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U.5. NUCLEAR REGULATORY COMMISSION Amendment No. 59

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 representaticns
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 itin 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 o all

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

below. 6 / \S‘% % g

Licensee In accordance with letter dated
May 2, 2006,
1. Providence Hospital 3. License number 21-02802-03 is amended in
Departrnent of Nuclear Radiology its entirety to read as follows:
2. 16001 West Nine Mile Road 4. Expiration date October 31, 2013
Southfield, Ml 48037 5. Docket No. 030-02022
Reference No.
6. Byproduct, source, andfor special 7. Chemical d/o?:ehyé'.cal_‘form 8. Maximum amount that licensee may
nuclear material P ﬂ G U possess at any one time under this
r license
\. S g
A.  Any byproduct material & A.  Any 7 A, Asneeded
permitted by 10 CFR 35.@\? O
P
B. Any byproduct materi B{- As needed
permitted by 10 CFR;3p.200 -
<
C. Any byproduct matefal C. ¢t curie
permitted by 10 CFRI35.300 2
D. Any byproduct mate%l : /. D. =4 curie
permitted by 10 CFR/35.400%% -
o O
NS (7]

E. Any tJIyDroduct material /)E.‘Preﬁck;aﬂsd w ¥ E. As needed
permitted by 10 CFR 31.11 :

F. Depleted uranium F. Metal F. As needed

G. lodine-131 G. Any G. 50 millicuries
H. lodine-125 H. Any H. 1 millicurie

. lron-59 I, Any . 1 millicurie

J.  Phosphorus-32 J.  Any J. 10 millicuries
K. Carbon-14 K. Any K. 50 millicuries
L. Hydrogen-3 L. Any L. 100 milticuries
M. Chromium-51 M. Any M. 50 millicuries
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License Number

21-02802-03
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-02022

Amendment No. 59

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.  Iridium-192 permitted by 10 N. Sealed source seeds N. No single source seed to
CFR 35.1000 encased in nylon ribbon exceed 35 millicuries; ina 3
(Best Industries Madel No. ribbon set containing 6, 10,
81-01) or 14 seeds per ribbon; 1.1

curies total per ribbon set; 2
ribbon sets total.

O. Phosphorus-32 permitted by O. Sealed source wires 0. Three source assemblies not
10 CFR 35.1000 (Guidant_ Corporation Model to exceed 600 millicuries
&DFRP-:B ri€) ¢, each.
P. Strontium-90 permitted by 1% \P. Sealed sources (BEBI{?‘Q » P. No single source to exceed 5
CFR 35.1000 D Modet S5r0.S03 or AEAT o) millicuries; total possession
> Model SICW.2) .4 notto exceed 800 millicuries
m o L4 A
9. Authorized Use: @
W O
A. Any uptake, dilutigh and excr R 35.100.0
B. Anyimaging andHecalizatig ;
C. Any diagnostic study or t 35.306.
%]
D. Any manual brachyth@rapy /g R 35.400.09
~
E. In-vitro studies. O
1 7 D
F. Shielding in a linear accelera or._j*

N.

G. through M. For laboratory research, including gnimal studies.

One ribbon set to be used in the Cordis Checkmate Catheter System intravascular brachytherapy
device for medical use permitted by 10 CFR 35.1000; and one ribbon set in a shipping container for
ribbon set replacement.

One source assembly to be used in a Guidant Corporation Model GALILEO SERIES intravascular
brachytherapy HDR device for medical use permitted by 10 CFR 35.1000; source assemblies may
also be used for physics calibrations and quality assurance testing; two source assemblies in a
shipping containers for replacement and disposal.

For use in Novoste Mode!l A1000 series devices for intravascular brachytherapy, physics calibrations
and quality assurance testing, as permitted by 10 CFR 35.1000.
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CONDITIONS
10. Locations of use:

A. 16001 West Nine Mile Road, Southfield, Michigan.

B. Licensed material in 10 CFR 35.100, 35.200, 35.300 (excluding those iodine-131 administrations
which require hospitalization of the patient for radiation protection purposes), 35.400 (limited to
iodine-125 seeds for prostate implants) and ltem 6.F. may be used at 47601 Grand River Avenue,
Novi, Michigan.

C. Licensed material in 10 CFR 35.100, 35. 200 and 35.300 (excluding those iodine-131 administrations
which require hospitalization of th atfdnt b} rﬁlﬂovrotectlon purposes) may be used at 30055
Northwestern Highway, Farn\/ Hills, Michigan.

oY “a,
11. Radiation Safety Officer: illhah D. Fraiberg, M.D. O
12. Licensed material is only aut iz Brvition of:
A. Individuals perm;tt‘é& to work\Gie ghorizettser,: ‘. fgfiorized nfddical physicist in accordance
with 10 CFR 35. 1'3‘and 35.14. / / X 4 O
B. The following md}wduals afk §

Authorized Uékrs  \gkd 1EEE 7
Allan D. Fralbe@\»M D. ;: g = ?j .200, 35.8D0 and in-vitro studies.

David Lawrence Ggher, 4
e i
Roger L. Gonda, Jr., K]».'D 35.100, 35.@(935.300 and in-vitro studies.

J. F. Brown, M.D. * #%R&1*35200, 35.300 and in-vitro studies.

Michael M. Kaplan, M.D. 10°CFR 35.100, 35.200, 35.300 (exciuding iodine-131 for
thyroid carcinoma therapy) and in-vitro studies.

Sheldon S. Stoffer, M.D. 10 CFR 35.200 (limited to technetium 99m for thyroid
imaging) and 35.300.

Roger T. Kucway, M.D. 10 CFR 35.400, phosphorus-32 in the Guidant Galileo
intravascular brachytherapy device for medical use
permitted by 35.1000 and strontium-90 in the Novoste
Model A1000 system.




e
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June

Peter Roberson, Ph.D. Iridium-

Janice LaRouere, M.D. 10 CFR 35.400.
Patrick W. McLaughlin, M.D. 10 CFR 35.400. and iridium-192 in the Cordis Checkmate

Catheter system, phosphorus-32 in the Guidant Galileo
intravascular brachytherapy device for medical use
permitted by 35.1000 and strontium-90 in the Novoste
Model A1000 system.

Elizabeth A. Ajlouni, M.D. 10 CFR 35.400, phosphorus-32 in the Guidant Galileo

intravascular brachytherapy device for medical use
permitted by 35.1000 and strontium-80 in the Novoste
Model A1000 system.

Lee Chan, M.D. < 28 R1O%FES§.4Q@, hosphorus-32 in the Guidant Galileo
N intravascular br herapy device for medical use
\)O : permitted by 35.1000 And strontium-90 in the Novoste
> Model A1000 system. O

brachyVs HDR device fc@physics calibrations and quality
assurance testing and strdRtium-90 in the Novoste Model A1000

*yst m iniravgﬁul*rachytherapy devices.
9

in a Cordis Checkmate intravascular brachytherapy
device for calibrations, spot-checks, and training, Phosphorus-32
in a Guidant Corporation Model GALILEQO SERIES intravascular
brachytherapy HDR device for physics calibrations and quality
assurance testing and strontium-80 in the Novoste Model A1000
system intravascular brachytherapy devices.

7

Brett Miller, M.S. fridium-192 in a Cordis Checkmate intravascular brachytherapy

device for calibrations, spot-checks, and training, Phosphorus-32
in a Guidant Corporation Model GALILEO SERIES intravascular
brachytherapy HDR device for physics calibrations and quality
assurance testing and strontium-90 in the Novoste Model A1000
system intravascular brachytherapy devices.
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14.

15.

D. The following individuals are authorized users for non-medical uses as indicated:

Authorized Users Material and Use

Mohan Chelladurai, Ph.D. Items 6.G. through 6.M., for laboratory research, including
animal studies.

Thomas Kasza, M.S. Cesium-137 permitted by 10 CFR 35.400 for the
non- cﬁ)mmermal calibration of survey instruments.
a R EG

E. Licensed material listed in Su@tg'n Nos. N., O. and P. ofﬁe@ Nos. 6., 7., 8., and 9. shall be used by
or under the supervisio E%Qn Authorized User as defined in 1 CFR 35.2, and in the physicai
presence of an Authori User or an Authorized Medical Physiast, as defined in 10 CFR 35.2. The

Authorized User shall tonsult with an Authorized Medical Ph / istPnd an interventional cardiologist

prior to each treatmenpt.

. The intravascular braghytherapy a%g n e X { p cted and@ervuced at intervals
i ’

recommended by the
or persons specifically icensed, y ]
perform such serviced™

§ shall be pl¥formed by the manufacturer
yoommissiorgpr an Agreement State to

%) ‘ s
In lieu of 10 CFR 35.404(Db), i}y i -l e c.,’u & from te patient into its shielded
position in the Cordis C%ma : ' : ? - T_.*: fiileo Serié8 and/or the Novoste Model
A1000 Series System intravascul TEFEE ' madcliation suré@y shall be made of the patient

and the Cordis Checkmat& Syster and§iw t o Series and/or the Novoste Model A1000
Series System intravascular br@hytherapy de appro iate, @a portable radiation detection
survey instrument to confirm tha¥fhe source has been re dfr the patient. Records of the survey

e
shall be maintained in lieu of the recq“e ired i TQ&FR(& 404(c

In lieu of the source inventory required in 10 CFR 35.4086, the licensee shall:

A.  Promptly determine that all sources have returned to the safe, shielded position at the conclusion of
each Cordis Checkmate System treatment and/or Guidant Galileo Series and/or the Novoste Model
A1000 Series System intravascular brachytherapy treatment.

B. Promptly make a survey of the area of use to confirm that no sources have been misplaced.

C. Make a record of the survey inctuding the survey instrument used, dose rate expressed in mrem/hr
(uSieverts/hr), time, date and name of the individual making the survey.

D. Retain the record of the survey in lieu of the record required in 10 CFR 35.406(c).
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16. For sealed sources not associated with 10 CFR Part 35 use, the following conditions apply:

A

Sealed sources 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 under equivalent regulations of an Agreement State.

Notwithstanding Paragraph A of this Condition, sealed sources designed to primarity emit alpha
particles shall be tested for leakage and/or contamination at intervais not to exceed 3 months.

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 32.210 or under equjyalgt rd@ul&ic@s f an Agreement State, prior to the transfer, a
sealed source received from an&hér person shall not gé put into use until tested and the test resuits
received. O\’ < »
Sealed sources need g3t be tested if they contain only hydrogen- - they contain only a radioactive

gas, or the half-life of the§ #ain’net more than 100 microcuries of
beta- and/or gamm

A
are not bging used; however, when they
IR erson andave not been tested within
the required leak gest inter{ig!, I\ - gse pr transfer No sealed source shall be
stored for a period pf moRaNle g7 for leakade and/or contamination.
The leak test shall [ cap A he 184 d ey ce A005 migggeurie (185 becquerels) of
R : ALY & e presgfe of 0.005 microcurie
e filed with the U.S. Nuclear

Ay
Ly

(185 becquerels) or mere of 8
Regulatory Commission4haccordance w
immediately from service econtamina

Commission regutations. * * K * *
cfuding lea

Tests for leakage and/or contamination, in k test sample collection and analysis, shall be
performed by the licensee or by other persons specifically licensed by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services.

plreport shall
- A0(c)(2),(And the source shall be removed
repaired, or digposed of in accordance with

17. The licensee shall conduct a physical inventary every six months, or at other intervals approved by the
U.S. Nuclear Regutatory Commission, to account for all sources and/or devices received and possessed
under the license.

18. Sealed sources containing licensed material shall not be opened or sources removed from source holders
by the licensee.
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19. In addition to the possession limits in Iltem 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

20. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material "

21. 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 submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The Nuclear Regulatory Commission's regatioft sEaltgo ern unless the statements, representations,
and procedures in the licensee's app&cﬁl‘on and corresportdegice are more restrictive than the
regulations. Q\’ o >

A. Applications dated Magesh 20, 2001, October 18, 2002 (with attac
received Qctober 22, 2008, Fabru 003 F
June 29, 2004; anLU )y

nts inclugding apptlication
uﬁz’( 20, 2003, April 12, 2004 and

2 O
B. Letters dated Audust 19, 2003 . S8Bleber AV, 2003, {ffvenber 6, 20Q8, June 29, 2004, September

21, 2004 and Ociber 4, 20
— 2
N =
o 7]
W %)
g ~

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

Date JUL 2 6 znnﬁ By DM\AJ\ mLuZZAAM__
Jamey R. Mullauer, {1.H.S.
Matetials Licensing Branch
Region |l




