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Amendment No. 09

NRC FORM 374

U.S. NUCLEAR REGULATORY COMMISSION

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
les, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified

Sl DA 0 2/595/

and facsimile dated February 15, 2006, received
February 15, 2007,

3. License number 21-32190-01MD is amended in

its entirety to read as follows:

Licensee In accordance with letter dated January 26, 2007,
1. Pharmalogic Michigan, L.L.C.

2. 1144 Boon Street #. Expiration date September 30, 2009

5. Dockét bo. 030-35125

Reference Nb. »

Traverse City, Michigan 49686

o

'k‘
6. Byproduct, source, and/or special >
nuclear materiat ‘

( . .
g,A,MaXImum amount that licensee may

7. Chemical and/or physical form
: ~~"  possess at any one time under this

i \.\ Hoense
A. Any byproduct materigdt with A Not to exceed 100
atomic number 3 thréugh 83 ““millicuries per radionuclide
except molybdenum-89, 2and 1 curie total
technetium 99m, xenen-133, h‘ :
iodine-13, samarium-353  *.3 =
and yttrium-90
0 %
B. Molybdenum-99 D ~B. 100 curies
C. Technetium 99m P  cgidpiiag " C- 100 curies
4 AN O
D. Xenon-133 '/,/j;. D. Any, excepit sealed sources™ D. 1 curie
E. lodine-131 E. 'ﬁnwc*se*d HKorces E. 1.5 curies
F. Any byproduct material F. Prepackaged units for in F. 50 millicuries
listed in 10 CFR 31.11(a) vitro diagnostic tests
G. Any byproduct material G. Sealed sources G. 500 millicuries
listed in 10 CFR 35.400
H. Any byproduct material H. Sealed sources H. Not to exceed 1.5 curies
listed in Section 10 CFR per source and 5.5 curies
35.500 total
I.  Any byproduct material I. Sealed sources I. 50 millicuries
authorized under 10 CFR
35.57(a)
J. Samarium-153 J. Any, except sealed sources J. 600 millicuries
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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
K. Depleted Uranium K. Metal K. 600 kilograms
L. Yttrium-90 L. Any, except sealed sources L. 400 millicuries

9. Authorized use:

2 R F~
A. through E., J. and L. Preparation @cf'dlstrlbutlon of radi@éqlve drugs, production of technetium 99m
pertec

d distribution of unused and used

etate, compounding of iodine-13{
molybd&num-99/technetium 99m generato @authonzed recipients in

cerdance with 10 CFR 32.72 and to author ed recipients for non-medical use.
Yitriugr80.ay also be used for calibrgtion purposes.

“2 - . ‘5 A
F. Redistribution to spétific licerigetinp enefal eeNse ".‘. ant to 10-CFR 31.11 provided the
packaging and labeling remain xndhgnged. ')
9 : g
G. and H. Redn;tnbutlon - ted hy a mamufacturer licensed pursuant

BT
to 10 CFR 330 o

ges that hawg been registered either with
NRC hder 17485

(SBtate and have been distributed in

: g~ ’/
accordance -::.- AN A S / mc l| e authorizing distribution to
persons specific ) .'& P by ¢ “ g Jpgreeme tate license to receive,

possess, use the %

r. q O
I.  For calibration of the Ilcens Zown dose g a ator and check@g of the licensee’s own radiation
detection instruments. Redisfri h*d sealed sources [gally distributed by a manufacturer licensed
z

pursuant to 10 CFR 32.74 to aut eg‘ecwtskrd

non-medical use.
K. Shielding for molybdenum-99/technetium-99m generators.

uthorized recipients for

CONDITIONS

10 Licensed material shall be used only at the licensee's facilities located at 1144 Boon Street, Traverse City,
Michigan.

11. A. Licensed material shall be used by, or under the supervision of:

1) A pharmacist working or designated as an authorized nuclear pharmacist in accordance with 10
CFR 32.72(b)(2)(1), or (4).
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12. A

2) Authorized nuclear pharmacists: William Marc Chatoff, R.Ph., BCNP; Jeff Letendre, R.Ph,
BCNP; Tom Defranco, R.Ph.; Christopher Leon, R.Ph.; Dave Lamont, R.Ph.; Todd Landry,
R.Ph.; Christine Wilbur, R.Ph.; Mark R. Suitor, R.Ph.; Ronald Franks, R.Ph.; Paige Elynne
Smart, R.Ph.; and Dana L. Suttle, R.Ph.

The Radiation Safety Officer for this license is Mark R. Suitor, R.Ph.

Sealed sources shall be tested for leakage and/or contamination at intervals not to exceed 6 months
or at such other intervals as specified by the certificate of registration referred to in 10 CFR 32.210.

In the absence of a certificate from rﬁsfe%r ﬁdi@ati&g that a leak test has been made within

6 months or as specified in the cértificate of registration is€ue by NRC under 10 CFR 32.210 or by
an Agreement State prior té the transfer, a sealed source recédivad from another person shall not be
put into use until tested,_"D O

(i) arein storaw and ar@netbel WHEN they are removed from storage for use
or transferreg3o anotNGe ' g i have ndt be i } within ég required leak test interval,
b J S¢ rce shattbe stored for a period of
Jor contéfhination.

- o %)
The leak test shall be 09;1[3/6”3 » Beting iiser Ga f 0 005 nicrocurie (185 becquerels) of
radioactive material on t st sample. the présence of 0.005 microcurie

(185 becquerels) or more of @movable contammatlon a reportshall be filed with the U.S. Nuclear
Regulatory Commission in accor . CF c)(2) and the source shall be removed
immediately from service and deconta e&r ged or disposed of in accordance with
Commission regulations.

The licensee is authorized to collect and analysis leak test samples. Alternatively, tests for leakage
and/or contamination may be performed by persons specifically licensed by the Commission or an
Agreement State to perform such services.

13. Sealed sources containing licensed material shall not be opened or sources removed from source holders
by the licensee.

14. The licensee shall conduct a physical inventory every 6 months to account for all sources and/or devices
received and possessed under the license.

15. 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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16. The licensee is authorized to hold radioactive material with a physical half-life of less than or equal to
120 days for decay-in-storage before disposal in ordinary trash provided:

A. Before disposal as ordinary trash, byproduct material shall be surveyed at the container
surface with the appropriate survey meter set on its most sensitive scale and with no
interposed shielding to determine that its radioactivity cannot be distinguished from
background. All radiation labels shall be removed or obliterated.

B. Arecord of each disposal permitted under this License Condition shall be retained for three
years. The record must include the date q{d@sp{osal, the date on which the byproduct material
was placed in storage, the radi pﬁcl es disposetl,{the survey instrument used, the
background dose rate, the dose rate measured at the 2ur¢ce of each waste container, and the
name of the individual \gfd performed the disposal. » o

Eq
C. Generator columns sh:;i 2 motiitored separately to ensure decay to

L/J ) Y e o ("
17. The licensee is authori to retrievs, IgeiVe at e offfadioactive waste from its customers, limited
i ged tore %w— 2 ofife 0 58

<

18. In addition to the posséssion li ' ,’ restrictthe possession of licensed
material to quantities biffow the'r , 7 '35(d) for establishing
decommissioning financiéass é 4 ' A
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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. 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 June 10, 1999;

B. Letters dated July 24, 1999, February 28, 2001, May 10, 2001, November 15, 2001, December 27,

2001 and December 21, 2005; and

R Fg"

N
C. Letters received August 18, 199§February 27, 2002 (vs{tr/att:?chment) and August 15, 2002 (with
~

enclosures). Lt

FEB 2 1 2007
Date

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

ol ety

Colleen Carol Casey
Materials Licensing Branch
Region IlI




