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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 |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, 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 material 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 hereafter in effect
and to any conditions specified below.

Licensee In accordance with letter dated
January 13, 2011

1. Pharmalogic MT, Inc. 3. License number 09-29398-01MD is amended in
its entirety to read as follows:

2. 1 South Ocean Blvd., Suite 206 4. Expiration date January 31, 2021

Boca Raton, Florida 33432 -lﬁ.éllz_ocket No. 030-38401
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Byproduct, source, and/or special " {__s?ﬁff Chemical and/or physical form {" 2T . 8. Maximum amount that licensee may
nuclear material %_:; ¥ Fa possess at any one time under this

-— ™y license
L™ g

atomic numbers 1 through —- . radionuclide and 2 curies
83, except molybdentim-99, . total

technetium-99m, iodine-123, ' '

iodine-131, fluorine=18,

indium-111, samanium-153,

strontinum-89, thallium-201,

yttrium-90, and xenon-133 _

Molybdenum-99

U _a
A. Any byproduct mateﬁlgith . “39A. 200 millicuries per
g

. Technetium-99m - IEG . - A A 4 ~C. 100 curies

. Feeas ron A3 )
lodine-131 D.*An AgayE T ' . 2.5 curies
| YHW
ny

Xenon-133 [ A 1.5 curies

Fluorine-18 -. Any ' . 1 curie

. Indium-111 . . 300 millicuries
lodine-123 . . 50 millicuries
Samarium-153 : . 750 millicuries
Strontium-89 . . 40 millicuries

Thallium-201 . . 1 curie




NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION

License Number

09-29398-01MD

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-38401

Amendment No. 01

6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that licensee may
nuclear material possess at any one time under this
license

. Yttrium-90 L. Any L. 500 millicuries

. Any byproduct material in a M. Sealed sources M. 500 millicuries total
brachytherapy source as
listed in 10 CFR 35.400
_ T o
. Any byproduct material listed NS I?lefaa‘ckdgedlrﬂ't:é"fg_g N. 50 millicuries

Y

in 10 CFR 31.11(a) {: ‘-a;_',,*-*'in vitro diagnostic te
i
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. Any byproduct material % O. Sealed sources "~ 7™ 0. 100 millicuries total
authorized under u“‘ﬁ

10 CFR 35.65 & _ ’
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F
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. Depleted Uranium =
<
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A. through L. Preparation and diStk
and redi§ ributio 1:; m-99/teghnetium-99m and
rubidiumStrentium<B2-g¢ ‘recipients in accordance with
10 CFR 32!)@ Preparation a?ﬂgf{' ibuti "’dﬂradioaql drugs and radiochemicals
including compounding of iodin 131 and redistribution of used and unused
molybdenum 99/technetium -99m and rubidium/strontium-82 generators authorized
recipients for nonmedicat use.

9. Authorized use:

Redistribution of sealed sources initially distributed by a manufacturer licensed pursuant
to 10 CFR 32.74. Redistribution of sealed sources that have been registered either with
NRC under 10 CFR 32.210 or with an Agreement State and have been distributed in
accordance with an NRC or Agreement State specific license authorizing distribution to
persons specifically authorized by an NRC or Agreement State license to receive,
possess, and use the devices.

Redistribution to specific licensees or general licensees pursuant to 10 CFR 31.11
provided the packaging and labeling remain unchanged.
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Calibration and checking of the licensee’s instruments. Redistribution of sources to
initially distributed by a manufacturer licensed pursuant to 10 CFR 32.74 to authorized
recipients and to authorized recipients for nonmedical use.

Shielding for molybdenum-99/technetium-99m generators.

CONDITIONS

Licensed material shall be stored or used only at thle_llcensee s facilities located at 4404 Expressway
Road, Missoula, Montana. ||=a m! 'E'- {"‘ﬂ .-' 't
L T
Licensed material shall be used 63/; & under the supervision of - :f .
A .
A. A pharmacist working ogdesgnated as an authorized nuclear pharmgd-st in accordance with
10 CFR 32.72(b)(2)(i&7and

. Authorized NucleaF‘-@.ﬁarm st(s—) Wllllam Chatoff, R.Ph., J&Seph Lofaro'“R Ph.,
Shawn Lorrain, RP-h. Glen mel h GerardA Strdgala,-R.Ph., Cynthia Tlndall R.Ph.,

Tamiko Ushio, R , 7, Alan J. t,t H| n, R. Ph Garth Kistner, R.Ph.,

Timothy Summers, R Ph., Danait [ d| R.Ph. fﬁamas DeFranco, R Ph.,

Richard Sucese, R‘Ph and Lal.a‘_e E h. =
'] o

Licensed material authorized r ltems 9.M!, 9N o Qlwsﬁafl bé used Q[Robert Cole and
Zonker K. White. r‘[:.k iy S S

:‘ﬁ % I:}f'_:-

The Radiation Safety O?:ﬁlcrer for t nseds ' Ph. r_‘"{-l;

This license does not authoﬁ'%'ad distribution to"ﬁq’ir! S'ﬁs exenf"p! from li Lhc!edrjsmg

A. Sealed sources shall be tested forleakage and/or contamination at intervals not to exceed the
intervals specified in the certificate of reglstratlon issued by NRC under 10 CFR 32.210 or by an
Agreement State.

. 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 NRC under 10 CFR 32.210 or by an
Agreement State prior to the transfer, a sealed source or detector cell received from another person
shall not be put into use until tested.

. Sealed sources need not be tested if they are in storage and are not being used. However, when
they are removed from storage for use or transferred to another person, and have not been tested
within the required leak test interval, they shall be tested before use or transfer. No sealed source
shall be stored for a period of more than 10 years without being tested for leakage and/or
contamination.
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D. The leak test shall be capable of detecting the presence of 0.005 microcurie (185 Becquerels) of
radioactive material on the test sample. If the test reveals the presence of 0.005 microcurie
(185 Becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Commission regulations. The report shall be filed within 5 days of the date the leak test result is
known with the U.S. Nuclear Regulator Commission, RegionlV, 612 East Lamar Boulevard, Suite
400, Arlington, Texas 76011-4125, ATTN: Director, Division of Nuclear Materials Safety. The report
shall specify the source involved, the test results, and corrective action taken.

Sealed sources containing licensed material Shall not be qpened or sources removed from source
holders by the licensee, except as speoj,flc'ali'y authorized. ~* {_/

The licensee shall conduct a physmal inventory every six months, or at 6ther intervals approved by NRC,
to account for all sealed souroes and/or devices received and possessed under the license. Records of
inventories shall be malntalned for 5 years from the date of each mventoryv and shall include the
radionuclides, quantltles* manufacturers name and model numbeLg,,and the g\ate of the inventory.

Except for malntalnlng-labellng a 10 CFR ParLZO r74, the licensee shall obtain
authorization from NRC-before m the sealed-nsource devrce or source-device

combination that would alter the de rlp |"0n r specm atlons;as indicated in the bespectlve Registration
Certificates issued eltrTer by the CO@_mIS | to 10 CFR‘B1 210 or by an Agreement State.

iatwith' a p.hysxoal’ﬁalf-llfe o'ﬂess than or equal to
| without regard tgradloactwﬂy if the licensee:
d

I #

determines that its radioactivity
\ d@tlo &l with ar approprlate radiation detection
with no"l terp0§ad shielding;
5
Removes or obliterates aII radlatlon labels, except for radiation Iabels on materials that are within

containers and that will be managed as‘biomedical waste ‘after they have been released from the
licensee; :

Maintains records of the disposal of licensed materials for 3 years. The record must include the
date of the disposal, the survey instrument used, the background radiation level, the radiation level
measured at the surface of each waste container, and the name of the individual who performed the
disposal.

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

The licensee is authorized to transport licensed material only in accordance with the provisions of
10 CFR Part 71, “Packaging and Transportation of Radioactive Material.”
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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. The U.S. Nuclear Regulatory Commission's regulations shall govern unless
the statements, representations, and procedures in the licensee's application and correspondence are
more restrictive than the regulations.

Application dated July 1, 2010 (ML102160361 & ML102160382)

Letter dated November 1, 2010 (ML103550575)
E-mail dated December 21, 2010 (ML103620807)

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

IRA/

Date February 16, 2011

Roberto J. Torres, Senior Health Physicist
Nuclear Materials Safety Branch B
Region IV

Arlington, Texas 76011-4125
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