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SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549
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FORM 8-K
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CURRENT REPORT

Pursuant to Section 13 or 15(d)

of the Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): January 11, 2023
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LANTHEUS HOLDINGS, INC.

(Exact name of registrant as specified in its charter)
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	Delaware
	001-36569
	35-2318913

	(State or other jurisdiction
	(Commission
	(IRS Employer

	of incorporation)
	File Number)
	Identification No.)



201 Burlington Road, South Building

Bedford, Massachusetts 01730
(Address of principal executive offices) (Zip code)

Registrant’s telephone number, including area code: (978) 671-8001

Not Applicable

(Former name or former address, if changed since last report.)
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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions (see General Instruction A.2. below):

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:

	Title of each class
	Trading
	Name of each exchange
	

	
	Symbol(s)
	on which registered
	

	Common stock, par value $0.01 per share
	
	LNTH
	
	The Nasdaq Global Market
	



Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

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. ☐
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Item 7.01[image: ]	Regulation FD Disclosure

On January 11, 2023, Lantheus Holdings, Inc. (the “Company”) is delivering a presentation at the 41st Annual J.P. Morgan Healthcare Conference, which also will be webcast live. A copy of the slide presentation that will be used by representatives of the Company in connection with the presentation (the “Corporate Presentation”) is attached to this Current Report on Form 8-K as Exhibit 99.1. The Corporate Presentation is current as of January 11, 2023, and the Company disclaims any obligation to update or revise the Corporate Presentation, including with respect to any forward-looking statements, to reflect changed assumptions, the occurrence of unanticipated events or changes to future operating results over time, unless required by law.

The information in this Item 7.01 and Exhibit 99.1 attached hereto are intended to be furnished and shall not be deemed “filed” for any purpose, including for the purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that Section, nor shall they be deemed incorporated by reference into any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such filing.

Item 9.01	Financial Statements and Exhibits

(d) Exhibits

	Exhibit
	Exhibit Description
	
	

	Number
	
	
	
	

	99.1*
	
	Corporate Presentation
	

	
	
	
	
	

	104
	
	Cover Page Interactive Data File (embedded within the Inline XBRL document)
	



· Exhibit 99.1 attached hereto is being furnished and shall not be deemed “filed” for purposes of Section 18 of the Exchange Act or otherwise subject to the liabilities of that section, nor shall such information be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, except as shall be expressly set forth by specific reference in such filing.

SIGNATURES[image: ]

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

LANTHEUS HOLDINGS, INC.

By:	/s/ Daniel M. Niedzwiecki
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Name: Daniel M. Niedzwiecki

Title:	Senior Vice President and General Counsel

Date: January 11, 2023
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Exhibit 99.1

January 11, 2023
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Safe Harbor Statements

Cautionary Statement Regarding Forward-Looking Statements
This document contains forward-looking stafements within the meaning of the Private Securiies Lifigation Reform Act of 1995, as amended, that are subject fo risks and uncertainfies and are made pursuant
o the safe harbor provisions of Section 274 of the Securifies Act of 1933, as amended, and Section 21E of the Securifies Exchange Act of 1934, as amended. Forward-iooking stafements may be identified by
their use of ferms such os "anficipate.” “believe,” “confident," “confinue.” “could," “estimate,” “expect,” “guidance,” “infend,” “infroduce,” “may.” “momentum.” “plan.” “predict," “progress,” “project,”
“promising,” *farget,” *wil," *would" and other simiar fems. Such forward-looking statements are based upon cument plans, estimates and expectations that are subject fo risks and uncertainties fhat could
cause actual results to materially differ from those described in the forwarc-looking statements. The inclusion of forward-looking statements should not be regarded as a representation that such plans.
esfimates and expectafions wil be achieved. Readers are caufioned not fo place undue reliance on fhe forward-looking stafements contained herein. which speak only os of fhe date hereof. The Company.
undertakes no obligation fo publicly update any forward-looking statement, whether as a result of new information. future developments o ofherwise, except as may be required by law. Risks and
uncertainfies that could cause our actual results to materialy differ from those described in the forward-looking stafements include: (i) our abilty fo confinue fo grow PYLARIFY as a commercial product.
including (A) our abilty to obtain FDA approva for additional positron emission tomography (*PET") manufacturing facilfies (*PMFs”) to manufacture PYLARIEY, (B) the abilfty of PMFs fo manufacture PYLARIFY
to meet product demand, (C) our abilty 1o sell PYLARIFY fo customers, (D) our abilty fo obtain and maintain adequate coding. coverage and payment for PYLARIFY. and (E) our abilty 1o establish PYLARIFY
s aleading PSMA PET imaging agent in an increasingly compefifive environmentin which ofher PSMA PET imaging agents have been approved and addifional ones are in development; (i) confinued
market expansion and penetration for our established commercial products, parficularty DEFINITY. in the face of segment competition and potential generic compefition. including os a result of patent and
regulatory exclusivity expirations and challenges; ii the global Molybdenum-99 (*Mo-99") supply: (iv) our abilty fo have third parly manufacturers manufacture our products and our abilty fo manufacture
DEFINITY in our in-house manufacturing facilty: (v) our abilty to successfully launch PYLARIFY Al s o commercial product; [vi) the confinuing impact of the global COVID-19 pandemic on our business, supply.
in, financial condiions and prospects: (vi) the efforts and fiming for clinical development and regulatory approval of our product candidates and new clinical applications and temitories for our products,
in each case, that we may develop, including 1095 and NM-01. or hat our sirategic pariners may develop, including piflufolastat F 181n Europe and flurpiridaz fluorine-18 [“F 18"); (vi) our strategies, future:
prospects, and our projected growth, including revenue related o our coliaboration agreements with POINT 8iopharmas; (ix) our abilty to identify and acquire or in-iicense addifional diagnostic and
therapeufic product opportunifies in oncology and ofher strategic areas: and () fhe risk and uncertainties discussed in our flings with the Securifies and Exchange Commission (including those described in
the Risk Factors section in our Annual Reports on Form 10K and our Quarterty Repors on Form 10-Q).

Al frademarks, logos and service marks on this page are the property of thei respective owners.

Non-GAAP Financial Measures

The Company uses non-GAAP financial measures, such as adjusted net income and ifsine components; adjusted netincome per share - fully diuted: and free cash flow. The Company’s management
believes that the presentation of these measures provides seful information fo investors. These measures may assist investors in evaluating the Company's operafions, period over period. However. these
measures may exclude items that may be highly variable, difficult fo predict and of a size that could have a substantial impact on the Company's reported results of operations for a parficular period.
Management uses these and other non-GAAP measures infemally for evaluation of the performance of the business, including the allocation of resources and the evaluation of results relative to employee
performance compensation fargets. Investors should consider fhese non-GAAP measures only as a supplement fo, not as a subsfitute for or os superior fo, measures of financial performance prepared in
accordance with GAAP.

& iANTHEUS [ —, 2




image15.png
Lantheus — A Growth Company

FOUNDED: 1956 $800M TTM Revenues! 25% 5-Year Revenue CAGR! TICKER: LNTH

Delivering life-changing science to patients and

Executing On Our Strategy to:
providers, going further to improve outcomes and lives.

R ) ) =7 ) douvle-digit
Leader in radiopharmaceuticals - growth
65 years of radiopharmaceutical expertise, including
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#1 PSMA PET Imaging Agent our portfolio
with Sustainable Competitive Advantages
#1 Ulirasound Enhancing Agent POSITION
used in the UsS. for almost 20 years? Lantheus as a category
leader

Continue to advance our purpose to
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disease to deliver better patient outcomes
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2023 Lonthes. Al ightsreserved.

Precision Diagnostics

Our leading diagnostic products assist
healthcare professionals (HCPs) in
Finding and Following diseases with a
current focus in cardiology

Radiopharmaceutical Oncology

Diagnostics and therapeutics that aid
HCPs in Finding, Fighting and Following
cancer

Strategic Partnerships and Other

Strategic Partnerships with a focus on
enabling precision medicine with
biomarkers, digital solutions and pharma
services platforms




image17.png
Uniquely Positioned fo Take Advantage of the Renaissance in
Radiopharmaceuticals

~

\ | RADIOPHARMACEUTICAL .
= . [ 7%\ LANTHEUS:
Globql_Radlopharmcceuhcal Market > 18.6 \ K*smgﬁsm aid Poised to take Advantage
USD Billions | CAGR of the Renaissance in
\ Isofope #Assets  Dvs.'19 Radiopharmaceuticals
. Therapeuﬁcs Actinium 225 20 +25%
35 Lutetiom 177 58 +38% ) RECOGNIZED LEADER
W Diagnostics odine 131 16 w237 @ in radiopharmaceuticals
7 UNIQUELY POSITIONED
~27 tolaunch new
PET RADIOPHARMACEUTICAL S0 radiopharmaceutical
DIAGNOSTICS Beiias
14 IN DEVELOPMENT'
A Isotope # Assets Dvs. ‘19 CAPABILITIES TO DRIVE
i 10 Fluorine 18 s +12% INNOVATION
’ - Gallum 68 8 +45% right experience & know-
o how fo capture the
2021 2026 2031 Coppersd 4 * opportunity

LANTHEUS





image18.png
l LANTHEUS

Near-Term Growth Drivers




image19.png
° PYLARIFY*

Piflufolastat F 18 Injection

Prostate Specific Membrane Antigen (PSMA) PET Imaging Agent for Prostate Cancer 1

Launched June 2021

Drivers of Success

90K+ scans {@} Innovation
$410.2M Nei Sales f@i Significant

unmet need

Since Launch through 3Q 2022

g Operational § ¢
i~ Excellence

Firmly established as the market leading PSMA PET imaging agent

for the U.S. prostate cancer community
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~$1.6B U.S. PSMA PET Imaging TAM

Estimate +2-3% annual growth due to increasing incidence / prevalence’®

2023 Annual Scan Potential Estimates

INITIAL STAGING FOR
SUSPECTED METASTASES'
~125K Patients staged with
Intermediate Unfavorable,
High or Very High

Risk Prostate cancer
(~125K potential scans)

SUSPECTED RECURRENCE?
~110K Patients with
Biochemical Recurrence
of Prostate Cancer
(~195K potential scans)

~350K

ANNUAL SCANS

~$1.6B+

MARKET POTENTIAL*
PSMA-TARGETED

RADIOLIGAND THERAPY?
~20k Patients with 3L mCRPC
(~30K potential scans)

@ LanTHEUS [ — ’




image22.png
ok (Perflutren Lipid M\crosphere 'Pef lutren Lipid Microsphere)
INJECTABLE SUSPENSION INJECTABLE SUSPENSION

Launched 2001

Clinical Differentiation
Distribution Model

Supporting Data &

2022 Net Sales through 3Q Publications

‘ LANTHEUS




image23.png
Heart Disease is the #1 Cause of Death in the U.S.!
100M+ Impacted in the U.S.2

2022

Heart Disease Estimates Every 40 seconds
(us) on average, someone in the U.S. will have a
myocardial infarction?

20M Adults
WITH CAD'?
~875K 214.6 per 100,000 2in 10 deaths
3 the age adjusted from CAD happen
DEATHS US. deathrate in adults less than
attributable to CVD? 65 years old?

2022 Heart Disease and Shoke Stafistcs Update Foct Shee
2 Botwoen 2015 on 2015 2625 Heott Droese and Svoke StfsticsUpdate foctsheet.
3. Heart Disease and Stroke Stafistics - 2022: A ReportFrom the American Heart Associafion. Circulafion. 2022:145(8): €153-¢ 63
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U.S. Ultrasound Enhancing Agent (UEA) TAM is $600M+!
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Sustaining Double Digit Growth
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Lantheus Product Pipeline
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Radiopharmaceutical Portfolio Expands with Late-stage
Therapeutic Candidates (1/2)

Phase 3 SPLASH Trial for mCRPC Ongoing

Data from 27 patients enrolled in Lead-In cohort
(Licensed from POINT, presented at ESMO 2022:

: TAM! (US. + 84.8% of individuals imaged with PSMA-PET met PSMA
December 2022) : (Us,) eligibility criteria
- - Median rPFS was 11.5 months, longer than stafistical

assumptions of the protocol
177Ly-based PSMA-targeted radiopharmaceutical therapy in et i

. . : + Reduction of > 50% of PSA baseline PSA (PSAS0
:::ileo'p(mzr: Ptg)heut metastatic castration-resistant prostate response) was achieved in 42% of patients

+ Well tolerated with no freatment-related deaths and
Combines a PSMA-targeted ligand, PSMA-I&T, with the few trectment-related AEs of grade 3 or higher

beta-emitting radioisotope lutetium-177 ('77Lu)

70K+ men eligible for mCRPC treatment every year in the U.S.

1. Projected TAM in 2029 based on management esfimates and infemal dfo.
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Strong Financial Profile
Enables Investment Strategy




image30.png
Disciplined Strategic and Financial Approach to Growth

©

Delivering on Our Strategy

« Sustain double-digit
growth

- Diversify our portfolio

« Position Lantheus as a
category leader

@ LanTHEUS

E®

Enabling an Attractive &
Sustainable Financial Profile

« Revenue growth
* Margin expansion
« FCF generation

« Flexible balance sheet

Continuing to Execute

« Invest in strategically
aligned organic and
inorganic assets

« Integrate and deliver on
value creation drivers

« Create shareholder value
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5-year Financial Targets

@ ;@
70%+ 45%+ $1.5B+

GROSS MARGIN EBITDA MARGIN CUMULATIVE FCF

Favorable volume Delivering levered P&L Strong cash and

and product mix Disciplined investment earnings growth

Managing for profitability to support growth Prioritized capital
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Delivering Profitable Growth

1. FCF = Free Cash Flow = Operating Cash Flowless Capital Expenditures; 20222027 cumlafive estimate,
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Lantheus — A Growth Company
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Proven Management Team with Deep Industry Expertise

Paul Blanchfield
Chief Operating Officer
2020

Mary Anne Heino Robert Marshall
President and Chief Executive 5 Chief Financial Officer and
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Prostate Cancer Patients May Undergo Imaging Several Times
During Their Disease Journey
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