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QFFIGE OF FEDERAL & STATE MATERIALS AND
ENVIRONMENTAL MANAGEMENT PROGRAMS

DIVISION OF MATERIALS SAFETY ARD STATE AGREEMENTS
.. NUCLEAR REGULATORY COMMISSION

WASHINGTON. OC 206650001

ALL OTHER PERSONS FILE APPLICATIONS AG FOLLOWS:
WIF YOU ARE LOCATED iH:

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA,
qKEN‘rucKY. MAWE, MARYLAND, MAZSACHUBETTS, NEW HAMPSHIRE, NEW JERSEY,

NEW YORK, NORTH CAROLINA, PERNSYLVANIA, PUERTO RICO, RHODE [SLAND, 50UTH
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,
SEND APPLIGATIONS T0:

LICENSING ASSISTANCE TEAM

OIVISION OF NUCLEAR MATERIALS SAFETY

U.5, NUCLEAR REGULATORY COMMISSION, REGION )
475 ALLENDALE ROAD

KING OF PRUSSIA, PA 19M08-1415

MATERIAL IN STATES SUBJECT YO U.8.NUCLEAR REGULATORY COMMISSION JURISDICT]

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRLCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE GOMPLETED A

ey e s — A
APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICAYIONS WiTH:

JEERBONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U8, NUCLEAR REGULATORY COMMISSION ONLY [F THEY WISH TO POSSESS AND USE LICENSED

PPLICATION TO THE NRC OFFICE SPECIFIEC BELOW.
IF YOU ARE LOCAVED IN:

ILLINOIS, INDIANA, IOWA, MIGHIOAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN, SEM
APFLIGATIONS TO:

NATERIALS LICENSING BRANCH

U.8. RUCLEAR REGULATORY COMMISSION, REGION 11l
2443 WARRENVILLE ROAD, SUIITE 210

LISLE, Il 6056324352

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAIL (OAHD, KANSAS,
LOUISIAHA, MISSISSIPP, MONYANA, NEBRASKA, NEVAOA, HEW MEXICO, NORTH

DAKOTA, OKLAKOMA, OREGON, PACIFIC TRUST TERRIVORIEY, SOUTH DAI(OI‘A TEXAS,
UTAH, WASHINGTON, OR WYOMING, SEND APFLICATIONS TO:

MUGLEAR MATERIALS LICENSING BRANGH

U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
612 E. LAMAR BOULEVARD, SUITE 400

ARLINGTOM, TX 760114126

IONS

1. THIS 1S AN APPLICATION FOR (Check appropriale dem)
D A NEWLICENSE

|Z| B. AMENDMENT TO UCENSE NUMBER  2]1-D1190-05

[(] c RemewmLOF UCENSE NUMBER

2 NAME AND MAILING ADORESS OF APPLICANT (lnchia ZIP cods)
St. Johin Macomb Oakland Hospital

11800 E. 12 Mile

Warren, MI 48093

Laura T. Smith - Radiology

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

St, John Macomb Oakland Hosplial
11800 E. 12 Mile

4. NAME OF PERSON TO BE CONYACTED ABOUT THIS APPLICATION

Laura T. smith

Warren, M1 48093
Laura T. Smith - Radiology

TELEPHONE NUMBER

(313) 343-3545

SUBMIT ITEMS & THROUGH 11 O 6-4/2 X 11" PAPER. THE TYPE ANO SCOPE OF INFORMATION YO BE PROVIDED 18 DESCRIBED (N THE LICENSE APPLICATION GUIDE.

5. RADIOACTIVE MATERIAL
8. Elemont and ma2s numbar; b. chwmical andAw physical form: and ¢, mabdmum amaut
which will b& patsatsad a| any one 8me.

8. PURPOSE(S) FOR WHICH LICENSED HATERIAL WILL BE USED,

7. INDIVIDUAL{S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM ANO THEIR
TRAINING EXPERIENCE.

8, TRAINKNG FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

9. FACILIVIES AND EQUIPMENT.

10. RADIATION SAFETY PROGRAM.

11, WASTE MANAGEMENT.

12. LICENSE FEES (508 10 CFR 170 and Section 170.31)

FEE CATEGORY AMOUNT s 0.00

ED
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SUOHN ' '
PRO\JIIDENCE ST. JOHN MACOMB-OAKLAND HOSPITAL

HEALTH SYSTEAI"
Macomb Center

U. S. NUCLEAR REGULATORY COMMISSION
Region 1]

Materials Licensing Branch

2443 Warrenville Road, Ste 210

Lisle, IL 60532-4352

RE: Llcense Amendment Request to add SIR-Spheras, Yttrium 90 microspheres,
produced by SIRTEX Medical Ltd. - AND- approvals for Pd-103 manufacturer specific

implants,

Dear License Reviewer;

Please amend our radioactive material license, number 21-01190-05, to:

First include Y-20 as microspheres for use in the Model SIR-Spheres, Brachytherapy Device.
Authorization is requested for 189 mCi maximum activity per vial and for a 5§ vial maximum
possession limit of 945 mCi provided by SIRTeX Medical Ltd in accordance with FDA

requirements. The requested activity and multiple activity holdings are required for the
anticipated administration into malignant hepatic tumors.

Second include Pd-103 as seeds for prostate implants. Authorizations is requested for 300mcCi
maximum activity, provided by Theragenics.

The proposed changes to our radicactive material medical use program have been approved by
the Radiation Safety Committee.

If you have any questions or concerns please page me at 313 609-20386,

Si

Laura T. Smith, MS, DABR
Radiation Safety Officer
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Jul.,
£ » B Department of Radiology
frg\ Y 22101 Moross Road
= Defroif, MI
48236

SOHN
PROVIDENCE

HEALTH SYSTEM®

ST JOHN HOSPITAL & MEDICAL CENTER
IMAGING SERVICES

L3O &l5 (07T

DATE:

TO: - A
rroM: (OO Spapyn
RE:

PAGES INCLUDING COVER SHEE

PHONE: (313) 343-3545
FAX: (313) 343-3359

CONFIDENTIALYTY NOTICE: This fax message and any accompanying data are confidential, and intended only fox
the named recipieni(s). If you are not the intended reciplent(s), you are hereby nofified thet the dissemination,
distribution, and or copying of this message i§ strictly prohibited. If you receive this yaessage in exror, or sre not the

named reciplent(s), please notify the sender and desiroy any copfes in auy form immed{ately.




