 (“Amendment No.1”);

3. Lantheus and NTP, on behalf of itself and its Subcontractors, IRE and ANSTO, entered into Amendment No. 2 to the Sales Agreement effective as of April 1, 2011 (together with the Sales Agreement and Amendment No. 1, collectively, the “Agreement”);

4. In support of international objectives to eliminate the use of highly enriched uranium (“HEU”) in civil nuclear applications, Lantheus, NTP and its Subcontractors have made a significant, diligent and cooperative effort to develop a more robust supply of Products for Lantheus derived from low enriched uranium (“LEU”), which resulted in Lantheus having the first Technetium-99m generators utilizing LEU-based Product qualified and approved by the United States Food and Drug Administration;

5. In connection with these efforts, NTP and its Subcontractors have agreed to increase their production of LEU-based Product made available to Lantheus; and

6. NTP, on behalf of itself and its Subcontractors, and Lantheus wish to further amend the Agreement to extend its term and specify pricing and volume levels for the supply of Product from October 1, 2012 through December 31, 2017 by restating certain existing provisions of the Agreement and further amending or supplementing such provisions to give effect to such amendments effective as of the date hereof.

NOW, THEREFORE, in consideration of the mutual promises and covenants hereinafter set forth, and for other good and valuable consideration, the receipt and

sufficiency of which are hereby acknowledged, the parties hereto hereby agree as follows:

1. Definitions. Terms defined in the Agreement and not otherwise defined herein are used herein with the meanings so defined.

2. Amendments.

2.1	Section 2.1 of the Agreement is hereby amended by deleting in its entirety said Section 2.1 and replacing therewith the following:

2.1	Subject to the terms of this Agreement, the parties hereby agree as follows:

(a) [Intentionally left blank.]

(b) Commencing as of October 1, 2012 and continuing through December 31, 2017, Lantheus shall commit to place minimum routine Product orders with NTP on a regular weekly basis as follows:

	Time Period
	Percentage of Lantheus’ total requirements of Product as

	
	measured on a trailing calendar quarter basis

	October 1, 2012 – December
	Ten percent (10%)

	31, 2012
	

	January 1, 2013 – December
	Twenty percent (20%)

	31, 2013
	

	January 1, 2014 – December
	Thirty seven percent (37%)

	31, 2014
	

	January 1, 2015 – December
	Forty two percent (42%)

	31, 2015
	

	January 1, 2016 – December
	Fifty percent (50%)

	31, 2017
	



NTP shall supply such orders placed by Lantheus, provided that, as set forth in Section 2.1(c), such obligation shall only apply in those weeks in which NTP and its Subcontractors are able to satisfy, and NTP and its Subcontractors do satisfy, such obligations. In addition, to the extent that NTP is unable to supply the quantities of Product requested by Lantheus hereunder, the parties acknowledge and agree that Lantheus shall have the right to purchase Product from any third party supplier of Product during the period of such unavailability and for a reasonable period of time before or after such period, and to the extent and for the duration of such third party purchases Lantheus shall not be in violation of the purchase commitment set forth herein and shall be relieved of its purchase volume obligations for such period. Lantheus will continue to provide NTP with a good faith, non
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binding Forecast on the first business day of each month. Lantheus will also continue to provide NTP with firm orders for Product at least fourteen (14) days in advance of the required date of Product shipment. The Parties hereby agree to meet no later than June 2017 to discuss in good faith the terms of a supply agreement beyond the term of this Agreement.

(c) Such Product shall be supplied and delivered to John F. Kennedy International Airport, Jamaica, New York (“JFK”) or Logan International Airport, Boston, Massachusetts (“BOS”) (or other mutually agreed upon delivery location) on a mutually agreed schedule with follow-on trucking delivery to the Lantheus facility in North Billerica, Massachusetts. Lantheus shall provide NTP with notice of its intention to change such location at least forty-five (45) days in advance of the required inception date of such changes. NTP shall be responsible to ensure that the full weekly quota of Mo-99 is delivered to Lantheus other than during scheduled outages for routine maintenance and unscheduled outages or failures of the production lines of NTP and its Subcontractors (i.e., under conditions of normal operations prevailing at NTP and its Subcontractors’ facilities). Subject to the terms set forth herein (including, but not limited to, the requirements relating to LEU-based Product set forth below), at the discretion of the Account Manager at NTP (“Account Manager”), such material shall be supplied by NTP or its Subcontractors. Lantheus shall be advised in a timely way of the manner in which supply obligations hereunder will be allocated among NTP and its Subcontractors. NTP will schedule deliveries to Lantheus so as to compensate for scheduled outages at either facility in such a way that the full amount of Product ordered by Lantheus (including, subject to the provisions of Section 2.1(d), any specific quantities of LEU-based Product) will be maintained under such circumstances.

(d) For any supply of Product by NTP and its Subcontractors during the Term, NTP and its Subcontractors will increase production levels of LEU-based Product so as to make available to Lantheus LEU-based Product, unless otherwise directed by Lantheus, as follows:

	Time Period
	Average curies per week of LEU-based Product, with a six (6) day

	
	reference, as measured on a quarterly basis

	January 1, 2013 – December
	At least 900 curies per week

	31, 2013
	

	January 1, 2014 – December
	At least 1,250 curies per week

	31, 2015
	

	January 1, 2016 – December
	One hundred percent (100%) of Lantheus’ demand for Product

	31, 2017
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Lantheus will include the amount of HEU and LEU-based Product that it expects to order from NTP and its Subcontractors in each Forecast. In addition, notwithstanding the production levels set forth above (which shall not be construed as limits on Lantheus’ orders for LEU- based Product), for each calendar year during the period from January 1, 2013 through December 31, 2015, the average weekly volume of LEU-based Product that Lantheus reasonably expects to order from NTP and its Subcontractors in such calendar year (as measured on a quarterly basis during such calendar year, the “LEU Demand”) will be communicated by Lantheus to NTP no later than December 1st of the immediately preceding year (e.g., the LEU Demand for each calendar quarter during the period from January 1, 2013 through December 31, 2013 will be communicated to NTP no later than December 1, 2012). It is understood and agreed that the LEU Demand is only an estimate and not a binding forecast for any relevant period, provided, however, that both Parties acting in good faith will use commercially reasonable efforts to achieve the common goal described herein relating to the development of a more robust supply of LEU-based Product by NTP and its Subcontractors and an associated increase in demand from Lantheus. The accuracy of the LEU Demand for the then-current calendar quarter will be reviewed on a monthly basis and where appropriate modified by Lantheus’ Forecast and NTP’s ability to supply. To the extent that the total volume of LEU-based Product available for sale by NTP and its Subcontractors is not sufficient to meet all customer orders for any reason, NTP and its Subcontractors shall supply Lantheus’ orders first and to the greatest extent possible (referred to herein as a “first priority basis”) with LEU-based Product, provided that, during periods of normal supply from January 1, 2013 through December 31, 2015, the amount of LEU-based Product available to Lantheus on a first priority basis will be limited to the LEU Demand for such period (as modified by Lantheus’ Forecasts). For purposes of clarity, the parties acknowledge and agree that, in the event of an outage or supply shortage affecting Lantheus’ supply of Product, any amounts of Product ordered by Lantheus hereunder on a weekly basis (including any amounts of Product in excess of the purchase volume commitments set forth in Section 2.1(b) or the LEU Demand for such period) shall be filled by NTP and its Subcontractors with LEU-based Product on a first priority basis. The parties further acknowledge and agree that NTP’s and its Subcontractors’ supply of LEU-based Product to Lantheus on a first priority basis and the purchase volume commitments set forth in Section 2.1(b) are essential to the purpose of this Agreement (including, but not limited to, the extended term set forth herein). NTP and its Subcontractors shall use their best efforts to supply any amounts of LEU-based Product ordered by Lantheus, with the understanding that NTP’s or its Subcontractors’ ability to supply such LEU-based Product may be affected by their scheduled outages for routine maintenance or unscheduled outages
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or failures of production lines. The parties will work together in good faith to establish supply schedules for the production and supply of LEU-based Product from NTP and its Subcontractors based on the market demand for the manufacture and supply of Lantheus’ Technetium-99m generators. NTP and its Subcontractors will also ensure the segregation of HEU and LEU-based Product when a mix of such Product is delivered to Lantheus in one aggregate shipment. The parties acknowledge and agree that the levels of LEU-based Product set forth in this Section 2.1(d) shall not be construed as a “take-or-pay” or minimum volume requirement that otherwise modifies Section 2.1(a) hereof.

(e) In the case of scheduled or unscheduled outages or production line failures for whatever reason (and for Events of Force Majeure (as hereinafter defined)) affecting NTP or its Subcontractors, Lantheus will receive, in addition to any available supply of LEU-based Product, a share of HEU-based Product available that is not less than that which is directly proportional to its average share of the total weekly purchasing (averaged over the preceding three (3) months) from NTP and its Subcontractors. NTP and its Subcontractors will also use their best efforts to make available any additional volumes of Product requested by Lantheus and, provided that Lantheus has satisfied its purchase volume commitments set forth in Section 2.1(b) for the immediately preceding twelve (12) month period and Lantheus is the largest customer of NTP and its Subcontractors during such period (as calculated consistent with calibrations as set out in Section 2.5), shall provide Lantheus with a right to purchase any Product available for sale by NTP or its Subcontractors on a first priority basis.

For clarity and as an example:

If NTP or its Subcontractors experiences a production line failure affecting the supply of Product hereunder, and NTP and its Subcontractors sold an average weekly volume of 2,000 curies of Product, and Lantheus purchased from NTP an average weekly volume of 1,000 curies of Product, in the preceding three months (each as measured using the calibration as set forth in Section 2.5), then, in addition to any available supply of LEU-based Product, Lantheus would be entitled to receive at least fifty percent (50%) of the volume of HEU-based Product available for sale by NTP and its Subcontractors.

(f) In situations where (i) a global supply shortage arises due to the planned or unplanned shutdown of a reactor or Mo-99 processing facility controlled by third party suppliers other than NTP or its Subcontractors or (ii) Lantheus’ supply of Molybdenum-99 from third party suppliers other than NTP or its Subcontractors is adversely affected for whatever reason (including, but not limited to, scheduled or unscheduled reactor outages that
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result in shortages from such third party suppliers), NTP and its Subcontractors will supply routine orders for Product placed by Lantheus. NTP and its Subcontractors will also use their best efforts to make available any additional volumes of Product requested by Lantheus and, provided that, in each case, Lantheus has satisfied its purchase volume commitments set forth in Section 2.1(b) for the immediately preceding twelve (12) month period, shall provide Lantheus with a right of first refusal to purchase any Product available for sale by NTP or its Subcontractors on a first priority basis.

(g) The NRU Reactor located in Chalk River, Ontario is required by the Canadian Nuclear Safety Commission within the terms of the operating license extension granted through October 31, 2016 to undergo extended shut-downs of at least one month in duration on an annual basis for inspection and maintenance. NTP and its Subcontractors share the objective of providing Lantheus with all or substantially all of Lantheus’ total requirements of Product during the NRU Reactor’s currently scheduled shutdown period in 2013, provided that Lantheus has satisfied its purchase volume commitments for the immediately preceding twelve (12) month period, and NTP and its Subcontractors will use their best efforts to provide Lantheus with all or substantially all of its total requirements of Product during any NRU Reactor’s shutdown periods in each year thereafter, provided that, in each case, Lantheus has satisfied its purchase volume commitments set forth in Section 2.1(b) for the immediately preceding calendar year. In support of these efforts, the parties will work together in good faith to identify strategies to increase NTP’s or its Subcontractors’ available production capacity for Product ordered by Lantheus during the NRU Reactor’s scheduled shutdown periods commencing in 2014 (or any similar outages or supply shortages), including, but not limited to, facility enhancements or improvements to be made by NTP or its Subcontractors, provided that, in each case, Lantheus has satisfied its purchase volume commitments set forth in Section 2.1(b) for the immediately preceding twelve (12) month period.

(h) NTP and its Subcontractors will enter into a back-up supply agreement with IRE to support the obligations of NTP and its Subcontractors to Lantheus hereunder. Such agreement is expected to be in place by December 31, 2012 and in a form reasonably acceptable to Lantheus. In addition, NTP has established and shall maintain relationships with air carriers for the Lantheus route such that the probability of a Lantheus shipment being refused by the carrier shall be highly improbable. NTP shall liaise (via the Account Manager at NTP) with its Subcontractors, taking into account the reactor production and maintenance schedules of each facility, and supply Lantheus thirty-five (35) days in advance of the first delivery of a month, the supply schedule for the following month detailing clearly which
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supplier (NTP or a Subcontractor) will supply such delivery. For clarity and as an example, NTP will provide Lantheus the March 2010 supply schedule on 27 January 2010. This supply schedule will be binding on NTP and its Subcontractors and will be used by Lantheus to register each shipment with applicable U.S. governmental authorities as dictated by U.S. regulations. If the airport of delivery is JFK, then Product will be available for pick-up by Lantheus no later than 12:00 Noon. If the airport of delivery is BOS, then Product will be available for pick-up by Lantheus no later than 3:00PM. Pick-up time for any other delivery location will be mutually agreed upon.

(i) Notwithstanding the foregoing, NTP and its Subcontractors hereby acknowledge and agree that the diversification of supply provided by NTP through its supply and back-up supply arrangements with its Subcontractors is essential to the purpose of this Agreement. NTP and its Subcontractors hereby agree to use their best efforts to avoid any supply disruptions through an increased cooperation with respect to planned inspection and maintenance activities or any other activities within the control of NTP or its Subcontractors that are reasonably likely to result in an outage or supply shortage for Lantheus (e.g., the planned shutdown of two reactors or processing facilities at any one time). In addition, NTP and its Subcontractors shall give Lantheus prompt notice of any impending or threatened events that could reasonably result in a supply shortage or failure and shall cooperate fully with Lantheus regarding any plans to avoid or mitigate any disruption in the supply of Product to Lantheus. Without limiting the rights of Lantheus elsewhere in this Agreement, if at any time during the term of this Agreement the consortium of supply partners changes or NTP or its Subcontractors does not or cannot deliver the quantities specified in this Section 2.1 on a weekly basis in a reliable manner, the parties will make a good faith effort to renegotiate the terms of this Agreement. In the event the parties are unable to agree on modification of this Agreement within a reasonable period of time (not to exceed sixty (60) days), in addition to any other remedies that it might have, Lantheus shall have the sole right, after giving NTP thirty (30) days prior written notice, to terminate this Agreement.


2.2	Section 5.1 of the Agreement is hereby amended by deleting in its entirety said Section 5.1 and replacing therewith the following:

5.1	The price payable by Lantheus for Product shall be as follows:

(a) Commencing October 1, 2012 and continuing through December 31, 2012, the unit price of Product shall be four hundred and ninety fixed US dollars (US$490) per Curie at calibrated date and time for the first five hundred (500) curies delivered per week and three hundred and eighty four fixed US dollars (US$384) per Curie at
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calibrated date and time for all curies in excess of the first five hundred (500) curies delivered per week. The calibration date and time shall be in accordance with Section 2.5.

(b) Commencing January 1, 2013 and continuing through December 31, 2017, the unit price of Product shall be as follows:

(i) The unit price of Product for the period from January 1, 2013 through December 31, 2013 shall be US$475 per Curie;

(ii) The unit price of Product for the period from January 1, 2014 through December 31, 2014 shall be US$494 per Curie;

(iii) The unit price of Product for the period from January 1, 2015 through December 31, 2015 shall be increased from the prior year’s pricing by an amount equal to the lesser of (i) four percent (4%) and (ii) one half (1/2) of the annual percentage increase, if any, for the most recent twelve-month period for which figures are available in the South African Producer Price Index published by Statistics South Africa or, if the same is no longer published, the successor index that is most similar thereto (the “PPI”);

(iv) The unit price of Product for the period from January 1, 2016 through December 31, 2016 shall be increased from the prior year’s pricing by an amount equal to the lesser of (i) two and one-half percent (2.5%) and (ii) one quarter (1/4) of the annual percentage increase, if any, for the most recent twelve-month period for which figures are available in the PPI; and

(v) The unit price of Product for the period from January 1, 2017 through December 31, 2017 shall be increased from the prior year’s pricing by an amount equal to the lesser of (i) two and one-half percent (2.5%) and (ii) one quarter (1/4) of the annual percentage increase, if any, for the most recent twelve-month period for which figures are available in the PPI.

Pricing for the period from January 1, 2015 through December 31, 2015 and each year thereafter will be communicated to Lantheus by NTP no later than October 1st of the previous year. The calibration date and time shall be in accordance with Section 2.5.

(c) The parties will negotiate in good faith a commercially reasonable adjustment to the then-current pricing in the event there are material, substantial and sustained changes to the direct and indirect costs of material and labor inputs necessary for NTP and its
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Subcontractors to manufacture the Product, in each case for a period of at least twelve (12) consecutive months. In addition, in the event Lantheus directly benefits from increased third party reimbursement from public or private payors relating to technetium-derived from Lantheus’ generators utilizing LEU-based Product, then, subject to NTP and its Subcontractors providing the certifications and documentation for such Product required by the applicable laws and regulations, Lantheus and NTP will negotiate in good faith a commercially reasonable adjustment to the then-current pricing in light of such reimbursement benefit.

(d) For so long as Lantheus has satisfied its purchase volume commitments set forth in Section 2.1(b) as

measured with reference to the average volume of curies purchased over the immediately preceding twelve (12) month period and Lantheus is the largest customer of NTP and its Subcontractors in North America as measured during such period (as calculated consistent with calibrations as set out in Section 2.5), the prices payable by Lantheus for Product shall not be higher than the purchase price (as calculated consistent with calibration as set out in Section 2.5) paid by any other purchaser of Product from NTP or its Subcontractors for delivery into or use in North America, regardless of whether such delivery or use is direct or indirect. In addition, for so long as Lantheus purchases more than 1,500 curies per week, as measured with reference to the average volume of curies purchased in the immediately preceding twelve (12) month period (as calculated consistent with calibration as set out in Section 2.5), the prices payable by Lantheus for Product shall not be higher than the purchase price (as calculated consistent with calibration as set out in Section 2.5) paid by any other purchaser of Product from NTP or its Subcontractors for any delivery or use, as measured on a global basis. For purposes of calculating the purchase price paid by other purchasers of Product in order to determine if any price adjustment shall be made hereunder, the parties agree that the purchase price paid by each purchaser will be calculated after giving effect to all rebates, discounts, and similar pricing concessions or incentives available to such purchasers (but excluding governmental purchases or purchases for other non-commercial purposes), and, if such purchase price is paid in a currency different from the United States dollar pursuant to a written contract or spot order, such purchase price shall be determined using the exchange rate of the United States dollar against such different currency applicable to such purchases as of the date of entering into, or modifying the pricing-related terms of, such contracts or spot orders. In addition, noncompliance with the foregoing provisions will result in a reduction to the price payable by Lantheus for Product hereunder only during

9

the period in which the purchase price of product sold to other purchasers was lower than the then-current price set forth herein. Compliance with requirements of this Section 5.1(d) will be confirmed at the end of each calendar year, at which time NTP will furnish to Lantheus a certificate, executed by a duly authorized officer of NTP stating that such officer has reviewed the sales of such Product during such period and that NTP and its Subcontractors have complied with this Section 5.1(d). To the extent it is determined that NTP is not in compliance with this Section 5.1(d), NTP will adjust the pricing payable by Lantheus and credit Lantheus with the difference between the price paid by Lantheus and the amount otherwise contemplated by this Section 5.1(d).

(e) NTP shall invoice Lantheus at the end of each month for all Product supplied by NTP or its Subcontractors in that month. Invoicing shall be in respect of the price applicable to Product upon delivery of such conforming Product to Lantheus on an FCA basis, and in respect of container charges as the same become payable under this Agreement. Lantheus shall pay all invoices for shipments of conforming Product in any given month (as reduced by any outstanding credits for nonconforming Product) by the end of the following month to NTP.

2.3	Section 11.1 of the Agreement is hereby amended by deleting the reference to the “31st day of December 2013” and replacing it with the “31st Day of December 2017.”

2.4	Exhibit B of the Agreement is hereby amended by removing “THE INSTITUT NATIONAL DES RADIOÉLÉMENTS of Fleurus, Belgium” as of the effective date of this Amendment. For purposes of clarity, the parties acknowledge that all references to “its Subcontractor” or “its Subcontractors” in the Agreement immediately after the effective date of this Amendment shall mean the Australian Nuclear Science and Technology Organisation (ANSTO).

3. Waiver. Each party hereby waives any non-compliance with the terms and provisions of the Agreement relating to the purchase volume requirements as in effect immediately prior to the amendment thereof by this Agreement.

4. General. Except as specifically amended hereby, the Agreement remains in full force and effect and otherwise unamended hereby. This Amendment constitutes a final written expression of the terms hereof and is a complete and exclusive statement of those terms. This Amendment shall be governed by and construed in accordance with the laws of England, without reference to the choice of laws rules of any jurisdiction.
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IN WITNESS WHEREOF, the parties hereto have duly executed this Amendment as of the date first written above.


For and on behalf of NTP:


/s/ Don Robertson
[image: ]

Name and Title: Don Robertson, MD

For and on behalf of Lantheus:


/s/ Donald R. Kiepert
[image: ]

Name and Title: Don Kiepert, CEO

For and on behalf of ANSTO:


/s/ Doug Cubbin
[image: ]

Name and Title: Doug Cubbin, GM BD&C


11

Exhibit 31.1

CERTIFICATION OF CHIEF EXECUTIVE OFFICER PURSUANT TO

SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, Mary Anne Heino, certify that:

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

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

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

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

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

b. Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with generally accepted accounting principles;

c. Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d. Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal quarter 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.

Date: May 2, 2018



/s/ MARY ANNE HEINO
[image: ]

Name:	Mary Anne Heino

Title:	President and Chief Executive Officer

(Principal Executive Officer)

Exhibit 31.2

CERTIFICATION OF CHIEF FINANCIAL OFFICER PURSUANT TO

SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002

I, John W. Crowley, certify that:

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

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

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

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

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

b. Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for external purposes in accordance with generally accepted accounting principles;

c. Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and

d. Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most recent fiscal quarter 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.

Date: May 2, 2018



/s/ JOHN W. CROWLEY
[image: ]

Name:	John W. Crowley

Title:	Chief Financial Officer and Treasurer

(Principal Financial Officer and Principal Accounting Officer)

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

Pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, Mary Anne Heino, the Chief Executive Officer, and John W. Crowley, the Chief Financial Officer, of Lantheus Holdings, Inc. (the “Company”), hereby certify, that, to their knowledge:

1. The Quarterly Report on Form 10-Q for the period ended March 31, 2018 (the “Report”) of the Company 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.


Date: May 2, 2018




/s/ MARY ANNE HEINO
[image: ]

Name:	Mary Anne Heino

Title:	President and Chief Executive Officer

(Principal Executive Officer)

Date: May 2, 2018



/s/ JOHN W. CROWLEY
[image: ]

Name:	John W. Crowley

Title:	Chief Financial Officer and Treasurer

(Principal Financial Officer and Principal Accounting Officer)

A signed original of this written statement required by Section 906 has been provided to the Company and will be retained by the Company and furnished to the Securities and Exchange Commission or its staff upon request.
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Exhibit 10.1

SALES AGREEMENT

CONTRACT NO: NTP CRT 09/005 BC

Entered into between:
NTP RADIOISOTOPES (PTY) LTD
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P
Actively enhancing e >

and

LANTHEUS MEDICAL IMAGING, INC.
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....,l.....‘“ DA ks AGREEMENT - NTP and Lantheus  NTP CRT 09/005 BC

This Agreement is effective from the Ist day of April, 2009 and once signed by all
Parties (hereafter the “effective date of this Agreement”).

THE PARTIES:
‘The Parties to this agreement are:

NTP Radioisotopes (Pty) Ltd, a commercial company registered and existing under the
laws of Republic of South Africa, having its registered office at Building 1700,
Pelindaba, Church Street West Extension, Brits District, North West Province of South
Aftica (hereinafter called “NTP"), and

Lantheus Medical Imaging, Inc., a corporation organized and existing under the laws
of Delaware with a place of business at 331 Treble Cove Road, North Billerica,
Massachusets, United States of America 01862 (“Lantheus”).

RECITALS:

WHEREAS NTP is a producer and supplier of Fission Molybdenum-99
(hercinafier “Product”) and NTP has joint supply and back-up supply arrangements in
place with another producer and and supplier (IRE of Belgium) of Product set forth on
Exhibit B (hereinaficr called “The Subcontractor”); and

WHEREAS Lantheus has secured permission from the United States to import
into the United States large amounts of Product (“Permissions”) from NTP and has also
secured such Permissions to import such amounts of Product into the United States from
NTP’s Subcontractor; and

WHEREAS, Lantheus desires to purchase Product from NTP and such
Subcontractor; and

WHEREAS, NTP and its Subcontractor desire to cooperate with cach other to
supply Lantheus with Product in an effective and safe manner.

NOW THEREFORE in consideration of the mutual covenants st out below, the
Partics agree as follows:

SECTION 1- PURCHASE AND SALE OF PRODUCT

11 NTP shall sell Product to Lantheus, and Lantheus shall purchase Product from
NTP, the specification of which is set forth in Lantheus Purchasing Specification
number 08-040-998 attached as Exhibit A and which is for use in the manufacture
of Technetium-99m generators and Technetium-99m labeled products in
Lantheus” and ifs contract manufacturers” facilities located in North America and
elsewhere, in accordance with the terms set out in this Agreement.
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NTP shall identify its preferred Subcontractor to Lantheus, and if the partics
hercto agree that such Subcontractor shall supply Product to Lantheus hereunder,
such Subcontractor shall be set forth in Exhibit B and Lantheus shall sccurc
Permissions to import Product from the Subcontractor as soon as practicable.

Nothing herein shall prevent Lantheus and its affiliates from selling such
Technetium-99m generators and Technetium-99m labeled products anywhere in
the world.

SECTION2- ORDERS FOR PRODUCT

2.1

Lantheus shall buy from NTP, and NTP shall supply to Lantheus, a fixed volume
of Product on a regular weekly basis to be supplied and delivered to John F.
Kennedy International Airport, Jamaica, New York (“JFK”) or Logan
International Airport, Boston, Masssachusetts (*BOS”) (or other mutually agreed
‘upon delivery location), on cach Saturday with follow-on trucking delivery o the
Lantheus facility in North Billerica, Massachusets . Lantheus shall provide NTP
with notice of s intention to change such location at least forty-five (45) days in
advance of the required inception date of such changes. Subject to Section 5.1,
such initial fixed volume shall be at least four hundred (400) curies per week with
asix (6) day reference, and may be changed upon the mutual written agreement
of the partics hercto. NTP shail be responsible to ensure that the full weekly
quota of Mo-99 (400Ci or the amended amount agreed to in writing) is delivered
to Lantheus other than during scheduled outages for routine maintenance,
unscheduled outages or failures of the production lines of the NTP and its
Subcontractor (i.¢., under conditions of normal operations prevailing at NTP and
its Subcontractors facilities). At the discretion of the Account Manager at NTP
(“Account Manager”), such material shall be supplied by NTP or s
Subcontractor. Lantheus shall be advised in a timely way of the manner in which
supply obligations hereunder will be allocated amongst NTP and its
Subcontractor. NTP will schedule deliveries to Lantheus so as to compensate for
scheduled outages at either facility in such a way that the full supply quota will be
‘maintained under such circumstances. In the case of unscheduled outages or
production line failures for whatever reason at either facility the Account
Manager will employ best efforts to fulfill quotas. In situations where a global
supply shortage arises for whatever reason (and for Events of Force Majeure (as
hereinafier defined)) Lantheus will receive a share of Product available that is not
less than that which is directly proportional to its average share of the total
weekly purchasing (averaged over the preceding thirty (30) days) from NTP and
its Subcontractor. NTP has established and shall maintain relationships with air
carriers for the Lantheus route such that the probability of a Lantheus shipment
being refused by the carrier shall be highly improbable. NTP shall liaise (via the
Account Manager at NTP) with its Subeontractor, taking into account the reactor,
production and maintenance schedules of cach facility, and supply Lantheus
thirty-five (35) days in advance of the first deivery of a month, the supply
schedule for the following month detailing clearly which supplier (NTP or a
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Subcontractor) will supply which delivery. For clarity and as an example, NTI
will provide Lantheus the March 2009 supply schedule on 27 January 2009,
supply schedule will be binding on NTP and its Subcontractor and will be used
by Lantheus to register cach shipment with applicable U.S. governmental
authorities as dicfated by U.S. regulations. If"the airport of delivery is John F.
Kennedy (JFK) then Product will be available for pick-up by Lantheus no later
than 12:00 Noon. If the airport of delivery is Logan International (BOS) then
Product will be available for pick-up by Lantheus no later than 3:00 PM. Pick-up
time for any other delivery location will be mutally agreed upon.

Should Lantheus wish to increase or decrease the minimum contracted weekly
volume of Product supplied by NTP by more or less than ten percent (10%) of the
regular 400 6-day Ci per week for a period of time less than six (6) months, then
Lantheus shall provide NTP with notice of its intention to change such volume at
least forty-five (45) days in advance of the required inception date of such
changes. NTP will make every commercially reasonable effort to comply with
any such request and will confirm ability to accommodate the change at the latest
thirty (30) days before the requested commencement of the delivery of the new
volume of product.

Should Lantheus wish to increase or decrease the minimum contracted weekly
volume of Product supplicd by NTP by more or less than ten percent (10%) of the
regular 400 6-day Ci per week for a single delivery Lantheus shall provide NTP
with notice of its intention to change such volume in as timely a manner as
possible prior (o the date requested. NTP will make every commercially
reasonable effort to comply with this request.

In cases of emergency and pending Lantheus® t to register and obtain
approval from applicable U.S. governmental authorities, Lantheus may with less
than one (1) month’s notice, request to change the volume of Product to b
supplicd for any shipment. NTP and its Subcontractor shall make best cfforts to
accommodate such request for ad hoc changes.

‘The number of curies of Product shipped from NTP or its Subcontractor shall be
calibrated one hundred forty-four (144) hours from twelve o’clock (12:00) noon
North Billerica, Massachusetts, at airport of departure on the day of shipment
from the airport of departurc. This is equivalent to 150 hours in US Summer time
and 151 hours in US Winter time from 12:00 on day of dispensing at NTP.

Lantheus, NTP and the Subcontractor shall engage one another in the periodic
calibration of their respective radioactivity measurement systems by reference to
the U.S. National Institute. of Standards and Testing (NIST) or equivalent
standard reference materials.
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Product destined for Lantheus shall be delivered by NTP and its Subcontractor to
the airfreight carrier at the airport of departure on a FCA basis, which carrier and
airport will be set forth in the supply schedule provided pursuant to Section 2.2.
“FCA” in this Agreement shall be interpreted in accordance with INCOTERMS
2000 as amended. All export permits and licenses shall be obtained by NTP or its
Subconiractor, as necessary to meet the shipping requirements st forth herein.
NTP and its Subcontractor shall use their best efforts to ensure that all Product
destined for Lantheus is loaded onboard a commercial airfreight carrier accepting
radioactive shipments and that such carrier actually departs the departure airport
with such Product. Upon execution of this Agreement, NTP shall commence
negotiations and use best efforts to obtain a firm, written commitment from the
relevant air carriers for delivery of at least the fixed weekly volume of Product
required to be purchased by and destined for Lantheus hereunder.

NTP and its Subcontractor shall procure and manage transportation on Lantheus’
behalf by air or on land and in accordance with Lantheus® instructions for
delivery to JFK. Lantheus shall make all shipping arrangements to ship Product
from JFK o the final destination. NTP and its Subcontractor agree to assist
Lantheus with making the arrangements for the transshipment, including, without
limitation, providing shipping documentation such as air waybills. If the
information provided by NTP in the documentation provided by NTP is incorrect
o incomplete and this incorreet or incomplete information delays the delivery of
Product to Lantheus to such an extent that Lantheus cannot use Product at its
scheduled production time then Lantheus will be relicved of it's obligation to
purchase the delayed Product and NTP shall grant Lantheus a purchase credit for
the full amount of the price of the Product.

Al costs in respect of transporting any shipment of Product on a FCA basis from
the airport of departure as set forth above, shall be for the account of Lantheus.
NTP and its Subcontractor shall pre-pay such shipping costs and invoice
Lantheus accordingly for actual out-of-pocket costs incurred.

Risk of loss and fitle to Product shall transfer from NTP or its Subcontractor to
Lantheus on take-off (“wheels-up”) of such shipment from the airport of
departure after acceptance of a Product shipment by the airficight carrier. For
clarity if Product s not on the plane at take-off then title for Product shall remain
with NTP and Lantheus will not be obligated to purchase the Product. Lantheus
will work with NTP in good faith and at Lantheus” sole discretion to accept the
Product at a later time. 1fa later delivery is agreed to NTP will adjust the volume
of the Product delivered to reflect decay over the time of the delay.

Subject to the foregoing obligations of this Section 3, shipping arrangements shall

be subject (o the availability of commercial airfieight services accepting
radioactive shipments on the days necessary to meet the shipping requirements
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set forth herein. In the event of changes in the availability of existing airfreight
services on such days, NTP or its Subcontractor shall promptly notify Lantheus
and, upon such notification, NTP and its Subcontractor and Lantheus shall work
together to find mutually acceptable alternatives.

3.6  All air waybill numbers of NTP or its Subcontractor and the identification
number of each container to be used for each month’s scheduled shipments, shall
be forwarded to Lantheus as mutually agreed.

37 Promptly upon its receipt at Lantheus” facility, Lantheus shall inspect Product
and if Product does not conform to the specifications set out in Exhibit A
(including, without limitation, calibration as provided in Section 2.1), Lantheus
shall prompily notify NTP of any such non-compliance with specification.
Immediately upon NTP’s receipt of such notice, NTP and its Subcontractor shall
make arrangements, at Lantheus’ sole discretion, cither to replace such
nonconforming Product at no extra cost or to grant Lantheus a purchase credit in
the amount of the price to Lantheus of such nonconforming Product. Lantheus
and NTP shall immediately consult on the disposition of such nonconforming
Product. Unless NTP and Lantheus agree otherwise, Lantheus shall discard such
nonconforming Product, and NTP shall indemnify Lantheus for the cost of
disposal. Alternatively, the parties may agree that nonconforming Product may
be retuned to NTP for disposal at NTP’s cost.

SECTION 4 - CONTAINERS FOR PRODUCT

41 Shipments of Product shall be delivered and transported in containers complying
with U.S. transport regulations for the transport of radioactive materials. NTP
and its Subcontractor agree to allocate a sufficient number of containers for use
by Lantheus in accordance with growth in Lantheus® purchase volume or change
in shipping schedules which may arise and to cover emergency shipments. NTP
will package Product into containers in such a way as to minimize the number
used for cach shipment. Such containers shall at all times remain the property of
NTP orits Subcontractor.

42 Risk of loss of containers shall pass to Lantheus on an FCA basis at the same
time as risk of loss and title for the Product shall pass, and such risk of loss shall
revert back to NTP or its Subcontractor upon Lantheus’ return of containers as set
out below.

43 Lantheus shall return Seller’s empty containers by prepaid airfreight o its
appointed agent at the airport specified by it. Prior to return of containers,
Lantheus shall advise NTP o its Subcontractor of shipment details regarding the
delivery of containers, including, without limitation, air waybill number, flight
number, date of shipment and serial numbers. Containers shall be returned to
TP or its Subcontractor within fourteen (14) calendar days of their receipt at the
Lantheus facility in North Billerica, Massachusetts. Should any containers be
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SECTION 6 - EMERGENCY ORDERS

If, on an occasional or exceptional basis, Lantheus requires Product to be
delivered in different quantities or at different times or (0 a different location or
with different pre-calibration, to that stipulated in this Agreement, then NTP and
its Subcontractor shall use reasonable best efforts to comply with such request.

SECTION7- PRODUCT WARRANTI

7.1 NTP and its Subcontractor warrants and covenants that Product delivered by it
pursuant to this Agreement shall:

(1) be free from defects in title, design, material and workmanship,

(2 conform to all specifications set forth in this Agreement or as, from time
o time, otherwise required by applicable laws and regulations,

() be of merchantable quality, and fit for the purposes for which it is being
bought or which s indicated by Lantheus to suppliers,

() conform to the relevant manufacturer’s Drug Master File (if it is filed by
Seller), and

(5) be manufactured and lested in accordance with current good
‘manufacturing practices (cGMP); comply with all applicable laws,
regulations and industry standards relating to the manufacture, testing,
labeling, storage and shipment of Products; and not be adulterated or
‘misbranded within the meaning of the United States Federal Food, Drug
and Cosmetic Act (21 US.C. | et seq.) at the time of delivery to the
airfieight carrier.

72 Notwithstanding anything herein and not in limitation of any other rights of
Lantheus hereunder or under applicable law or regulation, Lantheus may reject
any Product which does not conform to the above warranties and no charge shall
be levied by NTP for any nonconforming Product. NTP shall reimburse Lantheus
for all shipping or disposal costs associated with the return or disposal of
nonconforming Product and all previously paid taxes and other expenses relating
to such shipment.  In the event of any circumstance coming to the attention of
NTP or ifs Subconiractor with regard to any deviation from specification
disclosed by quality control tests carried out at the site of origin of Product,
suppliers shall promptly inform Lantheus of such circumstance.

73 NTP and its Subcontractor shall retain an archive sample of each Product lot
shipped hereunder for a period of four (4) weeks following its delivery.

74 The specifications of Product set out in Section 1.1 may be amended only by a
prior written agreement between NTP and Lantheus after the provision to

W
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Lantheus of free sample(s) of Product conforming to such amended specification
sufficient in quantity to cnable Lantheus to establish the suitability of such
amended Product for use in the manufacture of Technetium-99m generators and
Technetium-99m labeled products in its facilities. To the extent that a material
change of process at NTP’s facilities is effected, Lantheus shall have the right in
its sole discretion to accept such change, notwithstanding whether such change of
process results in an amendment to the Product specification st forth in Section
L1

The parties agree to the terms of the Quality Assurance Agreement, attached
hercto as Exhibit C. The Quality Assurance Agreement as amended from time to
time upon mutually written agreement of the parties shall apply to supplies of
Product under this Agreement.

SECTION 8 - FORCE MAJEURE

8.1

82

83

No parly hereto shall be liable to the other parties for default or delay in the
delivery of Product or in the ordering of Product due to a/an: Act of God; fire;
flood; storm; riot; sabotage; explosion; strike or labour disturbance (cxcluding a
strike o labour disturbance involving NTP’s or its Subcontractor’s facilities);
national security disaster; change in governmental law, ordinance, rule or
regulation; inability to obtain clectricity or other type of energy or raw materials;
or any similar or different contingeney beyond its reasonable control (collectively
called “Event of Force Majeurc”). For the Subcontractor, where there is a
dependence on sourcing from external reactors in Europe, major unscheduled
shutdowns of such reactors are considered to be events of Force Majure.

Upon the occurrence of an Event of Force Majeure, the defaulting party shall:

(1) forthwith give notice to the other party of the oceurrence of such Event of
Force Majeurc;

(2)  useits best efforts to eliminate and/or minimize the effects of the Event of
Force Majeure;

(3 forthwith give notice to the other party when such Event of Force Majeurc
has been climinated, or has ceased to prevent the defaulting party from
fulfilling such obligations.

In the event that any shorlage of Product is anticipated, NTP shall provide notice
to Lantheus by telephone (followed by written confirmation) as soon as
teasonably possible. If cither NTP or its Subcontractor is at short notice unable to
supply scheduled Product, then NTP and its Subcontractor will liaise and move
delivery on a best effort basis to the other supplier in as far as Lantheus is able to
register the change in delivery with its regulatory authorities. If such efforts fail
to yield satisfactory results, NTP shall relieve Lantheus of its purchase
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85

obligations hercunder in connection with such specific order and all other orders
hereunder that NTP or its Subcontractor cannot supply. NTP shall allow
Lantheus to purchase the amount of such shortfall from any third party of its
choice. In such case, Lantheus may, at its sole discretion, cancel the initial order
equivalent to such shortfall.

If an Event of Force Majeure affects only a part of the capacity of the defaulting
party to produce and deliver Product, NTP shall use best efforts pursuant to
Scction 8.3, and if NTP is nevertheless unable to fulfill Lantheus® requirement,
the defaulting party shall allocate production and delivery of Product to Lantheus
on a first priority basis, based on Lantheus’ average purchases in the ninety (90)
days prior 1o the time such Event of Force Majeure affected production and
delivery.

If an Event of Force Majeure shall continue to exist for more than [thirty (30)]
consecutive days, Lantheus shall be entitled to terminate this Agreement without
advance notice of such termination to NTP.

SECTION9 - CONFIDENTIALITY

9.1

92

Each party shall maintain in confidence and safeguard all business and technical
information which is disclosed by one party to the other in connection with this
Agreement and which is designated confidential at the time of disclosure,
provided that the parties agree that the terms of this Agreement and all
transactions conducted hereunder are deemed to be confidential information and
subject to the protections set forth hercin. The obligations under this Section
shall not apply to:

(1) information now in the public domain or which hereafier becomes
available to the public through no fault of the receiving party;

(@ information already known to the receiving party at the time of disclosure;

() information disclosed to the receiving party by any third party who has a
right to make such a disclosure;

@) information independently developed by the recciving party through the
work carried by its employees, agen, or representatives;

(5)  information approved for release in writing by disclosing party; or

(6) information as may be required to be disclosed by applicable law,
regulation or order of a governmental authority of competent jurisdiction.

‘The parties acknowledge that any disclosure or misappropriation of confidential

information in violation of this Article may cause irreparable harm, the amount of
which may be difficult to determine, thus potentially making any remedy at law
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9.4

101

102

or in damages difficult to determine, thus potentially making any remedy at law
or in damages inadequate. Each party, therefore, agrees that the other party shall
have the right to apply to any court of competent jurisdiction for an order
restraining any breach or threaiened breach of the confidentiality provisions of
this letter agreement and for any other appropriate relief. This right shall be in
addition to, and not in lieu of, any other remedy available in law or equity.

“The obligation under this Article shall continue for five (5) years afler the expiry
or termination of this Agreement.

NTP and its Subcontractor agree that Lantheus may disclose information with its
sharcholders upon their request. This Section shall survive termination or
expiration of this Agreement.

ON 10 - INDEMNITY AND INSURANCE

Each party (“Indemnifying Party”) shall indemnify the other (“Indemnified
Party”) in respect of any costs, losses, judgments or any other liabilities incurred
by the Indemnified Party, including, without limitation, any personal injury or
death, or loss of or damage to property, suffered by a third party or by the
Indemnified Parly hereto, arising out of o as a result of the negligent acts or
omissions of, or breach or alleged breach of this Agreement by, the Indemnifying
Party, its direclors, officers, employees or agents, during the performance of the
Indemnifying Party’s obligations pursuant to this Agreement.

NTP and its Subcontractor shall cach maintain, at all times during the term of this
Agreement, at their own expense, Product Liability Insurance with a per
occurrence limit of not less than the equivalent of million U.S. dollars
($10,000,000) under a liability policy and/or under an umbrella policy. NTP and
its Subcontractor shall provide Lantheus with certificates evidencing such
insurance as soon as practicable after the effective date of this Agreement and
after subsequent renewals of the policies.

Lantheus will maintain, at all times during the term of this Agreement, at
Lantheus’ own expense, Product Liability Insurance with a per occurrence limit
of not less than the equivalent of fifty million U.S. dollars ($50,000,000) under a
liability policy and/or under an umbrella policy. Lantheus will provide NTP with
certificates evidencing such insurance as soon as practicable after the effective
date of this Agreement and after subscquent rencwals of the pol

SECTION 11 - TERM

i

The term of this Agreement shall commence on the effective date of this
agreement and end at midnight GMT on the 3ist day of December 2013.
Lantheus may terminate this Agreement for convenience by giving six (6) months
written noice prior o the expiry of each term. Lantheus may also terminate this
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Agreement immediately after three (3) supply failures in the space of any twelve
(12) month period. Supply failures shall be considered o be events where an
amount not exceeding 50% of the ordered activity of Mo-99 is delivercd to
Lantheus provided that the root cause of such failures was within o should have
been within the control of NTP and its Subcontractor.

Either party may terminate this Agreement (i) upon thirty (30) days written notice
o the other party in the cvent of any material breach of any provision of
Agreement, provided that the breaching party is unable to cure the breach within
such thirty (30) day period or (ii) immediately upon written notice if a trustee or
receiver or similar officer of any court s appointed for a party or for a substantial
part of the properly of such party, whether with or without consent; or
bankruptey, composition, reorganization, insolvency or liquidation proceedings
are instituted by or against such party without such proceedings being dismissed
within ninety (90) days from the date of the institution thereof.

Upon termination for any reason set forth herein, Lantheus shall have the option
1o purchase additional quantities of Product from NTP for an additional six (6)
month period, which orders shall be subject to the terms and conditions of this
Agreement.

Should NTP and Lantheus agree on a new Agreement prior to the (ermination
date of this Agreement, then this Agreement shall terminate on the effective date
of the new replacement Agreement.

Should no notice be given by either party as per Scction 11.1, then this
Agreement, including without limitation the price terms in Section 5.1, will be
automatically renewed for another term pending agreement being reached by both
parties on pricing and volume issues.

SECTION 12 - NOTICE

21

All notices, demands and other communications by one party to the other with
respect to this Agreement shall be made in writing by registered airmail, postage
prepaid, or facsimile, or electronic mail, or personal delivery at the addresses
below, or at such other address as may be notified by such other party pursuant to
the provisions of this Article from time to time. Note: For reasons of efficiency,
certain communications relating to deliveries, QA and regulatory maters (and
others that arc relavant) will be made directly between the Subcontractor and
Lantheus (with a simultaneous copy to NTP).

To Lantheus:
Lantheus Medical Imaging, Inc.

331 Treble Cove Road
North Billerica, MA 01862 U.S.A.
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Attention: William Dawes, Jr.

with a copy to:

Lantheus Medical Imaging, Inc.
331 Treble Cove Road

North Billcrica, MA 01862 US.A.
Attention: Michael Duffy, Esq.

To NTP:

Building 1700

Private Bag 582

PRETORIA

0001

South Affica

Attention: RG von Gogh or PA Louw

All notices, demands and other communications mentioned above shall be
deemed to have been given at the time of receipt when made by personal
delivery, at the time of confirmation when made by facsimile or electronic mail,
and soven (7) days after posting when made by registered airmail.

SECTION 13 - GENERAL TERMS

131

No Party shall be cntitled to assign all or any of its rights or obligations under this
Agreement without the consent of the other Party hereto which shall not be
unreasonably withheld. Any transfer or assignment of this Agreement made
without the consent as required herein shall be of no effect whatsoever.
Notwithstanding the foregoing, (i) either party may assign its rights and
obligations under this Agreement, without the prior written consent of the other
Party, to an affiliate or a successor of the relevant portion of the assigning party’s
business by reason of merger, consolidation, change of control, sale of all or
substantially all of its assets or any similar transaction, provided that such
successor agrees in writing to be bound by this Agreement and (ii) Lantheus may
assign this Agreement for the benefit of any lenders under any financing
ment (including, without limitation, with Ableco Finance LLC), without
the prior written consent of NTP. This Agreement shall inure fo the benefit of

ns of the

Parties hereto.
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13.4

135

13.6

137

138

13.9

This Agreement constitutes the entire understanding between the Parties with
respect to the subject matter hereof:

Any modification, or addition, to any of the terms and conditions of this
Agreement shall not be effective unless in writing and signed by the duly
authorized representatives of all Parties.

If any provision of this Agreement is found to be unenforceable under any of the
laws or regulations applicable thereto, all other conditions and provisions of this
Agreement shall nevertheless remain in full force and effect. Upon such
determination that any term or other provision is invalid, llegal or unenforceable,
it will be substituted with such provision as will most fully realize the intent of
the Parties as expressed in this Agreement, to the fullest extent permitted by law.

‘This Agreement shall be of no effect and shall not become binding on cach Party
uniil signed by the duly authorized representatives of all Partics. The obligations
of NTP hereunder shall be binding on NTP’s Subcontractor, and NTP shall cause
such Subcontractor to comply with such obligations.

“The waiver of strict compliance or performance of any of the terms of this
Agreement or of any breach thereof on the part of each Party shall not be held or
decmed to be a waiver of:

(1) Any subscquent failure to comply strictly with or perform the same or any
other term and condition of this Agreement; or

@ Any subsequent breach hercof.

This Agreement shall be governed by and construed in accordance with the laws
of England without out reference (o its choice of law rules.

Any and all disputes arising from this Agreement shall be amicably and promptly
settled upon consultation among the parties. The parties agree that if an amicable
scitlement s not reached within sixty (60) days after commencing consultation,
the disputes shall be settled by arbitration in London (under the rules of
Arbitration of the International Chamber of Commerce as in force on the
exceution date of this agreement by one or more arbitrators appointed in
accordance with the said rules. The award shall be final and binding upon the

parties.
Except as otherwise provided hercin, neither party shall have any right, express or
implicd, to use in any manner the name or other designation of the other party or

any other trade name or trademark of the other party for any purpose in
connection with the performance of this Agreement.
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1310 A party shall not make any public announcement with respect to this Agreement

specifically identifying the other party or referencing the trade name or trademark
of the other party without the prior written consent of the other party, which shall
not be unreasonably withheld or delayed, provided further that each party shall
have the right to make any public statements related to market supply without the
consent of the other party provided there is no reference specifically identifying
the other party or referencing the trade name or trademark of the other party. In
the event of required consent to an announcement required by this Section, the
party making such announcement shall provide the other party with a copy of the
proposed text prior to such announcement at least ten (10) days in advance of the
scheduled release of such announcement to afford such other party a reasonable
opportunity (o review and comment upon the proposed text.

[Remainder of page intentionally left blank.]
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IN WITNESS WHEREOF, the Parties hereto have duly executed this Agreement as of
the date first written above.

For and on behalf of NTP:
W

DG Robldtson
Managing Director

For and on behalf of Lantheus:

and General Counsgl

Witnessed by IRE:

Jean-Michel Vanderhofstadt
General Manager
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EXHIBIT A

PURCHASING SPECIFICATION 08-040-998
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‘Migrated Effective on 06 Jul 2008 00:36:58 GMT -05:00  Printed: 12 May 2009 By: Shacon M Palinavich (paktinss) ~For: Shannon M Palinavich (palinas) Serial: 3.3

OP_00ST73 (1.0) 08-040-998

Molybdenun-99 Codes IRE 0409991, NTP 040999SA.

PURCHASING SPECIFICATION
DESCRIPTION
Code: 040999 National Institute for Radioslements (IR, Bolgium)
Code: 040999SA Nuclear Technology Prodicts (NTP, South Africa)
“The following confainer systems are acecptable to Lantheus Medical Imaging, Inc.
(LMI).
Primary Container-IRE or NTP
Fission produuced Mo-99 solution contained in a labeled stainless steel bole with hex
screw cap.
Secondary Containment
‘Approved by LMI and certified by appropriate regulatory agoncics.
MATERIAL
Contents
0.2M Sodium Molybdate solution (NazMoQs, Mo-99 by Fission) no carrier added.
5% Sodium Hypochlorite solution added at 3% of the vendors' volume per boltle as a

lent.

stabilizer, or equ
Purity (Ref. 72 hours post receipt at 12:00 noon Eastern Time (ET) LMI reccipt)

1-131/Mo-99 <005 microcurie/millicuric Mo-99 or 5.0 E-3%
Ru-103/Mo-99 <0.05 microcurie/milliourio Mo-99 or < 5.0 E-3%
Other Ganmmas/Mo-99 < 0.10 microcurie/millicuric Mo-99 or <1.0 2%
Sr-89/Mo-99 <6.0 -4 microcurie/milliouric Mo-99 or < 6.0 E-5%
Sr-90/Mo-99 <60 B-5 microcurie/milliourie Mo-99 or <6.0 E-6%
Alpha/io-99 < 1.0 B-6 microcuriemillicurie Mo-99 or < 1.0 E-7%
27 Concentration 2350 mCifin. ot referenceactivity calibration

3. OTHERREQUIREMENTS

30 Subeontencting of ordors, or any proposed changes fo maerials or shipping
package, must be submiffed in writiug to LMT Purchasing and Quality Assurance
departments for consideration and approval prior to implementation.

CONFIDENTIAL Page 10f3

“This document Is Lanthens Medical Inaging, Tnc.confidential and proprictary information, Individuals using a copy of this document are esponsible.

Tor ensuring tha rovsions fo tho document ave not been issued since it was printed.
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‘Migrated Effective on 06 Jul 2008 00:36:58 GMT 05:00 Primted: 12 May 2009 By: Shannon M Paltioavich (paltinas) For: Shannon M Pektioavich (palinas) Serial 35

This document is Lantheus Medical Imaging, Inc. confidential nd proprietay information. Indivi

OP_00S73 (1.0) 08-040-99%
Molybdenum-99 Codes. TRE 0409991, NTP 040999SA.

“The vendor must notify LM in the event of a shortfll or inabilty to deliver n
confitmed order as soon as it is known.

‘As part of a supplier quality management program, LMI reserves the right o perform
an audit of the supplicr’s fac
supplied matetial. Current Good Manufacturing Practices (cGMPs) are to be observed

fes and programs which impact upon the quality of tho

by the supplier.

Cortifieate of Analysis: A Cerlificate of Analysis (C of A) for the molybdenum
solution st be provided for each master lot and contain information per scction 2.2 at
time of receipt. The C of A will state the actual values versus specifications. The

C of A must state that the material has been manufactured and packaged in accordance
with this Purchasing Specification.

NOTE:  In process C of A may be submitted at time of shipment but alltest results
are required for release on day of receipt.

Technical Data Sheet: A Technical Data Sheet stating specific product information
‘must be provided for each lot bottle In each shipment and arrive with shipment.
Information contained on the Technical Data sheet must reference 12:00 noon Eastern
n date. The Technical Data Sheet ata

“Time (ET) on vendor’s reference or calibrat
‘mininum must state the following information:
‘Supplier name/address
Order Number
Catalogue Number
Product Name/Chemical Form
Physical Form
Shipment Date.
Lot/Batch Number
Container 1.D.
Volume (mL) of:
Sodium Molybdate (Mo-99)
5% Sodium Hypochlorite Added (equivalcnce)

CONFIDENTIAL Page2of3

s using a copy of his document are responsiblo
Tor ensuriug that rovisions 0 the documient have nof been issued since i was prinied.
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Migrated Effctive on 06 Jul 2008 00:36:58 GMT -05:00 Priated: 12May 2009 By: Shannor M Paltnavich (paltinas) For: Shancon M Paltnavich (palinas) Serial: 3.3

OP_00573 (10) 08-040-998
Molybdenum-9 Codes IRE 0409991, NTP 040999SA

Total volume in bottlc
Mo-99 Concentration (mCi/nL) at vendor’s Calibration or reference date/time ET
Ordered Activity (Ci) at Calibration date/time ET

Total Activity (Ci) at vendor’s ealibration or reference date

35.13  Calibration Date and Time (time zone (ET))

4 PACKAGING

41 Sodium Molybdate containers must be licensed nder US Nuclear Rogulatory
Commission (NRC) and Department of Transportation (DOT) regulations (Type B
container program).

42 Containers must be compatible with LMI manufacturing systems and be properly
Inbeled with contents, actvity, calibration and LD, number.

43 Mo-99 solution cannot be blended with material from other manuficturers unless
approved by LML

5. TRANSPORTATION: Sec current purchas order.
NOTE: This s a time sensitive shipment. The vendor must notify 1Ml as soon as

possible of any potential and/or actual shipping delays.
CONFIDENTIAL Page3of 3

“This documment is Lanthous Medical Tmaging, Inc. confidential snd proprietary information. Individuals using n copy of this document ae responsible

Tor ensuring tha revisions o the document have not been Issued sicce it was prinfed.
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EXHIBIT B
Subcontractor

NTP and Lantheus agree that the following Subcontractor be used by NTP for alternative
supply of Product to Lantheus under the rules of this Agreement:

- THE INSTITUT NATIONAL DES RADIOELEMENTS of Fleurus, Belgium.
(hereafter “IRE
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QUALITY AGREEMENT

Parties to this Agreement:

m
@

21

22

3

3

a

Lantheus Medical Imaging Company
NTP Radiofsotopes (Pty) Ltd.

GUIDING PRINCIPLES

This quality agreemeat, (writien in accordance with the principles defined in Section 16 of the
ICH QIA Guideline “Good Manufaciuting Practice Guide for Active Phannaceutical
Ingredients”), specilles the relationship between NTP Radioisolopes (Pty) Lid., Pelindaba,
Prctoria, South Africa and Lantheus Medical maging, Company, 331 Treble Cove R, North
Billerica, MA 01862 USA for the fial materials,listed in Appeadix A. These final matesials are
‘manufactured, packoged, QC tested and released by NTP to LMI andfor ts affiliates or pariners
around the world.

Unless otherwise specified, “LMI refers to Lantheus Medical Iimaging Company, represeuied by
its afflates or agents who are signatories Lo this agreement. “Material Supplier” refers 1o NTP,
represented by its agents, who are signatorics of tis docuaent.

Quality Contacts are listed in Appendix B.

PRIMARY RESPONSIBILITIES
NTP has tho responsiblity to purchase all starting/raw materials and (© ensucc Ut the final
watesil is manufactured, packaged, quality control fested and released in compliznce with
<GMPs, the Product Registration, applicable laws or regulations and LM requirements.

in Appendix C.

s between LMI and NTP is lste

A summary of the division of responsi

CHANGE CONTROL.

NTP will not make any changes that affect the validated state of the final material without first
notifying LM aud obtaining LMI’s prior written conseat. All chiange coutrols wil be managed in
accordance with NTP's requirements.

MATERIAL RELEASE PROCEDURES
Stating/Rav Materinls

NTP will purchase, inspect, test and release stating/raw materials according to approved in house
procedures and technical specifications. When applicable, al stating/aw matcrials will be tesicd
to comply with the requicements defined in phauacopoeias relevant to the markets being

supplied. Wheze the starting sholerial i not defined in a pharmacopocia, it will be tested to comply
with the specifications registered by NTP.

Quality Agreement between LM) and NTP Page 1 of 8
Jone 2008
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‘Final Material

NTP will cnsure that all manufacturing operations are in compliance with ICH Q7A and
applicable regulatory agency vequitements. NTP shall inform LML imuuediately of any deviations
from such regulatory guidelives that effect product quality.

NTP will notify LML immeditely in the event of any devistion(s) Uiat may affect Fiul Matcrial
inegrity. Any siguificant problems experienced during manufastaring and any st that reveals
‘contamination, degradation, o other falure in any batch of Pl Matecil, wil be notiied fo LMI
prios (0 shipment.

Rarw Material testing, batch record review and batch release of Final Material 1o LMI will be the
responsibility of NTP's Quality unit who will ensure tha the Final Matesial meets specification
aud was manofactured in accordance wilh master manufactucing documents, the. product
registeations, applicable laws of regulations and cGMPs.

For cach butch of Final Material relcased (o LMI by NTP, a Certficae of Analysis (Cod) aud &
Certificae of Conformance (CoC) will be supplid (o LMI (tese may be combined into a single
document). Tho CoA wil contain the Final Material name, lot number, relerencelcalibration dat,
{est name, nemerical resull vs. LMI specification. The Technical Dala Sheet supplied by NTP
contains the activity conceatration and diluent amounts for the prodcis supplied. In addi
willnclude the Final Malerial vame,lot number, date, volume per botle of Raw Materal suppli
and otal number of containers supplied. The CoC will include & satement that the Firal Material
has been manufactured and packaged in compliance with cGMP, the product regiscation,
applicable Jaws or tegulations and tesied acconding o the approved specifications. The CoC will
nclude 3 staement indicating whether any deviaions were experienced duting manufyctuing
with the deviation report allached. Rework ot teprocessing is nol applicable (0 the prodcts
supplid. Also, NTP's Quality unit must sign allFinal Mateial release documens.

TP must have a formal retest policy and procedure in place for handling out of specification test
resulis that s in accordance wit applicable laws and regulations.

BATCH RECORD RETENTION

Originals of all batch aud laboratory documents (including raw data) will be retaincd by NTP or
theit contiact Isboralory for nine (9) years or in accordunce with any applicable faws or
rogulations, whichever is longer

LMI will have aceess 1o the complete original batch documents upon site visit or audit, for ll
Final Material supplicd to LMI when equested within a reasonable fime frame.

RETAIN SAMPLES

NTP vl retain samples of Fina) Material under the proper storags conditions a5 requived 1o
‘comply with rtain sample requirements and/or rogistration commitments but in 1o case less than
the amount necded to perform two compleie sets of Raw Materil teting. The retan samples will
be stored in containers that siowlate the same packaging systean in which the Final Materal is
storedt or one that is cquivalent.  Any issues will be immediately notifed to LML

NTP will bave weritien records 1o support the final materil shelf lfe. Stability testing will be
‘performed on the productin accordance with approved SOPs for stability tesing.

Quality Agreement between LMl and NTP Page20f8
June 2008
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COMPLAINTS

7.0 Final Material comphaint repous eceived by LMI from its customers that relai to the Final
Material supplied by NTP will be summasized and sent 0 NTP.

72 NTP will investigte all complaints rlaed to the manufoctore of thc Final Mateisl for LMI and
provide 8 writen eport within fiftecn (15) business days. I the event that NTP receives a Product
complaint, NTP will forward the complait (o LMI within thee (3) business days. NTP will
provide LMI wilh confirmation of closcout for indivilual complaints, and summarics of
complainis received at Jeast annazlly.

8. RECALL
LMI will be ultirgately responsible for performing tecalls of product sold by LMI that contain the

Final Material. NTP and LM have the responsibility 1o provide any data or information that could
result in product recall within an appropriate time frame.

9. AuDITS

9.0 LMI will scheduls periodic audits of NTP faclitis used (o manuGuctore the Fival Materal
supplied 10 LMI. LMTshall have the ight o visit he acility where the Firal Material prodcts atc
wanufscivied on any business dey upan. reasonable prior notice provided tha the visit docs not
wnreasomibly iterfere with the operations at NTP's aciity. During any such visit, LMI auditors
sholl have e vight (o audil the manufactuing, quality sysiem, material handling, packaging,
tecords, Iaboratories and fuclifies to ensure that NTP complies’ with the product tegistaions,
<GMPs, applicable Jaws ot segulations and LM requirements.

92 NTP shall cooperate fully in such an inspection and shall take a course of action and resolution
accepiable to LMI i the event that LM finds any contractual or regulatory deficicncics during the
audit. LMI shall be enitled to continue auditing the fcility unil tho contractual or regulatory
deficiency is resolved to LMl satisfaction.

10 VENDOR QUALIFICATION
NTP most maintain a fomal vendor qualification and snanagement program for meerials procured

by NTP. Selecion, qualifiction and managerneat of vendorsis the esponsibility of NTP but shall
be reviewed from time o time by LMI during audics.

Il STORAGE

11 NTP will ensure hat the Final Malerias are stored and shipped
range.
12 SUBCONTRACTING

INTP will not subcontract any final product o testing services rolated to Raw Mterials 0 a third
party without receiving prior writien approval from LMI.

13 TRAINING

Quality Agreement between LMI and NTP Fage3of8
June 2008
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Each person eugaged in the wanufacturing, processiog, packing or testing of a Raw Matcrial shall
have education, training, and experience, or any combinalion thetcof, (o enable that person (o
perfoun the assigned functions.

Tuaining shall be in the particular operations tht tbe employee performs aod n current applicable
‘manufaciuring regulations 2s they relte to the employe's functious. Training in cGMPs shall be
conducted by qualified individuals on 2 continuing basis and with sufficient fequency to casore
that employees remain fauilar with requirepnents applicable o them, This eaning must be
docamented in a taining record for each ewployee wnd NTP shall retuin evidence of the
emploge’s foll understanding.

VALIDATION / QUALIFICATION

Validation studies shoold bz prospective in nature and in accordance with FDA and ICH
1 patanetecs and aceeptance citeria ourst be documented. NP must maintain

>
>

> Analytical Methods
> Cleaning Processes

> Cleaning Metbads

> Manfusiusing Process
> Computer Systems (where applicable)
> Laboratorics

> Utiliies (HVAC, Process Wate, Clean Steam, Clean Compressed Air, etc)

st
NTP shall immediately provide writen notification to LMI of the use or the planned use of any
auimal-decived vaw malerials, infermediates, or componcals 1o be manufactured in the Facility.
Under o circumstance shall NP use any animol-derived material unless proper documentation is
accepled by LML

1o sdiion, NTP shall tske any aud all precautions 0 prevent th transmisson of Trunsmisible:
Spongiform Encephalopatly (ISE) in its Faciliy.  TSE includes Bovine Spongiform
Enceplalopathy (BSE) and all other forms of animal or human spongiform cncephalopa
“These precautions must extend fo TSE-associaed prion protein, aid any ofhcs material asociated
with TSE.

INTP shall on u periodic basis provide TSE compliauce documentation (0 LM! stating that all of
the raw materials and tbe products in its Facility are TSE-frec, i, compliance documentation
may include the comploted LMI TSE Questionnite, vendor declacations, certfications, andlor
European Phamacopoeia TSE, Certificates of Suitability. NTP shall maintain all required TSE
declarations and certifications for their startiog materials, intermediates, cleaning agents, and
product-contact materials, and ihese shall bo subject 0 audit by LMI.

16 COMPLIANCE WITH LOCAL REGULATIONS

NTP undertakes o obtain and maivain the appropriate authorizalion to manufacture the Finel
Matesials. NTP shall inform LMI about any change or withdrawal of such uthorization without
unduc delay.

Quality Agreement between LMI and NTP Paged of8
June 2008
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17 GOVERNMENTAL AND REGULATORY INSPECTIONS

TP sall notify LM of any inspections by a segulatory authorily rlatng 10 the manufacturing,
packaging and testing of Raw Materials supplicd to LMI, within Gve (5) business days of the
inspection. When Final Materias supplied to LM are implicated n regulatory nspection (indings,

TP will provide redacied copies of all sorrespondence, reports, notices, fndings

ud any other

material petinent 1o such inspections or otherwise relating to the production, use, or sale of the.

i
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ATPENDIX A:
List of Final Materiuls:
Molybdenum Mo-99

Quality Agrecment between LMI and NTP.
June 2008
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APPENDIX B:

Quality Contact Lantheus Medical Imaging Company:

Thomas Feller
Manager QA Operations & Support
Lantheus Medical Imoging Company

Phone: (978) 436-7554
Fox (978) 4367075
e mail:tomas ellex@bms com

Quality Contact NTP:

Geshaed Bruwer
Quality Assurance Managee
NIP Radioisotopes

Phone: [+27) (0) 12305 5195
Fax: [+27) 0) 12 305 5680
c-mait: gerhacdb@uip cozn
cell phone: (+27) 0) 32 901 1344

Quality Agreement between LMI and NTP
June 2008
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APPENDIX C:

Division of pharmaceatical responsibiliies*

ME Lantheus Medical Imaging

NIP: Final Maleial Supplier

Maintenance of
registration documents

‘Starting/Raw Materils(s):

Key Raw Material
Specific

Other Raw Maerials:
Specilication
Supply/Procurcment

Testing
Release

Specification
Monufsciuring ditections

In-process control
Manofacturc/manfacturing recor
Review of manufacturing documeutation
Testing directions

Qualiy controlest record

Release.

Final Matesial

Specification

Manufacturiog directions

Assignment of batch numbes

In-process control
Manufecture/manfacturing resord
Review of manufcturing doumentation
Quality controlest record

Release

Certficate of aualysis

Cettificate of conformance

Releaso for dispatch

Retain Samples

Stabilty Te

Qualification and Validation
Transporation 1o LML
Storage Specification

‘Written nolification of the fse or planned use of

aninal-decived compouerts or maecials
‘Periodic notification of TSE compliarce.
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