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U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 02

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
August 23, 2010

1. Pharmalogic WY, Inc. 3. License number 49-27629-01MD is amended in
its entirety to read as follows:

2. 3480 Trigood Drive, Suite 2 4. Expiration date July 31, 2019

Casper, Wyoming 82609 O t—- p Docket No. 030-38007
L -'—Reff;:'eﬂbg No.

=

6. Byproduct, source, and/or special {:‘@ Chemlcal and/or physical form {" A7 8. Maximum amount that licensee may
nuclear material %:g ¥ ,.-13“1 possess at any one time under this

-— " g~license
-~ L/

A. Any byproduct materiglawith “'ﬁ 200 millicuries per
atomic numbers 1 t}-[t_"g/ “- i _radionuclide and 2 curies
83, except molybdentum-99, total
technetium-99m, = {)
iodine-123, iodine-431,
fluorine-18, indium=111,
samarium-153,
strontinum-89, tham{}n 201 ‘ - —
yttrium-90, and xengn;133 E L™ (s E‘-‘:.
Molybdenum-99 ":. | AR ’ JE,:,:;WOO curies

. Technetium-99m : P AT 2 - o . 100 curies

lodine-131 L A G ' . 2.5 curies
v Y

. Xenon-133 4 Any . 1.5 curies
Fluorine-18 F. - - . 1 curie

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

. Thallium-201 . Any . 1 curie
Yttrium-90 . Any . 500 millicuries

. Any byproduct material in a . Sealed sources . 500 millicuries
brachytherapy source as
listed in 10 CFR 35.400
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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

N. Any byproduct material . Prepackaged units for N. 50 millicuries
listed in 10 CFR 31.11(a) in vitro diagnostic tests

O. Any byproduct material . Sealed sources O. 100 millicuries
authorized under 10 CFR
35.65

. Radium-226 P. Sealgd sopces.(North P. 1 millicurie
- Amefican Sti "tiﬁ?;".‘l\/.lo el

~ % “MED3400/MED3402" /'
LW %

Y Q. Metal % 3. Q. 400 kilograms
o)

. Depleted Uranium .
"

Authorized use: i

My N

. T -
A. through L. Preparation and %ri ' i active,dﬁg; including compounding of iodine-131
us
29

and redistribution d and unused molybdeniim-99/technetium-99m and
rubidium/strontium nerators'to uthorized rgcipients in aecordance with
10 CFR 32.72. ,Pr " ' tion of radioactive drugs and radiochemicals
incluhﬂr;'g compb i fedis.ts_'ribu’gi f of used and unused
molybde 99/te ubidiurn/strontium-82 generators authorized
recipients for nonmedic . LR L ~

S N AR~ %)
Redistri ) ¥ rees k uted by a gﬁq&hufacturer licensed pursuant
to 10 CFR-82.74. ibuti 'sealedSalrces that-have been registered either with
NRC under 10 €FR 32.210 or amAgreentent Stat -and have been distributed in
accordance with’an NRC or Agreement State specific ficense authorizing distribution to
persons specifically atthorized by an NRC oriAgreement 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.

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.

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

CONDITIONS

10. Licensed material shall be used only at the licensee's facilities located at 3480 Trigood Drive, Suite 2,
Casper, Wyoming.
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Licensed material shall be used by, or under the supervision of:

A. A pharmacist working or designated as an authorized nuclear pharmacist in accordance with
10 CFR 32.72(b)(2)(i) and (4), or

B. Authorized Nuclear Pharmacist(s): William Chatoff, R.Ph., Thomas Defranco, R.Ph.,
Shawn Lorrain, R.Ph., Alan J. Marvin, R.Ph., Glen Palmer, R.Ph., and Tamiko Ushio, R.Ph.

The Radiation Safety Officer for this license is Tamiko Ushio, R.Ph.

In addition to the possession limits in Item 8, the,llcensee shall further restrict the possession of licensed
material to quantities below the mln\mum limit specified in 10 CFR 30. 35(d) 40.36(b), and 70.25(d) for
establishing financial assurance f'“r décommissioning.

.,_-_. .
% N oy

This license does not authorj-Zed distribution to persons exempt from Ii-cepging.

A. Sealed sources shalr“be tested for leakage and/or contaminatio inteﬁ@ls not to exceed the
intervals specified m lthe céﬁn‘catexof registration issued by NRC under 10 CFR 32.210 or by an

Agreement State. /- \t.,, KL /_/ O

__.J

. In the absence of a cemflcate fr@n a ’EFa sferor Hn |cat|nithatja leak test has'l been made within the

sued by NRC under 10-6FR 32.210 or by an
Agreement State pfior to theltra i Cor det?ctor cell recewed from another person
shall not be put into use uriil'tésted, . kortr ._

. Sealed sources need hot b i ' not beifgy used. However, when
they are removed from storag : Ter personfand have not been tested
within the required leak test int
shall be stored for a perlod of more th n 1
contamination. / f w

. The leak test shall be capable of détecting.the presence of 0.005 microcurie (185 Becquerels) of
radioactive material on the test sample. If'thetest 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, Region IV, 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 opened or sources removed from source
holders by the licensee, except as specifically authorized.

The licensee shall conduct a physical inventory every six months, or at other intervals approved by NRC,
to account for all sealed sources and/or devices received and possessed under the license. Records of
inventories shall be maintained for 5 years from the date of each inventory, and shall include the
radionuclides, quantities, manufacturer's name and model numbers, and the date of the inventory.
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Except for maintaining labeling as required by 10 CFR Part 20 or 71, the licensee shall obtain
authorization from NRC before making any changes in the sealed source, device, or source-device
combination that would alter the description or specifications as indicated in the respective Registration
Certificates issued either by the Commission pursuant to 10 CFR 31.210 or by an Agreement State.

The licensee is authorized to hold byproduct material with a physical half-life of less than or equal to
120 days from decay-in-storage before disposal without regard to its radioactivity if the licensee:

A. Monitors byproduct material at the surface before disposal and determines that its radioactivity cannot
be distinguished from the background rad_igtionﬁve_l__with an appropriate radiation detection survey
meter set on its most sensitive scale arlﬁq v}nﬂh n iqig_rqgse“dfshielding;

- T{7,

4

% | il
. Removes or obliterates all Qaﬁiaﬁﬁn labels, except for radiatidiw labels on materials that are within
containers and that will hesmanaged as biomedical waste after they-have been released from the

i ; - )
licensee; .y {)

. Maintains records of%'é disposal of licensed materials for 3 years...,The'record must include the date
of the disposal, the‘fs’ufvey'mgrumg‘nt used, the background.radiation level, the radiation level
measured at the stiface of each wa'll container, and :c‘be’ ame of the inqiv-ipual who performed the
disposal. - : Ton A - -

b a&E 2 AL <3 -
The licensee is authofiZzed to ret_riev:é_, recEI e, and.dispose gf radioactive wastesfrom its customers
limited to radiopharma@ysuppliﬁj ;y@ge& vials and their contents. —

S Vede

The licensee is authorized to tra J‘gﬁﬁﬁi material:%;lg,"in i _-i};arance \ﬁﬁﬁ' the provisions of
ortation of Radiﬁ tive rial.” 7




NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION

License Number

49-27629-01MD

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-38007

Amendment No. 02

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.

A. Application dated February 18, 2009 (ML090980539)

B. Letter dated May 22, 2009 (ML091770328)
C. Letter dated June 18, 2009 (ML091980537 and ML091980539)

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

/RA/

Date = November 19, 2010

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

Arlington, Texas 76011-4125
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