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Cancer Overview 



Immune System and Introduction to Antibodies 





GD2 Overview 

GD2 Expression in Various Cancer Types 



DANYELZA—mechanism of action 

DANYELZA for the treatment of pediatric relapsed or refractory high-risk neuroblastoma 

Overview of Neuroblastoma 



DANYELZA for Pediatric Relapsed or Refractory High-Risk Neuroblastoma—Current Treatment Landscape 
and Associated Limitations 

DANYELZA for Pediatric Relapsed or Refractory High-Risk Neuroblastoma—Clinical Development Program 

Study 12-230: Phase 1/2 Study of Combination Therapy of Antibody Naxitamab with Granulocyte-Macrophage 
Colony-Stimulating Factor (GM-CSF) in Patients with Relapsed/Refractory High-Risk Neuroblastoma 



Primary Objectives 

•

•

•

Secondary Objectives 

•

o
o

o
o

•

Patient Population 

 

Study 201: A Phase 2 Trial of Antibody Naxitamab and Granulocyte-Macrophage Colony-Stimulating Factor 
(GM-CSF) in High-Risk Neuroblastoma Patients with Primary or Secondary Refractory Osteomedullary Disease 



Primary Objective 

•

Secondary Objectives 

•

•

•

•

•

Patient Population 

Treatment Protocol 



Study 16-1643: Naxitamab/GM-CSF Immunotherapy Plus Isotretinoin for Consolidation of First Remission of 
Patients with High-Risk Neuroblastoma: A Phase 2 Study 

Study 17-251: Pilot Study of Naxitamab, Irinotecan/Temozolomide and Sargramostim (HITS) Chemoimmunotherapy 
for High-Risk Neuroblastoma 

Study BCC-018: A Phase 2 Study sponsored by Beat Childhood Cancer Research Consortium investigating 
Naxitamab Added to Induction Therapy for Subjects with Newly Diagnosed High-Risk Neuroblastoma

Primary Objectives

•

Secondary Objectives

•

•

•

•
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Overview of Osteosarcoma 

DANYELZA for Relapsed Osteosarcoma—Current Treatment Landscape and Associated Limitations 

DANYELZA for Relapsed Osteosarcoma—Clinical Development Program 



Study 15-096: A Phase 2 Study of Monoclonal Antibody Naxitamab with Granulocyte-Macrophage Colony-
Stimulating Factor (GM-CSF) in the Treatment of Recurrent Osteosarcoma 

Primary Objective

•

Secondary Objectives

•

Patient Population 

Treatment Protocol 

Study 205: A Global Randomized Pivotal Trial of Naxitamab Compared to Standard of Care in Patients with 
Pulmonary Only Recurrent Osteosarcoma

in-vivo



Overview of SCLC 

Overview of Sarcomas 

Overview of osteosarcomas 



Overview of soft tissue sarcoma 

Overview of angiosarcoma 

Overview of Ewing sarcoma 

Overview of malignant melanoma 

Treatment Protocol 



Primary Objectives 
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•

•

•



Overview of malignant lymphoma: 

Primary Objectives 

•

•







 

Patent Portfolio 
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Trademarks 

Trade Secrets 



MSK Agreements 
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BLA Submission and Review by the FDA 



Orphan Drugs 



Breakthrough Therapy Designation 

Rare Pediatric Disease Designation 

Post-Approval Requirements 
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Other Healthcare Laws and Compliance Requirements 

•
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Coverage and Reimbursement 



Clinical Trials in the EU 

Review and Approval of Medicinal Products in the EU 





Data and Market Exclusivity in the EU 

Pediatric Development in the EU 



Orphan Designation and Exclusivity in the EU 

Post-Approval Requirements in the EU 



Pricing, Coverage and Reimbursement 

Brexit 



Healthcare Reform 



•

•

•





Our business is subject to numerous risks. You should carefully consider the risks and uncertainties described 
below together with all of the other information contained in this Annual Report on Form 10-K, including our 
consolidated financial statements and the related notes, and in our other filings with the SEC. Additional risks and 
uncertainties that we are unaware of, or that we currently believe are not material, may also become important factors 
that affect us. If any of the following risks occur, our business, financial condition, results of operations and future 
growth prospects could be materially and adversely affected. In such event, the trading price of our common stock could 
decline and you might lose all or part of your investment. 

We have a limited operating history and have incurred significant losses since inception. Our only product approved 
for sale is DANYELZA, and we have never generated any substantial revenue from product sales. We expect to incur 
significant losses for the foreseeable future. We may never achieve or maintain profitability, which may cause the 
market value of our common stock to decline significantly. 
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Our limited operating history may make it difficult for you to evaluate the success of our business to date and to 
assess our future viability. 

Our payment obligations to MSK and MIT may be a drain on our cash resources, or may cause us to incur debt 
obligations or issue additional securities to satisfy such payment obligations, which may adversely affect our financial 
position and results of operations. 



We will need substantial additional funding until at least such time as we can generate substantial revenue from 
product sales. If we fail to obtain such additional funding, we may be forced to delay, reduce or eliminate our 
research and drug development programs or current or future commercialization efforts and our license and other 
agreements may be terminated. 



Raising additional capital may cause dilution to our stockholders, restrict our operations or require us to relinquish 
rights to DANYELZA or our product candidates on terms unfavorable to us. 

We may expand our resources to pursue a particular product or product candidate or indication and fail to capitalize 
on other products or product candidates or indications that may be more profitable or for which there is a greater 
likelihood of success. 



We depend on a limited number of customers for a high percentage of our revenue. If we cannot maintain our 
current relationships with customers, fail to sustain recurring sources of revenue with our existing customers, or if 
we fail to enter into new relationships, our future financial condition and results of operations will be adversely 
affected. Moreover, the financial difficulties or insolvency of one or more of our major customers or their lack of 
willingness and ability to distribute our approved product, DANYELZA, could adversely affect our financial position 
and results of operations. 

Drug development is a lengthy and expensive process, with an uncertain outcome. If clinical trials of our product 
candidates fail to demonstrate safety and efficacy to the satisfaction of regulatory authorities or do not otherwise 
produce positive results, we may incur additional costs, experience delays in completing, or ultimately be unable to 
complete, the development of our product candidates or be unable to obtain marketing approval. We may encounter 
substantial delays in our clinical trials, or may not be able to conduct our trials on the timelines we expect. 



Our only approved product, DANYELZA, our product candidates and related technologies are novel approaches to 
cancer treatment that present significant challenges, and our ability to generate product revenue is dependent on the 
success of DANYELZA or one or more of our product candidates, which might require additional clinical testing 
before we can seek regulatory approval and begin commercial sales. 
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The SADA PRIT Technology is still in early stages of clinical development or pre-clinical research and may not 
result in approvable or marketable products, which exposes us to unforeseen risks and makes it difficult for us to 
predict the time and cost of product development and potential for regulatory approval, and we may not be successful 
in our efforts to use the SADA PRIT Technology to build a pipeline of product candidates. 



Russia’s invasion of Ukraine and ancillary developments have had and may continue to have an adverse effect on 
our business.



The commercial success of DANYELZA and of any future approved products, will depend upon the degree of market 
acceptance by physicians, patients, third-party payors, and others in the medical community. 

•

•

•

•

•

•

•

•

•

•

•

•



•

•

We have limited experience operating as a commercial company and the marketing and sale of DANYELZA or any 
future approved products may be unsuccessful or less successful than anticipated. We may not be successful in 
commercializing DANYELZA or any future approved product unless we are able to maintain and expand our sales 
and marketing capabilities or enter into agreements with third parties to sell and market such approved products. 
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We face significant competition from other biotechnology and pharmaceutical companies, and our operating results 
will suffer if we fail to compete effectively. 



 

The market opportunities for DANYELZA and our other product candidates, if approved, may be limited to those 
patients who are ineligible for or have failed prior treatments and may be small. Also, the market opportunity for 
DANYELZA and our product candidates, if approved, may be smaller than we expect. 



The indications we seek to treat have low prevalence and it may be difficult to identify and enroll patients with these 
diseases. If we encounter difficulties enrolling patients in our clinical trials, our clinical development activities could 
be delayed or otherwise adversely affected.
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DANYELZA or any current or future product candidates, including those based on the SADA PRIT Technology, may 
cause serious adverse events, or SAEs, undesirable side effects or have other properties that could halt their clinical 
development, prevent, delay, or cause the withdrawal, variation or suspension of their regulatory approval, limit their 
commercial potential, or result in significant negative consequences, including death of patients or cause regulatory 
authorities to require labeling statements, such as boxed warnings. Even after approval, if we, or others, later 
discover that the drug is less effective than previously believed or causes undesirable side effects that were not 
previously identified, our ability, or that of any potential future collaborators, to market the drug could be 
compromised. 
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The outcome of pre-clinical studies and early clinical trials may not be predictive of the success of later clinical trials, 
interim results of a clinical trial do not necessarily predict final results, and the results of our clinical trials may not 
satisfy the requirements of the FDA or comparable foreign regulatory authorities, and if an adverse safety issue, 
clinical hold or other adverse finding occurs in one or more of our clinical trials of our lead product candidates, such 
event could adversely affect our other clinical trials of our lead product candidates. 



We do not know whether any clinical trials we may conduct will demonstrate consistent or adequate efficacy and 
safety sufficient to obtain marketing approval to market our product candidates. 



Research and development of biopharmaceutical products is inherently risky. We may not be successful in our efforts 
to create a pipeline of product candidates and develop commercially successful products. If we fail to develop 
additional product candidates, our commercial opportunity will be limited. 
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We are dependent on our ability to maintain and continue to leverage our relationship with MSK. We have entered 
into several agreements with MSK that are important to our business. We may also form or seek other collaborations 
or strategic alliances or enter into additional licensing arrangements in the future but may not realize the benefits of 
such collaborations or strategic alliances. If we are unable to enter into future collaborations, or if such 
collaborations are not successful, our business could be adversely affected. 
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If we or third parties, such as contract research organizations, or CROs, or contract manufacturing organizations, or 
CMOs, use hazardous and biological materials in a manner that causes injury or violates applicable law, we may be 
liable for damages. 



We rely on third parties to conduct our clinical trials. If these third parties do not successfully carry out their 
contractual duties or meet expected deadlines or comply with regulatory requirements, we may not be able to obtain 
regulatory approval of or commercialize our product candidates. 



We rely on third parties to manufacture DANYELZA for commercial supply and our product candidates, including 
our antibody constructs based on the SADA PRIT Technology, for our ongoing and planned pre-clinical studies and 
clinical studies. Our business could be harmed if third parties fail to provide us with sufficient quantities of 
DANYELZA or our other product candidates, including our antibody constructs based on the SADA PRIT 
Technology, or fail to do so at acceptable quantities, quality levels or prices or fail to maintain adequate compliance 
with CMC guidelines of the FDA and comparable foreign regulatory authorities. Our third-party manufacturers have 
in the past and may in the future experience manufacturing difficulties, and any such difficulties could harm our 
business. 





We are, and will continue to be, reliant in significant part on outside scientists and their third-party research 
institutions for research and development and early clinical testing of our product candidates. These scientists and 
institutions may have other commitments or conflicts of interest, which could limit our access to their expertise and 
adversely affect the timing of the IND filings and our ability to conduct future planned clinical trials. 



DANYELZA and our product candidates, including those based on the SADA PRIT Technology, are biologics and 
the manufacture of DANYELZA and our product candidates, including those based on the SADA PRIT Technology, 
is complex. We, or any of our third-party manufacturers, may encounter difficulties in production, particularly with 
respect to process development or scaling-up of our manufacturing capabilities. For some reagents, equipment, and 
materials, we rely or may rely on sole source vendors or a limited number of vendors. Such difficulties may result in 
an inadequate supply of our product candidates for clinical trials or our products for patients, if approved, could be 
delayed or stopped, or we may be unable to maintain a commercially viable cost structure. 



We have entered into strategic collaborations for the development, marketing and commercialization of DANYELZA 
and omburtamab in certain jurisdictions and may do so in the future for all or some of our product candidates. If 
those collaborations are not successful, or if we are unable to establish additional collaborations, we may have to 
alter or delay our development and commercialization plans. 
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Even if we complete the necessary non-clinical studies and clinical trials, the FDA and comparable foreign 
regulatory authority approval processes are lengthy, time-consuming, and inherently unpredictable, and we or any of 
our potential future collaborators may experience significant delays in the clinical development and regulatory 
approval, if any, for the commercialization of our product candidates. To date, we have only obtained regulatory 
approval to market DANYELZA in the United States, Europe, China, Israel, Brazil and Mexico for R/R high-risk NB 
in bone and/or bone marrow. We cannot predict when or if, and in which other territories, we, or any of our potential 
future collaborators, will obtain marketing approval to commercialize DANYELZA or any of our product candidates. 
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The EMA, the European Commission or comparable foreign regulatory authorities, may disagree with our regulatory 
plans, including our plans to seek conditional marketing authorization, and we may fail to obtain regulatory approval 
of DANYELZA from the European Commission, or our other product candidates, which would prevent DANYELZA, 
or our other product candidates from being marketed abroad. Any approval we are granted for our product 
candidates in the United States, such as the approval of DANYELZA, would not assure approval of our product 
candidates in foreign jurisdictions. 



•

•

•

•

We may seek Breakthrough Therapy Designation, or BTD, for one or more of our product candidates. We may not 
receive such designation, and even if we do, such designation may not lead to a faster development or regulatory 
review or approval process. 



Our product candidates may not be able to obtain or maintain Orphan Drug Designation, or ODD, or Rare Pediatric 
Disease Designation, or RPDD. 



Even if we, or any collaborators we may have in the future, obtain marketing approvals for our product candidates, 
the terms of approvals and ongoing regulation of our drugs could require substantial expenditure of resources and 
may limit how we, or they, manufacture and market our drugs, which could materially impair our ability to generate 
revenue. 



DANYELZA and any of our product candidates for which we, or our potential future collaborators, obtain marketing 
approval in the future will be subject to substantial penalties if we, or they, fail to comply with regulatory 
requirements or if we, or they, experience unanticipated problems with our drugs following approval. 
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Current and future legislation, or changes in existing FDA and other government regulations and policies, may 
increase the difficulty and cost for us and our potential future collaborators to maintain or obtain potential marketing 
approval of and commercialize our product candidates and affect the prices we, or they, may obtain. 





Government price controls or other changes in pricing regulation could restrict the amount that we are able to charge 
for DANYELZA or any of our other product candidates that may be approved in the future, which would adversely 
affect our revenue and results of operations. 



Our relationships with healthcare providers, physicians and third-party payors are subject to applicable 
anti-kickback, fraud and abuse and other healthcare laws and regulations, which could expose us to penalties, 
including criminal sanctions, civil penalties, contractual damages, reputational harm and diminished profits and 
future earnings. 

•

•



•

•

•

•

•



We are subject to stringent and evolving U.S. and foreign laws, regulations, rules, contractual obligations, policies 
and other obligations related to data privacy and security. Our actual or perceived failure to comply with such 
obligations could lead to regulatory investigations or actions; litigation (including class claims) and mass arbitration 
demands; fines and penalties; disruptions of our business operations; reputational harm; loss of revenue or profits; 
loss of customers or sales; and other adverse business consequences. 





If our information technology systems or data, or those of third parties upon which we rely, are or were compromised, 
we could experience adverse consequences resulting from such compromise, including but not limited to regulatory 
investigations or actions; litigation; fines and penalties; disruptions of our business operations; reputational harm; 
loss of revenue or profits; loss of customers or sales; and other adverse consequences.





Coverage and reimbursement may be limited or unavailable in certain market segments for DANYELZA and our 
product candidates, which could make it difficult for us to sell DANYELZA and our product candidates profitably. 

•

•

•

•

•



We may incur significant liability if enforcement authorities allege or determine that we are engaging in commercial 
activities or promoting DANYELZA or another product candidate in a way that violates applicable regulations. 

Due to the nature of radioactive isotopes in radioimmunotherapy product candidates, the product shelf life is limited 
and susceptible to spoilage and/or loss, which could adversely affect our business, financial condition and operating 
results.  



If we fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or 
penalties or incur costs that could have a material adverse effect on our business. 

Laws and regulations governing any international operations we may have in the future may preclude us from 
developing, manufacturing and selling certain products or product candidates outside of the United States and 
require us to develop and implement costly compliance programs. 



Our success depends in part on our ability to protect our intellectual property. It is difficult and costly to protect our 
proprietary rights and technology, and we may not be able to ensure their protection. 

We currently depend on proprietary technology licensed from MSK and MIT and may depend on other third-party 
licensors in the future. If we lose our existing licenses or are unable to acquire or license additional proprietary rights 
from MSK, MIT or other third parties, we may not be able to continue developing our products. 





Uncertainty as to the issuance, scope, validity, enforceability and value of patents, and the potential for future 
changes in patent and other intellectual property protections, may result in inadequate protection of our as well as 
in-licensed intellectual property or may result in alleged or actual infringement of the intellectual property rights of 
third parties. 

Intellectual property rights do not necessarily address all potential threats. 
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•

•

•

•

•
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We may incur substantial costs as a result of litigation or other proceedings relating to patents, and we may be unable 
to protect our rights to our product candidates, products and technologies. 



We may incur substantial costs as a result of litigation or other proceedings relating to intellectual property rights 
other than patents, and we may be unable to protect our rights to our product candidates, products and technologies. 



If we are sued for infringing patents or other intellectual property rights of third parties, it will be costly and time 
consuming, and an unfavorable outcome in that litigation may have a material adverse effect on our business. 

•

•

•

•

•



We may not be able to protect our intellectual property rights with patents throughout the world. 

Obtaining and maintaining our patent protection depends upon compliance with various procedural, document 
submission, fee payment and other requirements imposed by governmental patent agencies, and our patent protection 
could be reduced or eliminated for non-compliance with these requirements. 

Failure to secure trademark registrations could adversely affect our business. 



If our trademarks and trade names are not adequately protected, then we may not be able to build name recognition 
in our markets of interest, which may have a material adverse effect on our business. 

We depend heavily on our executive officers. Our future success depends on our ability to retain our senior 
management and other key executives and to attract, retain and motivate qualified personnel. The loss of their 
services could materially harm our business. 



We may need to increase the size of our organization in the future, and we may experience difficulties managing 
growth. If we are unable to manage the anticipated growth of our business, our future revenue and operating results 
may be adversely affected. 

Our executive officers, directors and principal stockholders have ownership of a significant percentage of our stock 
and will be able to exercise significant influence over matters subject to stockholder approval. 

Provisions in our corporate charter documents and under Delaware law could make an acquisition of us, which may 
be beneficial to our stockholders, more difficult and may prevent attempts by our stockholders to replace or remove 
our current management or members of our board of directors. 

•



•

•

•

•

•

•

•

Our ability to use our net operating loss carryforwards and certain other tax attributes may be limited. 



Because we do not anticipate paying any cash dividends on our capital stock for the foreseeable future, capital 
appreciation, if any, of our common stock will be the source of gain associated with investment in our common stock. 

Future sales of common stock by us or our stockholders may cause substantial dilution to our existing stockholders 
and have an adverse effect on the then prevailing market price of our common stock. 



Our amended and restated certificate of incorporation designates the state courts in the State of Delaware or, if no 
state court located within the State of Delaware has jurisdiction, the federal court for the District of Delaware, as the 
sole and exclusive forum for certain types of actions and proceedings that may be initiated by our stockholders, which 
could discourage lawsuits against us and our directors, officers and employees. 

The price of our common stock has been and is likely to be volatile and fluctuate substantially, which could result in 
substantial losses for purchasers of our common stock. Also, the volatility of our stock price may adversely affect our 
ability to attract equity funding in the future on reasonable terms or at all. 
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We, our Chief Business Officer and Vice Chairman Mr. Thomas Gad, and our former Chief Executive Officer, 
Dr. Claus Juan Møller San Pedro, have been named as defendants in a lawsuit that could result in substantial costs 
and divert management’s attention, and we have also been named in other lawsuits. Any of these lawsuits could result 
in substantial costs and divert management’s attention. 

Our business, financial condition and results of operations have been and may in the future be adversely affected by 
pandemics or similar health crises, macroeconomic conditions and by geopolitical events, including the global 
conflict resulting from the invasion of Ukraine by Russia, and sanctions related thereto, which resulted in the 
suspension of our clinical trial and regulatory activities in Russia, and the state of war between Israel and Hamas. 



Russia’s invasion of 
Ukraine and ancillary developments may have an adverse effect on our business.

 If we engage in future acquisitions, partnerships, or other strategic transactions, this may increase our capital 
requirements, dilute our stockholders if we issue equity securities, cause us to incur debt or assume contingent 
liabilities, and subject us to other risks. 

•

•

•

•

•

•

•



•

We expect our operating results to fluctuate in future periods, which may adversely affect our stock price. 

A variety of risks associated with operating our business internationally, including through collaboration partners, 
could materially adversely affect our business. 

•

•

•

•

•

•
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•

•
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•

•

Business disruptions could seriously harm our future revenue and financial condition and increase our costs and 
expenses. 

If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit 
commercialization of our product candidates. 

•

•



•

•

•

•

•

•

•

•

•

•

Our employees, independent contractors, consultants, commercial partners and vendors may engage in misconduct or 
other improper activities, including noncompliance with regulatory standards and requirements. 



We may be subject to claims that our licensors, employees, consultants or advisors have wrongfully used or disclosed 
alleged trade secrets of their former employers or their clients. 

The increasing use of social media platforms presents new risks and challenges. 

If securities analysts do not publish research or reports about our business or if they publish negative evaluations of 
our stock, the price of our stock could decline. 



If we fail to maintain proper and effective internal control over financial reporting, our ability to produce accurate 
and timely consolidated financial statements could be impaired, which could harm our operating results, investors’ 
views of us and, as a result, the value of our common stock. 

We will continue to incur costs associated with satisfying our obligations as public company, and our management is 
required to devote substantial time to new compliance initiatives.



We may be adversely affected by global climate change or by legal, regulatory or market responses to such change. 





Donoghue vs. Y-mabs Therapeutics, Inc., and Gad  

In re Y-mAbs Therapeutics, Inc. Securities Litigation  

Hazelton vs. Y-mAbs Therapeutics Inc., and Gad, et al. 



You should read the following discussion and analysis of our financial condition and results of operations 
together with our accompanying consolidated financial statements and related notes thereto included elsewhere in this 
Annual Report on Form 10-K. Some of the information contained in this discussion and analysis or set forth elsewhere 
in this Annual Report on Form 10-K, including information with respect to our plans and strategy for our business and 
related financing, includes forward-looking statements that involve risks and uncertainties. For a detailed discussion of 
these risks and uncertainties, see Item 1A “Risk Factors” in this Annual Report on Form 10-K. See also “Forward-
Looking Statements.” We caution the reader not to place undue reliance on these forward-looking statements, which 
reflect management’s analysis only as of the date of this Annual Report on Form 10-K. We undertake no obligation to 
update forward-looking statements, to reflect events or circumstances occurring after the date of this Annual Report, 
except as required by law. For convenience of presentation some of the numbers have been rounded in the text below. 





NOTE 9—LICENSE AGREEMENTS AND COMMITMENTS

•

•

•

•

•

•



Recent Developments and Other Developments 

New Chief Executive Officer and Executive Officer Transition 

Omburtamab BLA and Advisory Committee Meeting 

DANYELZA Regulatory Developments



Known Trends, Geopolitical Events and Uncertainties



Product Revenue, Net 

License Revenue 

NOTE 3—
SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

Operating Costs and Expenses 

Cost of goods sold 

License royalties 

Research and development 





Selling, general, and administrative  

Other income/(loss), net 



Use of Estimates 

Revenue Recognition 



Research and Development 

Fair Value Measurements 

•

•

•

Fair Value of Stock Options 



Income Taxes 



Comparison of the Years Ended December 31, 2023 and 2022 

 
Revenues 



Cost of Goods Sold 

License Royalties 

Research and Development 



NOTE 9— LICENSE AGREEMENTS AND COMMITMENTS

NOTE 14— RESTRUCTURING CHARGE

Selling, General, and Administrative  

NOTE 9—LICENSE AGREEMENTS AND COMMITMENTS

Interest and Other Income/(Loss) 

Provision for Income Taxes 



Overview 

NOTE 
9 —LICENSE AGREEMENTS AND COMMITMENTS

Cash Flows 

Net Cash Used in Operating Activities 



Net Cash Used in Investing Activities 

•

•

•

•

•

•



•

•

•

•

•

•

NOTE 9—LICENSE 
AGREEMENTS AND COMMITMENTS



NOTE 9—LICENSE AGREEMENTS AND COMMITMENTS

NOTE 3—SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES





Opinion on the Financial Statements 

Basis for Opinion 

Critical Audit Matters 

 

Revenue Recognition – United States (U.S.) Product Revenue
 















Use of Estimates 

Cash and Cash Equivalents 

Accounts Receivable, Net 

Concentration of Credit Risk 

Note 4 – Product Revenues, Net



Inventories 

Fair Value Measurements 

•

•

•



Operating Lease Right-of-Use Assets and Operating Lease Liabilities 

NOTE 9—LICENSE 
AGREEMENTS AND COMMITMENTS

Revenue Recognition 



Product revenue, net 

•

•

 



•

License revenue



Segment Information

Property and Equipment 

Impairment of Long-Lived Assets 

Provision for Income Taxes 



Research and Development 

Selling, General and Administrative  



Stock-Based Compensation 

Comprehensive Loss 

Foreign Currency 

Earnings Per Share 



Recently Issued Accounting Pronouncements 







NOTE 8—ACCRUED 
LIABILITIES

MSK License 



CD33 License 

MabVax/MSK License 



SADA License



Summary of Significant License Agreements and Related Commitments 

Other agreements  



Lease Agreements 



Former Chief Executive Officer Contractual Severance Related Benefits

Legal Matters 

Donoghue vs. Y-mAbs Therapeutics, Inc., and Gad  

In re Y-mAbs Therapeutics, Inc. Securities Litigation 



Hazelton vs. Y-mAbs Therapeutics Inc., and Gad, et al. 

Authorized Stock 

Common Stock 

Preferred Stock 

Stock Grant Agreements with Non-Employees 



2015 Equity Incentive Plan 

2018 Equity Incentive Plan 



Stock Options 

NOTE 14— RESTRUCTURING CHARGE

NOTE 
9—LICENSE AGREEMENTS AND COMMITMENTS



Restricted Stock Units  







Evaluation of Disclosure Controls and Procedures 



Management’s Report on Internal Control over Financial Reporting 

Internal Control – Integrated Framework

Changes in Internal Control over Financial Reporting 
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