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MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of Federal Regulations, Chapter 1,
Parts 30, 31, 32, 33, 34, 35, 36, 37, 39, 40, 70 and 71, and in reliance on statements and representations heretofore made by the licensee, a license is hereby issued
authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special nuclear materiai designated below; to use such material for the purpose(s)
and at the place(s) designated below; to deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This
license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulations,
and orders of the Nuclear Regulatory Commission now or hareafter in effect and to any conditions specified below.

Licensee In accordance with letter dated 4. Expiration Date: December 31, 2032

1. Jubilant Draximage Radiopharmacies, Inc.
d/b/a Triad isotopes '

5. Docket No.: 030-38276 .
Reference No.: 030-18456/24-04206-08MD

3. License No.: 09-32781-01MD;
is amended in its entirety to r
as follows:

2. 790 Township Line Rd.
Suite 175
Yardley, PA 19067

6. Byproduct, source, . i ~ unt that licensge 9.  Authorized use
and/or special nuclear
material

A. Any byproduct material
between Atomic Nos. 3
and 83 with exceptions

A. For preparation and distribution of
radioactive drugs, including
compounding of iodine-131 and
radiochemicals for medical use in
accordance with 10 CFR 32.72 and for
non-medical use to authorized
recipients. For redistribution of unused
molybdenum-99/technetium-89
generators to authorized recipients for
medical use in accordance with 10 CFR
32.72 and for non-medical use to
authorized recipients.

B. Molybdenum-99 B. Any B. 200 curies fotal B. Same as ltem S.A.
C. Technetium-99m C. Any C. 200 curles fotal C. Same as ltem 9.A.

D. Xenon-133 D. Any D. 6 curies total D. Same as ltem 9.A.
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09-32781-01MD
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030-38276 030-18456/24-04206-08MD

MATERIALS LICENSE
SUPPLEMENTARY SHEET

Amendment No. 14

Byproduct, source,
and/or special nuclear
material

lodine-131

Any byproduct material
permitted by 10 CFR
31.11

. Any byproduct material
permitted by 10 CFR
35.65

Chemical and/or physical form

a

Any ﬁ%ﬁ}@

4%

Prepackaged kits%gfg

8.

F.

Maximum amount that licensee

may possess at any one time

is license

E

1
20 millicuries t@l%? :
¢

Vg

400 kilogram

A

Authorized use

Same as ltem 9.A.

For redistribution to specific licensees
or general licensees in accordance with
10 CFR 31.11, provided the packaging
and labeling remain unchanged.

For redistribution of sealed sources
initially distributed by a manufacturer
licensed in accordance to 10 CFR
32.74 to specifically authorized
recipients. Pursuant to 10 CFR 32.74,
the licensee is authorized to
redistribute sources to persons
licensed pursuant to 10 CFR 35.65 or
under equivaient licenses of Agreement
States.

. Uranium - depleted Metal H For use as shielding in
in Uranium-235 molybdenum-988/technetium-98m
3 N s { generators.
. AT e gy w7 fot:
Yttrium-90 Any & T 1ourie total Same as Item 9.A.
Thallium-201 Any J 2 quries total Same as ltem S.A.
Indium-111 Any K. 500 millicuries total Same as ltem 9.A.
Fluorine-18 Any L. 4 curies total Same as ltem S.A.
. Gallium-67 . Any M. 1 curie total Same as Item 9.A,
jodine-123 Any N. 560 miliicuries total Same as ltem 9.A,
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|l 10. Licensed material may be used or stored at the Iic%% Hlities 15cat i Eﬂ Belt Way Dr., Overland, Missouri, 63114,

11. The Radiation Safety Officer (RSO) for this l;%é%se is Jessica L. Glass, Pharm.D.
L

th 10 CFR 32.72(b)(2) or (4), or

B. Authorized Nuclear Pharmacists:

Jerrod Brown, Pharm.D.
Fred Gattas, Pharm.D.
Joseph M. Huber, R.Ph.

Steven H. Alvey, R.Ph.
James Coder, Pharm.D.
Jessica L. Glass, Pharm.D.

Kelly Lutkewitte, Pharm.D. slyatore Marascalco Pharm D @ David McLeland, R.Ph.
David Wright Persinger, R.Ph. Adam ahman, R.Ph. Carey Unthank, Pharm.D.
John Vardsveen, Pharm.D. Jonathan Vaug hﬁ%\aﬁv\ Chad Westbay, R.Ph.

13. A. Sealed sources and detector cells shall be tested for leakage and/or contamination at intervals not to exceed the intervals specified in
the certificate of registration issued by the U.S. Nuclear Regulatory Commission under 10 CFR 32.210 or by an Agreement State. In the
absence of a registration certificate, sealed sources shall be tested for leakage and/or contamination at intervals not to exceed 6
months, or at such other intervals as specified.
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B. In the absence of a certificate from a transferor indicating that a leak test has been made within the intervals specified in the certificate of
registration issued by the U.S. Nuclear Regulatory Commission under 10 CFR 32.2100r by an Agreement State, prior to the transfer, a

C. Sealed sources need not be tested if they GOt
30 days or less; or they contain not mor%
of alpha-emitting material.

%@:}

D. Sealed sources need not be tested i@&ey are in
or transferred to another person, arithave not b
transfer. No sealed source shall besgfored for a pe

-

E. The leak test shall be capable of de}fbting the.present | . icrgturies) of radioactive material on the test
sample, If the test reveals the presen ‘f rocuries) o removable contamination, a report shall be
« : : 6)(2), and the source shall be removed
immediately from service and decont V@ted re fred”' sed of in & cordan@wnh Commission regulations.

Howev?r when they are removed from storage for use
leak test jnterval, they shall be tested before use or

F. Tests for leakage and/or contamination shﬁﬁ erformed by the licensee or? persons specifically licensed by the U.S. Nuclear
Regulatory Commission or an Agreement Sta pg@‘orm such serwcesh%n addition, the licensee is authorized to collect leak test
samples for analysis by persons specifically licensed-By tl?eyUQS; Ntfctearvﬂegulatory Commission or an Agreement State to perform
such services.

G. Records of leak test results shall be kept in units of becquerels (microcuries) and shall be maintained for three years.
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14,

15.

16.

17.

18.

Sealed sources containing licensed material shall not be opened by the licensee, except as specifically authorized.

The licensee shall conduct a physical inventory eve &t@‘ngr Zervals approved by the U.S. Nuclear Regulatory
Commission, to account for all sealed sources m vices received and p a%sed under the license. Records of inventories shall be
maintained for three years from the date of eg entory, and shall include th dionuclides, quantities, manufacturer's name and model
numbers, and the date of the inventory. us®

g(,‘g; Mx

The licensee is authorized to hold radioz ":

h a physical half-life
disposal in ordinary trash provided:

A. Before disposal as ordinary trash,
most sensitive scale and with no inte
radiation labels shall be removed o
managed as biomedical waste after w ha

r surface the appropriate survey instrument set on its
afinot be distinguished from background. All
at are within containers and that will be

B. Arecord of each such disposal permitt nder thls license Qndﬁﬁh shall be retain
of disposal, the date on which the bypro g@atena! was pléced’in storage, the
background dose rate, the dose rate measu t the surface of each waste ¢

the disposal. iy h west
p Bl o e G

I S
The licensee is authorized to retrieve, receive and dispose of radioactive waste from its custorners, limited to radiopharmacy-supplied
syringes and vials and their contents.

for three years. The record must include the date
ionuclides disposed, the survey instrument used, the
ainer, and the name of the individual who performed

This license does not authorize distribution to persons exempt from licensing.
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19. Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with the statements,
representations, and procedures contained in the documents, including any enclosures, listed below. This license condition applies only to
those procedures that are required to be submltted In acee rgﬁ@ @ ulations. The U.S. Nuclear Regulatory Commission's
regulations shali govern unless the statements, re antations, and p egggés in the licensee's application and correspondence are
more restrictive than the regulations.

E B, J‘Nr
5‘%

Letter dated May 24, 2017 (ML17150A23,
Letter dated June 28, 2017 (ML17180A509)
Letter dated September 21, 2017 (ME47265A584
Letter dated November 7, 2017 (ME17313A606)
Letter dated November 15, 2017 (MI*47320A037)
Letter dated December 20, 2017 (ML

Letter dated May 23, 2018 (ML 1814t
Letter dated October 31, 2018 (ML1830:

I@MTmMOO®Y

2 5

) r” '"‘Vm ?OR THE U. 8. NUCLEAR REGULATORY COMMISSION

G

Date: October 4, 2019 By:

Bryan A. Parker /
Region I




