


July 9, 2019

Sara A. Forster, M.S.
Health Physicist
Materials Licensing Branch

RE: License #: 13-32726-01MD
Dear Ms. Forster:

Thank you for your time on June 17, 2019. As per our conversation, we are contemplating the
acquisition of Spectron mrc from Greg Hiatt. We understand that we need to provide advance notice
for this change of control. We will separate the request for transfer of control verses our response to
your letter dated December 31, 2018. In this letter, we are requesting a change of RSO and responding
to your letter dated December 31, 2018. Another letter requesting the transfer of control will follow.

Please see the Power of Attorney (see Attachment 1) from Greg Hiatt, R.Ph. as the current RSO of
Spectron mrc, LLC, authorizing John A. Zehner, Chief Executive Officer of NukeMed, Inc., dba SpectronRx
to make the following changes to License # 13-32726-01MD. Greg Hiatt, R.Ph. is also the primary owner
of Spectron mrc, LLC.

We are requesting that we replace Greg Hiatt as RSO with John A, Zehner on License 13-32726-01MD.
Mr. Zehner is a currently an Authorized User on the license and maintains his registration as an Indiana
Pharmacist (see Attachment 2). Mr. Zehner was previously RSO on the Zevacor Molecular License, #13-
35179-02. Mr. Hiatt will remain as an authorized user.

In response to your letter Dated December 31, 2018, and as discussed in our conversation on June 17,
2019, we intend to remain a Nuclear Pharmacy. The lodine limit increase was requested to perform
lodine capsule compounding under a physician’s prescription, as well as, radioiodination of various
molecular entities for specific patient use, dispensed under a physician’s prescription and/or under an
FDA approved IND.

Our request for 8.5 Curies results from the need of the size of the therapeutic doses we will be
dispensing, and waste held for decay. Our radioiodination compounding has a batch size of up to 5
Curies of lodine 131. We anticipate sending significantly all the lodine product to patients with each
batch but do expect some waste to be held for decay either via the vendor lodine 131 shipping
container or as needed for Quality Control of the product. Each batch can serve approximately 15
patients. We anticipate requests of up to 15 patients per week. Our request for 8.5 Curies is to address
any waste that may be produced and held for decay over time plus potential weekly shipments of new
lodine 131 from a vendor. In addition, it has been made public that we are assisting Y-mAbs with its
cancer therapy for children. This is an lodine 131 product that also justifies the increased possession
limit. See Attachment 3 — Press Release.

Calculation of possession limit need:

Receipt of 1-131 from the vendor is anticipated to be 5 Curies. We assume worst case of 40% or 2 Curie
of the 1-131 to be held for decay due to waste in the vendor container, samples for Quality Control and
activity not used of the product. We assume the remainder, 3 Curies, will be sent for patient use. Given
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we could potentially perform a batch each week, we expect to have the waste from multiple batches
being held for decay in our waste. If we assume a 90 plus day waste cycle, we then expect to always
have approximately 2.5 Curies of lodine 131 in our waste. A new lodine 131 shipment plus the waste
would be approximately 7.5 Curies. We are requesting 8.5 Curies to allow for a variance in waste or a
new shipment since the activity could be plus or minus 10%. Plus, we would like to have sufficient
lodine 131 on hand to address patient need for Capsule and solution compounding.

| believe we addressed bioassay, exhaust, equipment in the previous letters. Please contact us with any
additional questions.

We have calculated the requirement to consider an emergency plan per 10 CFR 30.72 Schedule C, but it
is our understanding our request remained below this requirement since our ratio is below 1. See
Attachment 4 — 10 CFR 30.72 Schedule C Ratios.

if you have any questions, please feel free to contact John A. Zehner a or
as well as, at my main number at 317.459.8315.

Sincerely,

John A. Zehner, R.Ph.
CEO
NukeMed, Inc. dba SpectronRx

Attachments:
1) Limited Power of Attorney
2) John Zehner Indiana Pharmacist License
3) Y-mAbs Press Release
4) 10 CFR 30.72 Schedule C Ratios
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Attachment 2

6/14/2019 Details

Name: JOHN ANDREW ZEHNER

City/State/Zip: Indianapolis IN 46236

County: Marion
Lic# 26017457A Profession: Pharmacy Board Type: Pharmacist Secondary:
Status: Active Issued: 10/23/1991 Expiration: 6/30/2020

Method: Examination

License

|T_)i,%eer:se Pharmacy  ges: Closed Facility Relationship: Managing Pharmacist
Lic #: Name: Global Isotopes, LLC. dba Zevacor Molecular
#j,%i'?se Pharmacy  géue: Withdrawn Appiication Relationship: Managing Pharmacist

No Public Documents Available

https://mylicense.in.gov/EVerification/Details.aspx?result=a11ddc42-78bf-421c-9afb-b6d836 303111




Attachment 3

R TEerapeutics, Inc

Y-mAbs Secures Commercial Radiolabeling Capacity

July 1, 2019

NEW YORK, July 01, 2019 (GLOBE NEWSWIRE) -- Y-mAbs Therapeutics, Inc. (the “Company” or “Y-mAbs”) (Nasdaq: YMAB) a late-stage clinical
biopharmaceutical company focused on the development and commercialization of novel, antibody-based therapeutic products for the treatment of
cancer, today announced that the Company has entered a development, manufacturing and supply agreement with SpectronRx in South Bend,
Indiana, to secure access to clinical and commercial scale radiolabeling capacity for omburtamab. Under the terms of the agreement, SpectronRx has
agreed to establish a manufacturing unit designated for Y-mAbs within its existing facilities, at which both clinical and commercial supply of
radiolabelled omburtamab can be produced.

Omburtamab is in a pivotal Phase 11 trial for the treatment of CNS/LM from neuroblastoma, a Phase | trial for the treatment of Diffuse Intrinsic Pontine
Glioma ("DIPG”), and a Phase | for the treatment of Desmoplastic Small Round Cell Tumours (“DSRCT”). The Company expects to file a biologics
license application (“BLA”) for omburtamab for the treatment of CNS/LM from neuroblastoma during 2019.

“The agreement with SpectronRx is designed to secure clinical and commercial scale radiolabeling capacity for omburtamab, and to allow us to supply
the US market upon potentiai FDA approval of omburtamab. The facility will also serve as back-up for the Company’s overseas activities,” stated
Thomas Gad, Founder, Chairman, President and Head of Business Development and Strategy.

Dr. Claus Motler, Chief Executive Officer continued, “We see great potential in radiopharmaceuticals, and we are excited to begin our collaboration
with SpectronRx. We believe SpectronRx has the necessary expertise within radiolabeling of monoclonal antibodies to be a great partner supporting
our launch strategy for omburtamab.”

About Y-mAbs

Y-mADbs is a late-stage clinical biopharmaceutical company focused on the development and commercialization of novel, antibody-based therapeutic
products for the treatment of cancer. The Company has a broad and advanced product pipeline, including two pivotai-stage product candidates
—naxitamab and omburtamab—which target tumors that express GD2 and B7-H3, respectively.

Forward-Looking Statements

Statements in this press release about future expectations, plans and prospects, as well as any other statements regarding matters that are not
historical facts, may constitute “forward-looking statements” within the meaning of The Private Securities Litigation Reform Act of 1995. Such

statements include, but are not limited to, statements about our business model and development and commercialization pfans; current and future
clinical and pre-clinical studies and our research and development programs; regulatory, marketing and reimbursement approvais; rate and degree of
market acceptance and clinical utility as well as pricing and reimbursement levels; retaining and hiring key employees; our commercialization,
marketing and manufacturing capabilities and strategy; our intellectual property position and strategy; additional product candidates and technologies;
collaborations or strategic partnerships and the potential benefits thereof; expectations related to the use of our cash and cash equivalents, and the
need for, timing and amount of any future financing transaction; our financial performance, including our estimates regarding revenues, expenses,
capital expenditure requirements; developments relating to our competitors and our industry; and other statements that are not historical facts. Words
such as “anticipate,” ‘believe,” “contemplate,” “continue,” “could,” “estimate,” “expedt,” “intend,” “may;, “might,” ‘plan,” “potential,” “predict,”

“project,” “should,” “target,” “will”, ‘would” and similar expressions are intended to identify forward-looking statements, although not all forward-

looking statements contain these identifying words. 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 our development
work; cost and success of our product development activities and clinical trials; the risks of delay or failure to receive approval of our drug candidates;
the risks related to commercializing any approved 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;
the risks related to our dependence on third parties including for conduct of clinical testing and product manufacture; our inability to enter into
partnerships; the risks related to government regulation; risks related to market approval, risks associated with protection of our intellectual property
rights; risks related to employee matters and managing growth; risks related to our common stock and other risks and uncertainties affecting the
Company including those described in the "Risk Factors" section included in our Form 10-K and in our other SEC filings. Any forward-looking
statements contained in this press release 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.

Y-mAbs® is a registered trademark of Y-mAbs Therapeutics, Inc. All rights reserved.
Contact:

Y-mAbs Therapeutics, Inc.
230 Park Avenue, Suite 3350
New York, NY 10169

USA

+1 646 885 8505

E-mail
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Source: Y-mAbs Therapeutics, inc




Attachment 4

10 CFR 30.72 - Schedule C Ratios

Quantity Limit
Nuclide (Ci) (Ci) Ratio
Actinium-228 0 4,000 0
Americium 241 0] 2 0]
Americium-242 0 2 0]
Americium-243 0 2 0
Antimony-124 0.2 4,000 0.00005
Antimony-126 0.2 6,000 3.33E-05
Barium-133 0 10,000 0
Barium-140 0.2 30,000 6.67E-06
Bismuth-207 0 5,000 0
Bismuth-210 0.2 600 0.000333
Cadmium-109 0 1,000 0
Cadmium-113 0 80 0
Calcium-45 0 20,000 0
Californium-252 0 9 0
Carbon-14 (non-carbon dioxide) 0 50,000 0
Cerium-141 0.2 10,000 0.00002
Cerium-144 0 300 0
Cesium-134 0 2,000 0
Cesium-137 0 3,000 0
Chlorine-36 0 100 0
Chromium-51 0.2 300,000 6.67E-07
Cobalt-60 0 5,000 0
Copper-64 3 200,000 0.000015
Curium-242 0 60 0
Curium-243 0] 3 0]
Curium-244 0 4 0
Curium-245 0 2 0
Europium-152 0 500 0
Europium-154 0 400 0
Europium-155 0 3,000 0
Germanium-68 0.2 2,000 0.0001
Gadolinium-153 0 5,000 0
Gold-198 0.2 30,000 6.67E-06
Hafnium-172 0 ann 0
Hafnium-181 0.2 7,000 2.86E-05
Holmium-166m 0 100 0
Hydrogen-3 0 20,000 0
lodine-125 0 10 0
Iodine-131 8.5 10 0.85
Indium-114m 0.2 1,000 0.0002
Iridium-192 0.2 40,000 0.000005
Iron-55 0 40,000 0
Iron-59 0.2 7,000 2.86E-05
Krypton-85 0 6,000,000 0
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Attachment 4

10 CFR 30.72 - Schedule C Ratios

Lead-210 0 8 0
Manganese-56 0.2 60,000 3.33E-06
Mercury-203 0.2 10,000 0.00002
Molybdenum-99 20 30,000 0.000667
Neptunium-237 0 2 0
Nickel-63 0 20,000 0
Niobium-94 0 300 0
Phosphorus-32 0.2 100 0.002
Phosphorus-33 0.2 1,000 0.0002
Polonium-210 0] 10 0
Potassium-42 0.2 9,000 2.22E-05
Promethium-145 0 4,000 0
Promethium-147 0 4,000 0
Radium-226 0 100 0
Ruthenium-106 0 200 0
Samarium-151 0 ‘4,000 0
Scandium-46 0.2 3,000 6.67E-05
Selenium-75 0.2 10,000 0.00002
Silver-110m 0 1,000 0
Sodium-22 0 9,000 0
Sodium-24 0.2 10,000 0.00002
Strontium-89 0.2 3,000 6.67E-05
Strontium-90 0 90 0
Sulfur-35 0.2 900 0.000222
Technitium-99 0 10,000 0
Technitium-99m 20 400,000 0.00005
Tellurium-127m 0.2 5,000 0.00004
Tellurium-129m 0.2 5,000 0.00004
Terbium-160 0.2 4,000 0.00005
Thulium-170 0 4,000 0
Tin-113 1 10,000 0.0001
Tin-123 0 3,000 4]
Tin-126 0 1,000 0
Titanium-44 0 100 0
Vanadium-48 0.2 7,000 2.86E-05
Xenon-133 0.2 900,000 2.22E-07
Yttrium-91 0.2 2,000 0.0001
Zinc-65 0 5,000 0
Zirconium-93 0 400 0
Zirconium-95 0.2 5,000 0.00004
Other alpha (Ac-225) 150 2,000 0.075
Other beta-gamma (Lu-177) 15000f 10,000,000 0.0015

Total 0.9311
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