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Disclaimer
This presentation contains forward-looking statements within the meaning of the US Private Securities Litigation Reform Act of 1995. The forward-looking statements 
involve substantial risks and uncertainties. All statements, other than statements of historical facts, contained in this presentation, including statements regarding our 
strategy, future operations, future financial position, future revenue, projected costs, prospects, plans and objectives of management and expected market growth are 
forward-looking statements. The words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “might,” “plan,” “potential,” “predict,” “project,” 
“should,” “target,” “would” and similar expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these identifying 
words. Such statements include, but are not limited to, statements about early clinical data, regulatory approvals, clinical trial timing and plans, the achievement of clinical 
and commercial milestones, future financial and operating results, including 2023 financial guidance and anticipated future cash and cash equivalents, business strategies, 
market opportunities, financing, and other statements that are not historical facts. Our product candidates and related technologies are novel approaches to cancer 
treatment that present significant challenges. Actual results may differ materially from those indicated by such forward-looking statements as a result of various factors, 
including but not limited to: risks associated with our financial condition and need for additional capital; risks associated with the Company's development work, including 
any delays or changes to the timing, cost and success of our product development activities and clinical trials including if we encounter difficulties enrolling patients in our 
clinical trials; the risks of delays in FDA and/or EU approval of our drug candidates or failure to receive approval; the risks related to commercializing any approved new 
pharmaceutical product including the rate and degree of market acceptance of our product candidates; development of our sales and marketing capabilities and risks 
associated with failure to obtain sufficient reimbursement for our products; risks related to our dependence on third parties including for conduct of clinical testing and 
product manufacture; our inability to enter into collaboration or alliances with partners; risks associated with protection of our intellectual property rights; and other risks 
and uncertainties affecting the Company including those described in the "Risk Factors" section included in our Annual Report on Form 10-K for the fiscal year ended 
December 31, 2022, our Quarterly Report on Form 10-Q for the quarter ended September 30, 2023, and other reports the Company files from time to time with the 
Securities and Exchange Commission. Any forward-looking statements contained in this presentation speak only as of the date hereof, and the Company undertakes no 
obligation to update any forward-looking statement, whether as a result of new information, future events or otherwise. 

This presentation includes statistical and other industry and market data that we obtained from industry publications and research, surveys and studies conducted by third 
parties or us. Industry publications and third-party research, surveys and studies generally indicate that their information has been obtained from sources believed to be 
reliable, although they do not guarantee the accuracy or completeness of such information. All of the market data used in this presentation involves a number of 
assumptions and limitations, and you are cautioned not to give undue weight to such estimates. While we believe these industry publications and third-party research, 
surveys and studies are reliable, we have not independently verified such data. The industry in which we operate is subject to a high degree of uncertainty, change and 
risk due to a variety of factors, which could cause results to differ materially from those expressed in the estimates made by the independent parties and by us.
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Founder, Vice Chair, 
Chief Business Officer
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4

Introduction
Thomas Gad, Founder, Vice Chair, Chief Business Officer 

Company Overview
Mike Rossi, President and Chief Executive Officer 

DANYELZA U.S. Sales
Sue Smith, Chief Commercial Officer 

SADA Programs Update
Steen Lisby, MD, DMSc, Chief Scientific Officer 

Q3 2023 Financials and Guidance Update
Bo Kruse, Chief Financial Officer 

Q&A
All and Vignesh Rajah, MBBS, DCH, MRCP, Chief Medical Officer

1

2

3

4

5

6



5

Mike Rossi
President and CEO

Company Overview



Q3 2023 Company Overview

• Q3 2023 net product DANYELZA sales of $20.0 million, a YoY increase of 
59% from Q3 2022

• 57 sites activated since DANYELZA commercial launch
• 9 new accounts in the first nine months of 2023

• Continued global expansion: Regulatory approval in Mexico, commercial 
progress in China and Europe

• Reiterate FY 2023 net product revenue guidance of $80-$85 million
• Anticipated cash runway extended into 2027; Reduced anticipated OpEx to 

between $110 million and $115 million for FY 2023
Existing cash and cash equivalents anticipated to support operations as currently planned into 2027. This estimate reflects the Company's current business plan that is supported by assumptions that may prove to be inaccurate, such that Y-mAbs could use its available 
capital resources sooner than it currently expects. 



Ongoing Naxitamab Clinical Trials

• Phase 2 BCC multi-center trial evaluating naxitamab + 
standard induction therapy in patients with newly 
diagnosed High-Risk Neuroblastoma 

• 9 sites initiated; target 40-50 sites in U.S. and Canada

• 6 patients dosed; target 282 total patients

• Multi-center Phase 1/2 trial investigating 
naxitamab in patients with osteosarcoma

• Anticipate data readout from MSKCC in Q4 2024    

 Anticipate potentially initiating new randomized 
control arm trial in Q2 2024

 After data readout from MSK, Y-mAbs prepared to 
initiate pivotal randomized Phase 3 trial



Two SADA Programs in Clinical Development

• Phase 1 study evaluating novel theragnostic 
approach in GD2-positive tumors

• Cohorts 1 and 2 closed

• Currently administering doses in Cohort 3

• 5 patients dosed in Q3 2023; 6 sites activated

• Showing early PK and imaging data today

• Received IND clearance by U.S. FDA

• Planned Phase 1 dose-escalation, open-label, 
single-arm, multi-center trial evaluating safety and 
tolerability of CD38-SADA in patients with R/R 
non-Hodgkin Lymphoma

 Anticipate more mature data readout in 2024  Expect to initiate Phase 1 trial in 2024

GD2-SADA CD38-SADA



Q3 2023 Highlights

$86.6M
Cash and cash equivalents 
as of September 30, 2023

2027
Anticipated cash runway into

$1.3M
Cash used in Q3 2023

Existing cash and cash equivalents anticipated to support operations as currently planned into 2027. This estimate reflects the Company's current business plan that is supported by assumptions that may prove to be inaccurate, such that Y-mAbs could use its 
available capital resources sooner than it currently expects. 
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Sue Smith
Chief Commercial Officer

U.S. DANYELZA Sales



• Recorded $61 million DANYELZA sales in nine-months ended September 
30, 2023

• 13 new patient starts in Q3 2023
• 44 new patient starts in first nine months of 2023
• Total of 158 new patient starts to date since initial launch in 2021

• DANYELZA added to 5 hospital formularies in first nine months of 2023
• Added to 41 hospital formularies since initial launch

• DANYELZA holds 15% of U.S. anti-GD2 market as of Q3 2023, compared to 
12% of anti-GD2 market in Q3 2022

Q3 2023 DANYELZA U.S. Commercial Update
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Steen Lisby, MD, DMSc
Chief Scientific Officer

SADA Programs Update



Part A
N = 15 - 18

› GD2–SADA protein dose escalation from 0.3 mg/kg to 10 
mg/kg with fixed therapeutic 177Lu-DOTA dose of 200 mCi (7.4 
GBq) – interval between SADA and payload also to be explored

Part B
N = 9 - 12

› 177Lu therapeutic dose escalation from 400 mCi
(14.8 GBq) to 750 mCi (27.8 GBq)

Part C
6 cycles

› Repeated dosing up to 6 cycles

GD2-SADA Phase I Clinical Trial (Study 1001): Dosing Patients in Part A
Theragnostic approach using a 30 mCi 177Lu DOTA imaging dose before exposing to therapeutic dose



Ongoing GD2-SADA Phase I Clinical Trial (Study 1001) Update*

Trial Update

Tolerability

Proof of 
Concept

• Phase I trial ongoing in the U.S., safety trial in three parts

• Cohorts 1 and 2 completed earlier this year; cohort 3 currently open

• More patients now have been exposed to 200 mCi therapeutic dose

• 5 patients dosed in Q3 2023; 6 sites currently activated

• We are encouraged by what we are seeing

• No DLTs observed to date

• No serious/severe pain signals detected

• We believe that we have demonstrated PoC of our SADA  showing that GD2-SADA can target tumor and 
that the payload can bind to tumor-bound SADA in humans 

*These early results are not complete and are not necessarily indicative of the full results or ultimate success of the trials or the SADA development program.



Ongoing GD2-SADA Phase I Trial: Initial PK Data*
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*These early results are not complete and are not necessarily indicative of the full results or ultimate success of the trials or the SADA development program.



SPECT/CT Scan Demonstrating Tumor Binding of 177Lu-GD2 SADA*

Example of tumor targeting using 177Lu-DOTA dose of 30 mCi  (imaging Dose)

*These early results are not complete and are not necessarily indicative of the full results or ultimate success of the trials or the SADA development program.



Part A
N = 12 - 15

› CD38–SADA dose escalation with fixed imaging
and therapeutic 177Lu-DOTA doses

Part B
N = 12 - 15

› 177Lu-DOTA therapeutic dose escalation with the 
CD38-SADA dose determined in Part A

Part C
N = 20

› Repeated dosing up to 6 cycles

Planned CD38-SADA Phase I Clinical Trial (Study 1201): Study Design 
Theragnostic approach using a 177Lu-DOTA imaging dose before exposure to a therapeutic 177Lu-DOTA dose
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Bo Kruse
Chief Financial Officer

Q3 2023 Financials and 
Guidance Update



Key Q3 2023 Financial Highlights

Three months ended Sep 30,

2023 2022

Net product revenue $20.0 M $12.5 M

License revenue $0.5 M -

Total revenue $20.5 M $12.5 M

Nine months ended Sep 30,

2023 2022

Net product revenue $61.0 M $32.8 M

License revenue $0.5 M $1.0 M

Total revenue $61.5 M $33.8 M

Net product revenue YoY 
increase of 59%

Net product revenue YoY 
increase of 86%

Revenue



Key Q3 2023 Financial Highlights

Three months ended Sep 30,

2023 2022

Research & development $15.4 M $22.5 M

Selling, general & admin $10.2 M $13.6 M

Cost of goods sold $2.6 M $2.5 M

License royalties $0.05 M -

Total OpEx $28.2 M $38.6 M

Nine months ended Sep 30,

2023 2022

Research and development $40.8 M $71.8 M

Selling, general & admin $33.7 M $50.1 M

Cost of goods sold $9.3 M $5.4 M

License royalties $0.05 M $0.1 M

Total OpEx $83.9 M $127.5 M

YoY decrease of 26.9% YoY decrease of 34.2%

Operating Expenses



Key Q3 2023 Financial Highlights

Three months ended Sep 30,

2023 2022

Net loss $7.7 M $27.5 M

Net loss per basic, diluted share $(0.18) $(0.63)

Nine months ended Sep 30,

2023 2022

Net loss $20.4 M $96.7 M

Net loss per basic, diluted share $(0.47) $(2.21)

Net loss YoY decrease of 72.0% Net loss YoY decrease of 78.9%

Net Loss



Key Q3 2023 Financial Highlights

As of

Sep 30, 2023 Dec 31,  2022

Cash and cash equivalents $86.6 M $105.8 M

As of

Q3 2023 Q2 2023

Cash use $1.3 M $4.7 M

Sufficient cash runway
into 2027

Quarterly cash use 
reduced by 72%

Stewarding responsible capital management



Financial Guidance for FY 2023

Reiterate: 
• Anticipated FY 2023 DANYELZA Net Product Revenues of between $80 million and 85 million

Update:
• Reducing FY 2023 OpEx to between $110 million and $115 million 

• Previous OpEx guidance between $115 million and $120 million

• Reducing FY 2023 cash burn to between $27 million to $32 million
• Previous cash burn guidance between $40 million and $50 million

• Cash and cash equivalents now anticipated to support operations as currently planned into 2027*

• Previous cash runway guidance into 2026

23

*This estimate reflects the Company's current business plan that is supported by assumptions that may prove to be inaccurate, such that Y-mAbs could use its available capital resources sooner than it currently expects. 



Mike Rossi
President and 
Chief Executive Officer

Thomas Gad
Founder, Vice Chair, 
Chief Business Officer

Sue Smith
Chief Commercial Officer

Vignesh Rajah, MBBS, 
DCH, MRCP
Chief Medical Officer

Steen Lisby, MD, 
DMSc
Chief Scientific Officer

Bo Kruse
Chief Financial Officer

24

Q&A



Thank You
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