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B Pursuant to the Atomic Energy Act of 1954, as amended. the Energy Rearganizution Act of 1974 (Public Law 93-438), and Title 10. Code of

{ Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below
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MG FORM 374 ‘ U.S. NUCLEAR REGULATORY COMMISSION ‘ Puae . or .3 P

MATERIALS LICENSE Amendment No. 24

Federal Regulations, Chapter 1, Pants 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in rehiance on statements and representations heretofore made
by the heensee, a hicense 1s hereby issued authorizing the licensee 10 receive, ac Guire, possess, and transfer byproduct, s wrce, and special nuclear
material designated below; to use such material for the purposeisi and at the placeis) designated below: to deliver or tansfer such material to
persons authonzed to'receive o accordance with the regulations of the apphicable Part(s). This heense shall be deemed to contain the conditions
specitied 1 Sectwon 183 of the Avoame Energy Act of 1954, 4s amended. and s subject to all apphicable rules, regulations. and orders of the

7’0!90%))

o

baapare In accordance with letter dated
October 27, 1996
' St. Joseph’s Medical Center i License Numbet 13_02650-02 is amended in
its entirety to read as follows: Y
2 P. 0. Box 1935 ’4 2 ‘D'"'"" B S
801 East Lasalle Street ___f?tffm “¢ June 30, 2004
South Bend, IN 46634-1935 | §. Bockstor
=, e - R, a RtltrtnCL No. 030—1368_§ ST
6 Bypruduc.( Soum .md/or 7. Chemical and/or Ph)slul 8. Maximum Amount that Licensee
Special Nuclear Material Form May Possess at Any One Time
Under This License
A. Any byproduct material A. Any A. As needed
identified in 10 CFR radiopharmaceutical
35.100 identified in 10 CFR
35.100
B. Any byproduct materiz! B. Any B. As needed
identified in 10 CFR radiopharmaceutical »
35.200 identified in 10 CFR -
35.200 ,:‘
C. Any byproduct material C. Any C. As needed 1
identified in 10 CFR radiopharmaceutical
35.300 identified in 10 CFR
' 35.300
D. Any byproduct material D. Any brachytherapy D. As needed
identified in 10 CFR source identified in
35.400 10 CFR 35.400 |
E. Any byproduct material E. Sealed sources E. As needed
identified in 10 CFR identified in 10 CFR |
35.500 35.500 |
F. Uranium depleted in F. Cadmium plated metal F. 600 pounds L
Uranium-235 ’5
G. Technetium-99m G. Any G. As needed
Authorized Use: §
Medical use described in 10 CFR 35.100. /, *
': \/‘ ’ §
¥ B. Medical use described in 10 CFR 35.200. L /nﬂ ‘
“ | 1
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Amendment No, 24

Ci C. Medical use described in 10 CFR 35,300.

'5?. D. Medical use described in 10 CFR 35.400.

J.

# E. Medical use described in 10 CFR 35.500 in devices which have been evaluated and

4 approved for licensing purposes by the U.S. Nuclear Regulatory Commission or an

q Agreement State.

i F. Shielding in a linear accelerator.

j G. For research and development as described in 10 CFR 30.4, limited to animal studies.

:11 CONDITIONS

j 10. A. Location of Use: 801 East Lasalle Street, South Bend, Indiana.

ﬂ B. Location of use for material listed in Subitem 6.G.; St. Joseph’s Radiation

: Oncology Center, Suite 100, 707 East Cedar Street, South Bend, Indiana.

j 11. Radiation Safety Officer: John D. Scheu, Ph.D.

. 12. Authorized Users:

.

" A. M. Samir Bawab, M.D., for material in 10 CFR 35.100, 35.200, 35.300 (excluding

‘ Todine-131 for the treatment of thyroid carcinoma) and

. Strontium-90 for treatment of eye diseases and 35.500.

o .
- B Dean L. Cook, M.D., for material in 10 CFR 35.100, 35.20C, 25.3006. Strontium-90 /%
- ' for treatment of eye diseases, 35.500 and Tectnetium-99m ~
o for animal research studies. >
- o
- C. Frank E. Rabe, M.D., for material in 10 CFR 35.100, 35.200 and 35.300 >
o (excluding lodine-131 as iodide for treatment of Thyroid "
j carcinoma), 35.500 and Technetium-99m for animal research 8§
. studies. &
- B
& D. John S. Harding, M.D., for material in 10 CFR 35,100, 35.200, 35.300 ?
o and 35.50C. &
.{‘ {
o E. Douglas S. Kuehn, M.D., for material in 10 CFR 35.100, 35.200 and 35.500. :
] F.  Robert Rust, M.D., for material in 10 CFR 35.100, 35.200 and 35.300 (excluding :
o lTodine-131 as iodide for treatment of thyroid carcinoma) and M
o 35.500. H
o .
: G. Victor Jones, II, M.D., for material in 10 CFR 35.100, 35.200 and 35.500. &
o o
s .
; i
s -
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: H. Michael McCrea, M.D., for material in 10 CFR 35.100, 35.200 and 35.300
(excluding lodine-131 as iodide for treatment of thyroid
carcinoma) and 35.500.

. 8
Vi 1. Brett A. Stephens, M.D., for material in 10 CFR 35.100, 35.200, 35.300, 35.500 f
g and Technetium-93m for animal research studies. h
_ .
ﬂ J. John D. Scheu, Ph.D., for Cesium-137 for survey instrument calibration and o
S Technetium-99m for animal research studies. i
e i
* K. Toby Mathews, M.D., for material in 10 CFR 35.100, 35.200, 35.300 and 35.500. o
- »
o L David Cory, M.D., for material in 10 CFR 35.100, 35.200 and 35.500. >
® .
1 M. David J. Kraus, M.D., for material in 10 CFR 35.400. -
.‘. ?.
o N. Guy Kedziora, M.D., for material in 10 CFR 35.400. »
9 -
o 0. Timothy Scott Smith, M.D., for material in 10 CFR 35.100, 35.200 and 35.300. -
o -
£l 13, Experimental animals administered 1icensed materials or their products shall not be .
- used for human consumption. >
- .
® 14, Except as specifically provided otherwise in this license, the licensee shall S
; conduct its program in acccrdance with the statements, representations, and >
J procedures contained in the documents, including any enclosures, listed below, =
# except for minor changes in the medical use radiation safety procedures as provided -
4 in 10 CFR 35.31. The Nuclear Regulatory Commission’s regulations shall govern 5
3l unless the statements, representations, and procedures in the licensee’s application S
o and correspondence are more restrictive than the regulations. s
. |

P A. Application dated March 19, 1994, :
s .
. .
4 .
. S
o .
3 ‘

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

LR\
LI )5t

. .
8 o
N Date /1 ; By i pd ™
3 utjedr Materials lAcensing Brapth, Region TIT |g
- >
s .
o .
4 .
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Saint Joseph's
Medical Center

1Y=D7 Q¢
AT L -
| = Py . ITY - - = < - )
Keglian lil, Licensing oSection

Material Licensing Branch
U.8., Nuclear Regulatory Camuzsion
801 Warrenvilie Road

A { l 24 . NRRD - { =]
Lisle, 1ilinois 60532 Jod

t to License #13-02650~-02, Saint Joseph's Medical
uth Bend, Indiana.

Gentlemen:

Please amend Item #7.1 (Authoriz 2
include the name of Timothy Srott Simith, M.D. as a user
mafenai: listed in 10 CFR, Part 35,100, 35.2 35

In a letter to you dated 7-24-96 we macde notif tion that Dr.
Smith had been approved by the Hospital I\Cﬁmm tration and the
Radiation Safety Committee of Saint Joseph's Medical Center as a
user of materials listed in 10 CFR, Part 35, 10( d 35.200 based
upon his Certification of Diagnostic Radiology.

We wou‘j now like to add his name as a user of materiel
1 Part 35.300. Please see a the attached preceptor sta

It you have any question concerning this amendment request,
please contact John D. Scheu, Ph.D. at (219) 287-4146 or (219)
237-7287. Enclosed, you will find a $440.00 check for the
licenze amendment fee

J.m, 1 2

ce President

"'m cal Resources RECEIVED
NOV 1 3 1996
' -1 REGION IiI
80! East La Salle » PO Box 1935 » South Bend, Indiana 46634-1935

(219) 232-7111  FAX (219) 236-5075 302 04—3’

A Member of the Saint Joseph's Care Group and the Holy Cross Heaith Systern NOV | i g
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NRC 313M SUPPLEMENT B

PRECEPTOR STATEMENT

U.S. NUCLEAR l!GULATORY COMMISSION

PROPOSED PHYSICIAN USER'S NAME AND ADDRESS
FULL NAME: Tirn Smith, M.D.

ADDRESS:
CITY, STATE, ZIP CODE:

CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

ISOTOPE

CONDITIONS DIAGNOSED
OR TREATED

NUMBER OF CASES
INVOLVING PERSONNEL
PARTICIPATION

COMMENTS

| Thyroid scan

Thyroid uptake

Lung perfusion scan

Xenon ventilation study

Aerosol ventilation scan

Renal flow scan

Brain scan

Liver/spleen scan

Bone scan

Gastroesophageal study

LeVeen shunt study

Cystogram

Dacrocystogram

Cardiac perfusion scan

Cardiac stress ventriculogram

Cardiac rest ventriculog-am

Gallium scan

in-111 White cell

Tc-99m |[Testicular scan

In-111 Cisternogram

Tc-99m |Gall bladder scan

Tc-99m |Gl bleed

P-32(S)

PV, leukemia, bone mets [4

P-32(C)

intracavitary treatment 0

-131 treatment of hyperthyroidism 37

-131 treatment of thyroid carcinoma 6

Mo-99/Tc-99m

Generator 5

Tc-99m

Reagent Kits 15

(S) = Soluble
(C) = Colloidal

DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING |

Methodist Hospital, 1701 N. Senate Blvd., Indianapolis, IN 46202
Jan-95
Jan-96

Jul-92
Dec-92

Aug-93
Jan-94

CLOCK HOURS OF

EXPERIENCE:

| TRAINING AND EXPERIENCE INDICATED ABOVE OBTAINED UNDER THE SUPERVISION OF :

Larry L. Heck, M.D.

Methodist Hospital of Indiana, Inc.

1701 N. Senate Blvd.
Indianapolis, IN 46202
NRC License No. 13-02063-01

LaeyT. Heck MB™ 7
Chairman, Radiation
Safety Committee

>
5/22/7¢

/" DATE



DATE : H"/‘f"[/L

CORRESPONDENCE CLARIFICATION SHEET

REVIEWER: BJ HOLT
LICENSEE ST _Nsephs
LICENSE NUMBER: | A—b2l STo-0L

The following correspondence has been received from the above licensee and it
is not clear what action(s) is(are) required: Please review this

correspondence and indicate which of the following applies, and please return
to Qggggg_ﬂggggx. as soon as possible.

Additional Information to Control No. .
Process in as a new action, additional information. and no fee required.

Process as new licensing action. Review has already been started on

Control No. and this information cannot be
combined with current in-house action.

Can be combined with Control No. . Review has not started.

Appears to be information for the license file - file it.

Licensee is adding Nuciear Pharmacists.

Amendment is necessary . Amendment is not necessary .
(Information for license file)

Licensee is adding authorized users.
\J/ A check is included A4 /,f” No check is included !

7’

épLhmendment 1S necessary 44“' g Amendment is not necessary 3
‘ (This is a Notification)

«tProcess in as a new licensing action:

A. Amendment 2&, }

B. Renewal
C. New License Application
Other:

Thank You For Your Help!!! 10/16/96
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NOV 2 7 1996

Sheryl Lewis

Vice President

St. Joseph's Medical Center
P.O. Box 1935

801 East Lasalle Street
South Bend, IN 46634-1935

Dear Ms. Lewis:

Enclosed is Amendment No. 24 to your NRC Material License No. 13-02650-02 in
accordance with vour request.

Please review the enclosed document carefully and be sure that you understand all
conditions. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region Ill office at (630) 829-9887 so that we can provide appropriate
corrections and answers.

Please also note that the expiration date on your NRC license was extendud 5 years in
accordance with 10 CFR 30.36(2).

Please be advised that your license expires at the end of the day, in the month, and year
stated in the license. Unless your license has been terminated, you must conduct your
program involving byproduct materials in accordance with the conditions of your NRC
license, representations made in your license application, and NRC regulations. In
particular, note that you must:

B Operate in accordance with NRC regulations 10 CFR Part 19, "Notices, Instructions
and Reports to Workers; Inspections,” 10 CFR Part 20, "Standards for Protection
Against Radiation,” and other applicable regulations.

2. Notify NRC, in writing, within 30 days:

a. When an authorized user or Radiation Safety Officer permanently
discontinues performance of duties under the license or has a name change;
or

b. When the licensee’s mailing address changes (no fee is required if the

location of byproduct material remains the same).



In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,

promptly, in writing, and request termination of the license when you decide to
terminate all activities involving materials authorized under the license.

4, Request and obtain a license amendment before you:

Receive or use byproduct material for a clinical procedure permitted under
Part 35 but not permitted by your license issued pursuant to this Part;

b. Permit anyone, except individuals described in 10 CFR 35.13(b), to work as
an authorized user under the license;

0. Change Radiation Safety Officers;

d. Order byproduct material in excess of the amount, or radionuclide, or form
different than authorized on the license;

e. Add or change the areas of use or address or adrresses of use identified in
the license application or on the license; or

, Change ownership of your organization.

5. Submit a complete renewal application with proper fee or termination request at

least 30 days before the expiration date of your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
byproduct material after your license expires is a violation of NRC regulations. A
license will not normally be renewed, except on a case-by-case basis, in instances
where licensed material has never been possessed or used.

In addition, please note that NRC Form 313 requires the applicant, by his/her signature, to
verify that the applicant understands that all statements contained in the application are
true and correct to the best of the applicant’s knowledge. The signatory for the
application should be the licensee or certifying official rather than a consultant.

You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could include issuance of a notice of violation, or imposition of a civil
penalty, or an order suspending, modifying or revoking your license as specified in the
General Policy and Procedures for NRC Enforcement Actions. Since serious consequences
to employees and the public can result from failure to comply with NRC requirements,



S. Lewis .3-

prompt and vigorous enforcement action will be taken when dealing with licensees who do
not achieve the necessary meticulous aitention to detail and the high standard of
compliance which NRC expects of its licensees.

Sincerely,

Original Signed By

James R. Mullauer, M.H.S.

Health Physicist

Nuclear Materials Licensing Branch

License N¢c - 13-02650-02
Docket No.. 037-13685
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. UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION )
801 WARRENVILLE ROAD
UISLE. ILLINOIS 605324351

November 19, 1996

John D. Scheu, Ph.D.

Radiation Safety Officer

St. Joseph's Medical Center, Inc.
P. 0. Box 1935

801 East LaSalle Street

South Bend, IN 46634-1935

SUBJECT: ACKNOWLEDGEMENT OF CORRESPONDENCE
(Letter Dated 10/27/96)

Dear Licensee:

In response to your request, we have completed the initial processing, which is
an administrative review of your application for a(n):

— New License _X_ Amendment _ Renewal
- - gggmination — Auth User (Amendment not required)
R er

No administrative deficiencies were identified during this initial review.
However, it should be noted that a technical review may identify omissions in the
submitted information.

It appears that your request iz routine (see 1-3 below. as applicable).

1. Nguagnd_ﬁmgqugﬂl actions are normally processed within 90 days, unless we
find major deficiencies, or policy issues requiring central program office
assistance.

2 Bgng¥§l actions are normally processed within 180 days. however. under
timely filing (before exniration). you may continue to operate under your
existing license.

3 Termination actions are normally processed within 90 days. unless
confirmatory surveys following decontamination/decommissioning activities
are involved.

A copy of your correspondence has been forwarded to our Licensing Fee and
Debt Collection Branch (301/415-6097) for approval of the fee category and
amount, 1f required.

If you have a compelling safety or business-related reason for requesting
expedited review, please contact the Materials Licensing Branch at (630)
829-9887. We will try to complete your request as soon as practicable.
Any correspondence about this request should reference the control number.

Nuclear Materials Support Branch

Mail Control No. 302048
License No. 13-02650-02



