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SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-K

CURRENT REPORT

Pursuant to Section 13 or 15(d) of
the Securities Exchange Act of 1934

Date of report (Date of earliest event reported): March 12, 2019

Y-MABS THERAPEUTICS, INC.

(Exact name of registrant as specified in its charter)

	Delaware
	001-38650
	47-4619612

	(State or other jurisdiction of
	(Commission
	(I.R.S. Employer

	incorporation or organization)
	File Number)
	Identification No.)

	
	230 Park Avenue
	

	
	Suite 3350
	

	
	New York, New York 10169
	

	
	(Address of principal executive offices) (Zip Code)
	

	
	(646) 885-8505
	

	
	(Registrant’s telephone number, include area code)
	

	
	N/A
	

	
	(Former Name or Former Address, if Changed Since Last Report)
	



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:

· 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))

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 x

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. x
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ITEM 7.01 Regulation FD Disclosure

Y-mAbs Therapeutics, Inc., (the “Company”) is furnishing the company presentation attached as Exhibit 99.1 to this report for use at Cowen’s 39th Annual Health Care Conference in Boston, Massachusetts on March 12, 2019 and in other meetings with investors and analysts.

The Company’s updated corporate presentation has been posted to the Company’s website, www.ymabs.com. The Company plans to use its website to disseminate future updates to its corporate presentation and does not intend to file or furnish a Form 8-K alerting investors each time the presentation is updated.

The information furnished pursuant to Item 7.01 on this Form 8-K shall not be deemed “filed” for 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 it be deemed incorporated by reference into any other filing under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such a filing.

By filing this Current Report on Form 8-K and furnishing the information in this Item 7.01, the Company makes no admission as to the materiality of Item 7.01 in this report or the presentation available on the Company’s website. The information contained in the presentation is summary information that is intended to be considered in the context of the Company’s filings with the Securities and Exchange Commission (the “SEC”) and other public announcements that the Company makes, by press release or otherwise, from time to time. The Company undertakes no duty or obligation to publicly update or revise the information contained in this Current Report on Form 8-K, although it may do so from time to time as its management believes is appropriate or as required by applicable law. Any such updating may be made through the filing of other reports or documents with the SEC, through press releases, by updating its website or through other public disclosure.

Item 9.01. Financial Statements and Exhibits.

(d) Exhibits

	Exhibit
	
	Description
	
	

	No.
	
	
	
	

	99.1
	
	Company Presentation, March 2019
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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 hereunto duly authorized.

	
	Y-MABS THERAPEUTICS, INC.
	

	Date: March 12, 2019
	By:   /s/ Thomas Gad
	

	
	
	Thomas Gad
	

	
	
	Founder, Chairman, President and Head of Business Development
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Our Mission

Our mission is to become the world leader in developing better and safer antibody-based
pediatric oncology products addressing clear unmet medical needs.
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Investment Highlights

° age candidates - naxitamab and omburtamab
akthough Therapy Designation

[ ] Late-stage, de-risked programs: 2 potential BLA submissions in 2019 -
Plan for US commercialization, f approved
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Therapeutics, Inc
First Diferentated BsAb product candidate in Phase U
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image14.jpeg
Broad and Advanced Clinical Product Pipeline
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Broad Preclinical and Research Pipeline

B 7.3 Positve CNSAsplomeringeal Sol Tumors o201

COIMCDS  HematologiealCancars Expressing CO33 WD 2020

Plus a bi-valent ganglioside-based neuroblastoma vaccine candidate and a
number of non-disclosed BsAb constructs
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Recent Achievements and Upcoming Milestones

Recent Achievements Upcoming Milestones

v Achieved 3 RPDDs and 5 ODDs (3 FDA and 2 EMA) O Naxitamab
RIR High-Risk N8 BLA submission

/' Omburtamab granted BTD by the FDAin May 2017
O  Omburtamab

CNSILM from N8 BLA submission
/ Naxitamab granted BTD by the FDA in August 2018.

[0 Omburtamab-DTPA
¥ Closed $110mm IPO in September 2018 IND Filing

' First bispecific IND approved in December 2018




image17.jpeg
Commercial Opportunity: De-Risked Base Case Plus Upside
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Naxitamab: Anti-GD2 Antibody

Neuroblastoma and Osteosarcoma




image19.jpeg
Pivotal Stage Candidate: Naxitamab (Targets GD2)

n development for RIRighisk N8

Study 12:230: Achieved ORR of §7% n 23
pedisirc patents in Phase 1 and 53% ORR in
38 patients in Phase 2

Study 201: Single-arm mut-center study using
CGMP manufactured naxtamabs expected fo
enol 37 patients

Adminstered o >200 patients to date

Stuces 12:230 80 201 o form basis of BLA
submision, expected n 2015

Pending comparabilty,data rom 12:230 and
201 may be pooled

May qualfy for acceleated approval f 30%
ORR with minimum 12-week Dok

Orphan Drug, Breakinvough Therapy and Rare
Pediatic Disease Designation

No FDAapproved herapies for RR igh risk N

Modest toxicty vs other GD2 targeting
antibodes

Shorte infusion tme of ~30 minutes in an
outpatient seting vs. 10:20 hours with
hospialzation of severaldays forcthers; may
dectease need for pan medication

Plan for US commercializaton f approved

Also being evaluated in () a Phase 2 study in frontine (Study 16-1643), (i) in a Phase 1 pilot combo study with chemo (17-251) for
refractory NB patients with soft tissue disease, and (ii) with GM-CSF in a Phase 2 study (15-096) in 2% line relapse osteosarcoma
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Naxitamab: Clinical Overview — Study 12-230 Results

Phase 1 (Dose escalation)

Phase 2 (Fixed dose — 9mglkg per week)

Patent group CRIPR Patient group CRPR
Prmary refractory (n = 11) 8(73%) Primary Refractory esponse ate: (1=15) 13(67%)
‘Secondary efractory (= 12) 5 2%) 7(30%)

Al patients with non-PD (n = 23) 13 67"

231 MIBG scans before and after
naxitamab and GM-CSF treatment (11

20 (53%)
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Naxitamab: Key Takeaways

Our Lead Candidate Addresses Significant Unmet Needs in R/R High-Risk NB and has the Potential to
Expand its Application to Broader Populations

Multiple potential advantages over other GD2 targeting antibody-based therapies, including: Modest toxicit, Shorter infusion
time, Abilty to be administered in outpatient setting

Naxitamab has been granted BTD, RPDDI"), and ODD

Potential to expand application to the treatment of adults with cancers that express GD2

I Study 12-230 and Study 201 to form primary basis of BLA submission
| BLA submission expected in 2019, US commercialization being planned by Y-mAbs
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Omburtamab — B7-H3 Targeting Antibody

CNS/LM from NB, DIPG and DSRCT




image23.jpeg
Pivotal Stage Lead Product Candidate: Omburtamab (Targets B7-
H3)
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Omburtamab: Clinical Overview

CNS/LM from NB patients

PET scan of distribution of radiolabeled
‘omburtamab two hours after
administration

ng delivered in

‘omburtamab via Ommaya reservoir ‘an out

Administration of radiolabeled ‘ Omburtamab bei

After induction treatment including all or some of the three treatments (chemotherapy,
surgery and radiation) patients will receive radiolabeled omburtamab
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Omburtamab: Clinical Overview
Study 03-133: '31-Omburtamab Improves Survival in CNS/LM from NB Patients

These results further demonstrate the.
lack of an established, effective
therapy for patients with CNS/LM from
NB that we believe can potentially be

=
- addressed by *¥!l-omburtamab

Uterature  GermanN8  MSKHC'  iiomburtamab
(Restricted) Trials Study 03133
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Omburtamab: Clinical Overview
CNS/LM from NB patients — MSK Historical vs ¥'l-omburtamab
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Treatment Showed a Marked
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Omburtamab: Key Takeaways

Our Lead Candidate Addresses Significant Unmet Needs and has the Potential to Expand its Application
to Broader Populations

No approved products for patients with RIR NB who have CNS/LM from NB o, as widely accepted, no effective treatment
regimens; goal of treatment s generaly palliative

Demonstrated median OS of 47 months (including an estimated five-year OS of ~43%), as compared to historical median OS.
of ~six months and no expected five-year survival

We believe there is a large market opportunity for the treatment of solid tumors that express B7-H3.

Study 03-133 together with Study 101 to form primary basis for BLA submission

BLAfor treatment of patients with CNS/LM from NB expected to be submitted in 2019. May qualfy for a sBLA for DIPG and DSRCT
assuming positive pivotal data

| ot oo





image28.jpeg
_ "Lu-omburtamab-DTPA: B7-H3 Targeting Antibody

Targeting B7-H3 Positive Solid Tumors
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Omburtamab: Exploring Additional Cancer Indications
Study 03-133 - Patient Profile (Jan 2004 - Aug 2017)

Cancer Diagnosis No. of Patients  No. Of Injections
Neuroblastoma 9 203
Medulloblastoma / PNET 15 29
Ependymoma 9 37
EMTR 2 4
Sarcoma 6 18
Melanoma 4 (]
Othert) 5 22
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177Lu-omburtamab-DTPA Pediatric and Adult Strategy

Clinical Testing

First indication: Medulloblastoma

Prior experience from compartmental treatment with 'l radiolat

Dose of 2x 50mCi 'l radiolabeled omburtamab

irst indication: Basket Trial of B7-H3 positive CNS/LM tumors
Prior experience from compartmental treatment of adult patients with 'l radiolabeled omburtamab

Dose of 2x 50mCi 1| radiolabeled omburtamab

Clinical experience using **!l-omburtamab in 41 patients with tumors such as sarcoma, melanoma and
medulloblastoma

Animal toxicity studies of omburtamab-DTPA completed on GLP material

blished

1P prod
10 fle an IND for treatment of B7-H3 positive LM from solid tumors in 2019
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Bispecific Antibodies

First Two Antibodies Targeting GD2 and CD33 Positive Cancers
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Bispecific Antibody Platform

huGD2-BsAb and huCD33-BsAb

huGD2-BsAb - GD2 Positive Solid Tumors  Clinical Phase Ul study ongoing

Potertial Advantages Over Other BsAbs.
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Bispecific GD2 Antibody Candidate
Currently in Phase 1/2 Clinical Development

Phase 1/2 clinical trial initiated. Recruiting patients with:

Relapsedrefractory neuroblastoma;
High grade osteosarcoma;
Other GD2(+) solid tumors, where patients have relapsed or refractory disease that is
resistant to standard therapy.
30 patients across two cohorts (RR Neuroblastoma, RR
Fully humanized IgG- Osteosarcoma)
SCFV format antibody
licensed from MSK Phase 1 endpoints

Maximum tolerated dose, recommended phase 2 dose, PK, HABA, anti-tumor, overall

survival

Phase 2 endpoints

RR Neuroblastoma: overall survival, duration of complete remission

RR Osteosarcoma: progress-free survival at four months
Overall survival
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Commercial Summary
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Commercial Production

€GMP Production for:
Naxitamab Drug Substance - Up and Downstream manufacturing:
Groningen, NL

SCIENTIFIC
Drug Product - Fill and Finish:

Greenville North Carolina, US

Omburtamab Drug Substance - Up and Downstream manufa
Martiac, France

Drug Product - Fill and Finish: ThermoFis
Ferentino, taly SCIENTIFIC
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Commercials Resourcing US





image37.jpeg
Financial Summary
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Strong Financial Position with Blue Chip Investors

Y-mAbs Has Completed a Series of Successful Financing Rounds, with $230 million Raised to Date

Key Investors Include

2152016

28 mition % Nasdaq
HBM Healthcare
Investments $110 million

o

8 miion RGNS Initial Public Offering o
completed mm
Q) scopia e Raised to Date

o September 21, 2018

-
$163.3 mi of cash and cash equivalents as of September 30, 2018
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Investment Highlights

° W ¥y i itamab and omburtamab - with

[ ] Late-stage, de-risked programs: 2 potential BLA submissions in 2019 -
Plan for US commercialzation, if approved

‘q)-mAhs Y Potentia d ino other indications

Therapeutics, Inc
First Differentiated BsAb product candidate in Phase i
®
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