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MATERIALS LICENSE

g Pursuant 1o the Atomic Energy Act of 1954, as amended, the Energy Reorganizaton At of 1974 (Public Law 93-438), and Title 10, Code of

Federal Regulations, Chaptes 1. Parts 30, 31 3233 34, 35, 36, 39, 40, and 70, and in reliance on staterpents and representations heretofore mage

| by the lcensee, a Beense s hereby bsued authorizing the licensee o receive, scquire, possess, and transfer by praduct, source, and specral nuclesr |

! ¥
matertsl designated below: to use such matenial for the pueposels) and at the placets) designated below 1w deliver or transter such materal to

" persons authorived 1o ceceive o0 accosdance with the regulations of the apphcable Pant(sy. This hicense snali be deemed 1o contam the conditions

| specitied i Section TE3 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules. regutanions. and orders of the |

Nuclear Reguiatory Commission now or hereafter in eftect and 1o any conditions speciiied below

32019238

In accordance with letter dated

|  September 30, 1996

. 3 License Number 21.-11850-01 is amended in
its entirety to read as follows:

Licensee

I St. Joseph Hospital

\
|
|
!
i
} s s s S i

| 2 15855 19 Mile Road | | o
Mt. Clemens, MI 48043 i* spiration Dl gune 36, 2004

| § l)(r: ket o
it | Relerence No.  030-02106

* 6. Byproduct, Source, and/or 1.€ hulm al and/or Physical 8. M.mmum Amount that Licensee
Special Nueclear Material Form May Possess at Any One Time
Under This Licenss

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 material 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
identified in 10 CFR radiopharmaceutical
35.300 identified in 10 CFR
35.300
D. Any byproduct material D. Prepackaged Kits D. As needed
identified in 10 CFR
31.11
E. Americium-241 E. Sealed source E. 2 sourci:s not to
(Amersham/Searle Model exceed 14 millicuries
No. AMC 24) each
9. Authorized Use:
A. Medical use described in 10 CFR 35.100.
B. Medical use described in 10 CFR 25.200. /
0/, :
C. Medical use described in 10 CFR 35.300. /(,"‘
D. In vitro studies. ! )
|

£, For use as anatomical markers.
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j Amendment No. 33

L. The test shall be capable of detecting the presence of 0.005 microcurie of
radioactive material on the test sample. [f the test reveals the presence of
o 0.005 microcurie or more of removable contamination, the source shall be
removed from service and decontaminated, repaired, or disposed of in accordance
with Commission reqgulations. A report shall be filed within 5 days of the date
the leak test result is known with the U.S. Nuclear Regulatory Commission,
Region 111, 801 Warrenville Road, Lisle, I1linois 60532, ATIN: Chief, Nuclear
Materials Safety Branch. The report shall specify the source involved, the
test results, and corrective iction taken. Records of leak test results shall
be kept in units of microcuries and shall be maintained for inspection by the
Commission. Records may be disposed of following Commission inspection.

(. WO WL

- D. Tests for leakage and/or contamination shall be performed by the licensee or by
o other persons specifically licensed by the Commission or an Agreement State to
- perform such services.

q 14. The licensee may transport licensed material in accordance with the provisions of 10
; CFR Part 71, "Packaging and Transportation of Radicactive Material."

15. Except as specifically provided otherwise in this license, the licensee shall
; conduct its program in accordance with the statements, representations, and
ﬁ procedures contained in the documents, including any enclosures, listed below,
except for minor changes in the medical use radiation safety procedures as provided
in 10 CFR 35.31. The 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 requlations.

A. Application dated January 4, 1994 (excluding any reference made to QMP); and

WL SO0 WL WL WL WL WL .9 . 0L P 0L 9. 9. 9. 9. 9.9 ¥ ¥ % % ¥ Y

B. Letters dated May 26, 1994 and February 23, 1995, June 13, 1995 and
September 30, 1996.
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<3 SAVERZY
./" HOSPITALS AND
OFMACCHE  MEALTH SERVICES

15855 Nineteen Mie Road » Clintor Township, Michigan 48038 e (810) 242-2300

Septenber 30, 1996

U.%. Nuclear Regulatory Commission
Region III - Materials Licensing Section
801 Warrenville Road

Lisle, Illincis 60532-4351

Re: Amendment to Materials
License 21-11850~01

Dear Sirs:

We wish to amend our Materials License 21-11850-01 to add
an area of use to our Nuclear Medicline Department. We
wouid like to use current office space for an additional
Nucleayr imaging room, as noted on the enclosed facility
diagram (A) and proposed room configuration (B).

Please contact me if you need any additional information.
We have enclosed a hospital check for $440 as payment for
the amendment fee.

Sincere}y,

e |
« , -~
Z b il o it
K ey T /2 ;hﬂkzgf/
Harold C. Papsqgr, M.D«
Radiation Saféty Officer

HCP:mlb

RECEIVED
0CT 08 1936

L N REGION III
eSO L O L o, et O 3/ 72F
A member of Marcy Heaith Sérvices ang J:rt"’i’;‘ J’:\/’L( ’? Vit ((‘V Health Network

oCT 08 W98




St. Joseph Hospital - West

21-11850-01

Amendment Application

FACILITY DIAGRAM
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St. Joseph Hospital West
Nuclear Medicine Dept.

9/13/96
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JAN 10 1997

Harold C. Papson, M.D,
Radiation Satety Officer
St. Joseph Hospital
15855 19 Mile Poad
Mt. Clemens, Mi 48043

Dear Dr. Papson:

Enclesed is Amendment No. 35 to your NRC Material License No. 21-11850-01 in
accordance with your request.

Please review the anclosed 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 Il office at (630) 829-9887 so that we can provide appropriate
corrections and answers.

Please be advised that your license expires at the end of the cay, in the month, and year
stated in the license. Unless your iicense has been terminated, you must conduct your
program invelving 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:

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, Notity NRC, in writing, within 30 days:

2. When an authorizad user or Radiation Safety Oificer permanently
discontinues performance of duties under the iicense 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).
3. 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 invuiving materiais authorized under the license.

201924



H. Papson D
4, Request and obtain a license amendment before you:
a, 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;

Change Radiation Safety Officers;

(3

d. Order byproduct material in excess ¢f the amount, or radionuchde, or form
different than authorized on the license;

€. Add or change the areas of use or audress or addresses of use identified in
the license application or on the license; or

f. Change ownership of your organization.

5. Suumit 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. Possessiun of
byproduct material after yvour license expires 1s a violation of NRC regulations. A
license will not normaily 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 staterments contained in the application are
true and correct to thz 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 wili 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,
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H. Papson

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

Sincerely,

Original Sigred By
fGidget Watson
Nuclear Materials Licensing Branch

Licanse No., 21-11850-01
Docket No. 030-02106

Enclosure: Amendment No. 35

DOCUMENT NAME: M:\03002106.CL6
To receive a copy of this document, indicate in the box: "C" = Copy without attachment/enclosure
"E" = Copy with attachment/enclosure "N" = No copy
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UNITED STAYES
NUCLEAR REGULATORY COMMISSION
REGION
801 WAKRENVILLE ROAD
LISLE, ILUINOIS 80532-43561

October 9, 1996

Haroid C. Papsun, M.D.
Raciation Safety Ufficer
St. Joseph Hospital
15855 19 Mile Road
Mourt Liemens, MI 48043

SUBJECT:  ACKNOWLEDGEHLHT 2F CIRRESPONDENCE
(letter Dated 09/30/96)

Dear Licensee:

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

. New License X_ Amendment — Renewa!
___ Terminat ion —.. Auth User (Amendment not required)
— . Other

No aaministrative deficiencies were identified during this initia)l review.
However, i1t should be noted that a technical review may 1dentify omissions in the
submitted information.

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

1. %gu;ﬂngmgngmgnl actions are normally processed within 90 days, unless we
ind major deficiencies. or policy 1ssues requiring central program office
assistance.

3 Renewal actions are normally precessed within 180 days. however, undger
timely fiiing (before expiration), you may continue to operate under your
existing license,

3. Termination acticns are normally processed within 90 days. unless
conf?rma%oré 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. 301928
License No. 21-11850-01



