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i MATERIALS LICENSE
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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 1, Parts 30, 31, 32, 33, 34, 35, 39, 40 and 70. and in reliance on statements and representations heretofore
made by the licensee, a license is hereby issued authorizing the hicensee 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 recerve it in accordance with *he 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 applicable rules, regulations and orders of the Nuclear
Regulatory Commission now or hereafter in effect and to any conditions specified below

icense [ - S T S
b . In accordance with Tetter dated
- May 1, 1997
1. St. Luke’s Midland Regional | 3. License number  40-18000-01 is amended in
. Medical Center - its entirety to read as follows:
2. 305 South State Street % ““““ e —
Aberdeen, South Dakota 57402 4 Expiration date  February 28, 2005
r—‘—ﬂaokkel or e T
= _ TR . Tl Reference No -OEPB?Z,SMV‘ s BURCLE ol B
| 6. Byproduct, source, and/or 7. Chemical and/or ph sical 8. Maximum amount that licensee
. special nuclear material form may possess at any one time ®
- under this license
! A. Any byproduct material A. Any radiopharmaceutical A. As needed
identified in identified in 3
10 CFR 35.100 10 CFR 35.100 |
‘ B. Any byproduct material B. Any radiopharmaceutical B. As needed ¥
; identified in identified in L
| 10 CFR 35.200 10 CFR 35.200 3
f{ C. Any byproduct material C. Any radiopharmaceutical C. 400 millicuries 1§
: identified in identified in -
10 CFR 35.300 10 CFR 35.300 @
7, D. Any byproduct material D. Any brachytherapy D. As needed if
| identified in source identified in I
5 10 CFR 35.400 10 CFR 35.400 B
’ E. Any byproduct material E. Prepackaged Kits E. As needed )

] i
identified in B
10 CFR 31.11 *

9. Authorized use ET

{ SR AN OBEX N

A. Medical use described in 10 CFR 35.100. B

B. Medical use described in 10 CFR 35.200. ¥l

C. Medical use described in 10 CFR 35.300.

D. Medical use descrihed in 10 CFR 35.400 and, for Cesium-137, calibration of i;
licensee’'s survey meters and personnel dos1meters ,

E '

In vitro studies.
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; ~ Amendment No. 18
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A.
B.
K

CONDITIONS

10. Location of use: 305 S. State Street, Aberdeen, South Dakota.
11. Radiation Safety Officer: .James William McGee, M.D.

12. Authorized Users:

Roy G. Burt, M.D., for material identified in 10 CFR 31.11.
Enrique F. Mendoza, M.D., for material identified in 10 CFR 35.300 and 35.400.

Raymundo Tan, M.D., for material identified in 10 CFR 35.100, 35.200, 35.300,
35.400, and 31.11.

S. Guru Prasad, Ph.D., sealed sources for instrument calibration.
William R. Austin, M.D., for material identified in 10 CFR 35.100 and 35.200.
Lawrence "Larry" Alexander, M.D., for material identified in 10 CFR 31.11.

James William McGee, M.D., for material identified in 10 CFR 35.100, 35.200,
35.300, and 35.400.

Douglas Kimmel, M.D., for material identified in 10 CFR 35.100 and 35.200.
Pawel P. Gruca, D.0., for material identified in 10 CFR 35.100 and 35.200.
Caroline J. Lundell, M.D., for material identified in 10 CFR 35.100 and 35.200.

stephen R. Peters, M.D., for material identified in 10 CFR 35.100, 35.200,
35.300 and 31.11.

13. In addition to the possession 1imits in Item 8, the licensee shall further restrict

T

T

the possession of licensed material to quantities below the minimum 1imit specified
in 10 CFR 30.35(d) for establishing decommissioning financial assurance.
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Amendment No. 18

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,
except for minor changes in the medical use radiation safety procedures as provided
in 10 CFR 35.31. 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.

Application dated October 29, 1993
Letter dated November 29, 1993
Letter dated tebruary 9, 1995
Letter dated March 31, 1995

Letter dated July 10, 1995

Letter dated July 25, 1995

Letter dated August 28, 1995

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

NN ((x
‘“{erlgTs Licensing Branch

f]]ﬂgton Texas 76011

LIWLAWLIOL Y. 9L 19119 9L 1. 1 ] \JE B WL LY. ¥ ¥ 8 %)

5w

AWLIWLIWL L.

LWL S

LWL WL WL 9L WL 9L 0L 9L

2 SWLS

¥\ J5

2 SPL

y
o
~
—{
™
=

i~

|
-

=
-
=4
~
A

SOLIGL L0 L 9. 9L 9L WL WL LWL

LY JE Y N

LWL WL L WL

. WL 9.

|
LA,

{ paper
led pape




UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION IV

611 RYAN PLAZA DRIVE, SUITE 400
ARLINGTON, TEXAS 760118064

May 19, 1997

St. Luke’s Midland Regional
Medical Center
ATTN: Dale J. Stein
President & CEQ
305 South State Street
Aberdeen, SD 57402

SUBJECT: LICENSE AMENDMENT

Please find enclosed License No. 40-18000-01. You should review this license carefully
and be sure that you understand all conditions. Please note that as part of this
amendment, in accordance with 10 CFR 30.36, effective February 15, 1996, the
expiration date of your license has been extended by a period of five years. Your new
expiration date is stated in Item 4 of the license.!f you have any questions, you may
contact the reviewer who signed your license at 817-860-8132,

NRC expects licensees to conduct their programs with meticulous attention to detail and a
high standard of compliance. Because of the serious consequences to employees and the
public which can result from failure to comply with NRC requirements, you must conduct
your program involving radioactive 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:

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

2. Possess radioactive material snly in the quantity and form indicated in your license.
3. Use radioactive material only for the purpose(s) indicated in your license.
' Notify NRC in writing of any change in mailing address (no fee required if the

location of radicactive material remains the same).



St. Luke’s Midland Regional Medical Center -2-

5. Request and obtain writter, NRC consent before transferring your license or any
right thereunder, either volum arily or involuntarily, directly or indirectly, through
transfer of control of your license to any person or entity. A transfer of control of
your license includes not only a total change of ownership, tut also a change in the
controlling interest in your company whether it is a corporation, partnership, or
other entity. In addition, appropriate license amendments must be requested and
obtained for any other planned changes in your facility or program that are contrary
to your license or contrary to representations made in your license application, as
well as supplemental correspondence thereto, which are incorporated into your
license. A license fee may be charged for the amendments if you are not in & r=c-
exempt category.

6. Maintain in a single document decommissioning records that have been certified for
completeness and accuracy listing all the following items applicable to the license:

. Onsite areas designated or formerly designated as restricted areas as defined
in 10 CFR 20.3(a)(14) or 20.1003.

® Onsite areas, other than restricted areas, where radioactive materials in
quantities greater than amounts listed in Appendix C to 10 CFR
20.1001-20.2401 have been used, possessed, or stored.

. Onsite areas, other than restricted areas, where spills or other unusual
occurrences involving the spread of contamination in and around the facility,
equipment, or site have occur ed that required reporting pursuant to 10 CFR
30.50(b}(1) or (b){4), including areas where subsequent cleanup procedures
have removed the contamination.

. Specific locations and radionuclide contents of previous and current burial
areas within the site, excluding radioactive material with half-lives of 10 days
or less, depleted uranium used only for shielding or as penetrators in unused
rnunitions, or sealed sources authorized for use at temporary job sites.

. Location and description of all contaminated equipment involved in licensed
operations that is to remain onsite after license termination.



€t. .uke's Midiand Regional Medical Center -3-

i Submit a complete renewal application with proper fee, or termination request at
least 30 days before the expiration date on your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
radioactive material after your license expires is a violation of NRC regulations.

8. Request termination of your license if you plan to permanently discontinue activities
involving radioactive material.

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; imposition of a civil
penalty; or an order suspending, modifying, or revoking your license as specified in the
"General Statement of Policy and Procedure for NRC Enforcement Actions” (Enforcement
Policy), 60 FR 34381, June 30, 1995.

Thank you for your cooperation.

Sincerely,

cqueiine D. Cook
Health Physicist
Nuclear Materials Licensing Branch

Dockat: 030-13778
License: 40-18000-01
Control: 466395

Enclosures: As stated
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DOCUMENT NAME: P:\MLCOVER\LETTER\STLUKES.MLC
To copy of document, 0 in box: “C" = Copy without enciosures "E" = Copy with enclosures "N" = No copy
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May 192, 1997

Ms. Jacgqueline D. Cook

Health Physicist

Nuclear Regulatory Commission
611 Ryan Plaza Drive, Suite 400
Arlington, Texas 76011-8064

License No. 40-18000-01
Docket No. 030-13778
Control No. 46639%5

Dear Ms. Cook,

Regarding our regquest to amend Dr. Stephen Peter’s authorized use under 10 CFR
Part 35.300, the specific amount of material to be used will be 400 mCi ox
less. Routinely, our therapy doses of iodine are 30 mCi or less. However, we
infrequently may require higher doses for whole body therapy. The above
amount requested would include any waste material also.

If any further information is required, please don’‘t hesitate to call me.
Thank you, and it was nice to talk with you this morning.

Sincerely,

&x‘;ff7ﬁ\7\4v)TZ>£Jlﬂ’
Leé Ann Tople, R.T. (R)
Director of Radiology/Nuclear Medicine

U
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May 16, 1997

Me. Jacqgueline D. Cook

Health Physicist

Nuclear Regqulatory Commission
611 Ryan Plaza Drive, Suite 400
Arlington, Texaes 76011-B064

License No, 40-18000-01
Docket No. 030-13778
Control No. 466398

Dear Mg, Cook,

We would like to withdraw our request to add use of material identified in 10
CFR 35.400 to Dr. Peter’s listing. We found that the request was in error
when requesting similar priviledges as to his previous use with the Devartment
of the Navy. We have verified that this is the correct usage requested by Dr.
Peters according to his training and experience.

Thank you for your fax message bringing this to our attention We will expect
written documentation of our amendment requests with this change .

Sincerely,

Fpalrm o Depla

Lee Ann Tople, R.T. (R)
Director of Radiology/Nuclear Medicine

4o 215



UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION IV

611 RYAN PLAZA DRIVE, SUITE 400
ARLINGTON, TEXAS 760118064

FACSIMILE FORM

DATE/TIME: 5/16/97 1:30pm PRIORITY: X Immediately
1 hour
2-4 hours
MESSAGE TO: LeeAnn Tople License No. 40-18000-01

St. Luke’'s Midland Regional Med. Center Docket No. 030-13778
Control No. 466395

MESSAGE FROM: Jacqueline D. Cook
Health Physicist
Nuclear Materials Licensing Branch
U.S. NRC, Region IV

NUMBER OF PAGES: 1 PLUS TRANSMITTAL SHEET
TELECOPY NUMBER: (605) 622-5217 VERIFICATION NUMBER:
CONTACT:

SPECIAL INSTRUCTION/ ATTACHMENTS:
Ms. Tople,

Per your amendment request dated May 1, 1997, the item on the next page is a deficiency
which requires your response. Please respond to this fax within 15 davs. Our fax number
is (817) 860-8263. If you have any questions regarding our discussion and this fax,
please call me at (817) 860-8132. When responding to this fax, please include your
license, docket and control numbers located at the top of this page. Thank you.

/ 0 =
wld AY - COR
Jacqueline D. Cook
Health Physicist

TRANSMITTED & VERIFIED BY: DISPOSITION
Return to Originator X
Jacqueline D. Cook Place in Mail



St. Luke’s Midland Regional Medical -2-
Center

Please respond to the following item as it pertains to your letter dated May 1, 1997:

P Dr. Stephen R. Peters is authorized to use material identified in 10 CFR 35.100,
35.200, 35.300, and 31.11. Additional information is needed to support Dr.
Peters’'s request to use material identified in 10 CFR 35.400. To authorize Dr.
peters for 10 CFR 35.400 materials will require the submittal of one of the
following:

. A preceptor statement containing the information requested in §35.940(b);

Confirmation that Dr. Peters is board certified in one of the areas identified in
§35.940; or

A copy of an NRC or Agreement State byproduct material license on which
Dr. Peters is specifically listed as an authorized user for §35.400 materials or
equivalent.

8 Please note that 10 CFR 35.75 is the regulation concerning "Release of Patients or
Human Research Subjects Containing Radiopharmaceuticals or Permanent
Implants.”
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9 StLuke’s Midland

2y Regonal Medical Center 7 ' 305 South State Street PO Box 4450
Aberdeen, SD 57402-4450
605-622-5000
May 1, 1997 A member of the Presentation Health System

Sponsored by the Presentation Sisters

Nuclear Regulatory Commission

Materials Licensing Section, Region IV

611 Ryan Plaza Drive :

Arlington, TX 76011 - 6 1997

RE: Request for Amendment to License 40-18000-01 : L —

Dear Sir or Madam:

St. Luke's Midland Regional Medical Center wishes to amend its byproduct
materials license to reflect the following changes:

1. Stephen R. Peters is currently an authorized user for
materials identified in 10 CFR 35.100 and 35.200 on
our byproduct license. We wish to add use in 10 CFR
35,300, 35.400, 35.75 and 31.11 to his listing.

2. Remove Jay |. Lipoff, M.D. from our authorized users list.

3. Remove Rufus Rodriguez, M.D. from our authorized users list.

4. Remove Location B from the list of locations of use on page 2
of our materials license. That information is not accurate when
described as a location of use. 1400 15th Avenue N.W., Aberdeen,

S.D. is an ancillary campus of our hospital. There is no use of
radioactive materials at that location.

We have enclosed information in support of the request regarding Dr. Peters.

If additional information is required to support these changes please direct
inquires tc LeeAnn Tople at the above address.

Also enclosed please find a check in the amount of $500 for this amendment.

Sincerely,

Aol i
Dale J. Stein
President & CEO

466_395



DEPARTMENT’OFTDWINAVY

OQIFICE OF THE CHIEF OF NHAVAIL OPEHRATIONS

WASHINGTON De 203%0 2000
TV LE L HLFER O
5104
Ger NASSC/HU59B44)
14 Nov 1995

on Safety Committee

From: Chairman, Navy Radiati
val Hospital, PSC 482, FPO AP

To: commanding Officer, Na
96362-1600

Subj: NAVY RADTOACTIVE MATERIAL PERMIT (NRMP) RENEWAL

Ref: (a) Your NRMP application of 28 Aug 95

| ARTEN I (1) NRMP Number 63-68470-11NF

1. As reguested by reference (a), your NRMP has been amended.
Hote the following changes from your previous permit:

LCDR 8. R. Peters, MC, USNR replaces LT C. J. Dbay, MC,
UsNP® as Radiation Safety ofricer (RSO). You are reminded that a
replacement RS0 must he approved by the Navy Radiation Safety
commitiee (NRSC) prior to the detachment of an incumbent RSO.

a.

. Authorization to perform outpatient radioiodine therapy
in accordance with 10 CFR 35.300 and 35.75 has been added.

¢. permit condition 12 includes the new authorized user
approval and notification procedures previously transmitted to

you.

2. Your request to modify radioactive waste disposal procedures
has been forwarded to the NRSC for consideration.

is forwaded as your new authorization to use
All previous correspondence pertaining to
position is authorized

3. Enclosure (1)
radioactive material.
your NRMP shall be kept on file until dis

by the HNRSC.
a///i, /4(;/'
W %

~“By direction

Copy to:

BUMED (MED=211)

NRC Region 11 Atlanta GA
NAVENVIRHLTHCEN Norfolk VA
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NAVY RADIOACTIVE MATERIALS PERMIT

Pursuant to the authority stated in OPNAVINST 6470.3, Navy Radiation Safety Commitice, and in
seliomce on statements made by the applicant, permission is hereby granted for the acquisition, receipl,
possession, use, storage and disposal of radioactive materials listed below subject to the conditions

hated in this permit.

1 - COMMAND 2 - PERMIT NO. i oo
U. §. daval Hospital (Okinawa) 63-68470-11NP :
PSC 482 e
FPO AP 96362-1600 3 -~ AMENDMENT NO. o
6% |\
02 o -
4 - DOCKET NO. .-\ ]

5 - EXPIRATION DATE

31 May 1997

6 - RADIOACTIVE 7 = CHEMICAL/ 0 - MAXIMUM
MATERIAL PHYBICAL FORM QUANTITY
AUTHORIZED

a. Byproduct material for in vitro use as specified in 10 CFR
31.11 in amounts as needed.

b. Byproduct or accelerator produced material in a radio-
phe rmaceutical for diagnostic use involving measurements of uptake,
dilution or excretion as specified in 10 CFR 35.100 in amounts as

needed.

c. Byproduct or accelerator produced material, excluding gases,
in a radiopharmaceutical for diagnostic use invelving imaging and
localization as specified in 10 CFR 15,200 in amounts as needed.

d. lodine-131 in capsule form for use in outpatient hyperthyroid
therapy as specified in 10 CFR 35.300 and 10 CFR 35.75 in amounts as
(A

needed.
PERMI'T CONDITIONS:

9. The Command’s Radioactive Material Permit is amended and reprinted

its entirety. Additions and revisions to the permit conditions as a
sult of this amendment are denoted by (A and (R respectively. Your
rmit application dated 20 April 1992, letters dated 19 May 1992 and 31

August 1992, and amendment requests dated 5 July 1994 and 28 Auguct 1995,

ong with submitted information and procedures, are considered an integral
rt of this Radioactive Material Permit and shall be maintained on file

th the permit. (R

OPNAV GA701 supplenwnt (4 DG)



 OPHAVINGT 6470 3 Page 2_of _4_pages

SUPPLEMENTARY SHEET

United States Navy Radiation Safety Committee

RADIOACTIVE MATERIALS PERMIT

PERMI'T NO.
63-68470~11NP

AMENDMENT HO.
02

10. Radioactive matevial authorized by this Permit shall be used only at
the Naval Hospital, Okinawa, Japan.

11. The Radiation Safety Officer for the use of radicactive material
authorized by this Permit is LCDR S. R. Peters, MC, USNR. (R

12. Radioactive material shall be used by, or under the supervision of,
individuals designated by the Command’s Radiation Safety Committee.

a. 'The use of radicactive materials in our on humans shall be by a
physician as defined in 10 CFR 35.2.

b. The Command’s Radiation Safety Committee may approve authorized
users of radioactive material after verifying that the individual is board
certified by organizations specified in Subpart J of 10 CFR 35 or was
previously identified as an authorized user on another NRMP or license
issued by the NRC or an Agreement State. The command’s Radiation Safely
committee records shall clearly document the basis for granting the
approval and specifically state the types of use of radiocactive material
authorized. These records shall be maintained for later review by the Navy
Radiation Safety Committee. Actions of the command’s Radiation Safetly
Committee in approving authorized users must be distinct from any
certification actions of the Command’s credentialing committee. (R

. NAVENVIPHLTHCEN shall be notified within 30 days of the approval
or removal of an authorizued user. Hotification should include copies of
board certification or previous NRMP/license for newly approved authorized

users. (A

d. A NRMP amendhent is required if a proposed authorized user is not
board certified and has not been previously listed on an NRMP or license
igsued by the NRC or an Agreement State. (A

13. The Command may use isotopes of 10 CFR 31.11 subject only to the
requirements of 31.11 if:

a. inventory limits of 31.11 are observed, and
b. in vitro isotope usage is physically ard administratively separate

from medical isotope use involving internal or external administration to
humans or aniwmals.

GPNAV GATON supploment (4 0G)
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SUPPLEMENTARY SHEET

United States Navy Radiation Safety Committee

OPNAVINGT 64/0 % Page 3 _of _4_pages

RADIOACTIVE MATERIALS PERMIT

PERM1:« HO.
63-68470~-11NP

AMENDMENT NO.
02

14. Each gas chromatograph detector cell containing nickel-63 shall be
tested for leakage and/or contamination at intervals not to exceed six
months, in accordance with the requirements of 10 CFR 35.59.

15. Gas chromatograph detector cells containing radioactive material shall
not be opened or the foil sources removed from the detector cell by the

Command .

16. ‘The notifications specified in subparagraphs (a) and (b) will be made
in lieu of Nuclear Regulatory commission reporting requirements of 10 CFR.

a. Immediate voice/message notification by OPREP-3 NAVY BLUE report
per OPNAVINST 3100.6 series with the Bureau of Medicine and Surgery (MED-
21) and HNavy Environmental Health Center (MAVENVIRHLTHCEN) as information

addressees for the following:

(1) Excessive radiation levels or contamination on packages
(10 CFR 20.1906).

(2) Theft or loss of radioactive material (10 CFR 20.2201}.

(3) Radiation incidents as defined by 10 CFR 20.2202 and
10 CFR 30.50.

(4) pefect or failure to comply (10 CFR 21).
(5) Misadministrations (10 CFR 35.33).
(6) Reports of leaking sources (10 CFR 35.59) .

b. Written notification to chief of Naval Operations (N45) within 15
days with an information copy to Navy Environmental Health Center. An
advance copy and/or telephone report to N45 should also Le made to ensurec
notification with 15 days for the following:

(1) Overexposure and excessive levels and concentrations (10 CFR
20.2203) .

OI‘N.AV 6470/ l. supplement (4 86)
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SUPPLEMENTARY SHEET

United States Navy Radiation Safety Commitiee

RADIOACTIVE MATERIALS PERMIT | _gudl

X
2 e W t

i

1 " 0l ,.,i
PERMIT NO. ==

63-68470-11NP

AMENDMENT NO.
02

17. The Command may waie minor changes in radiation .afety procedures as
described in 10 CFR 35.31 after conducting an internal review and obtaining
approval of the Command’s Radiation Safety Committee, as long as compliance
with NRC regulations is maintained. No formal amendment request is
required but an information copy of any such approval should be forwarded
to NAVENVIRHLTHCEN. An amendment request to this Permit is required for a
change in Radiatlon Safety officer, additional types of use of radioactive
material, or new locatlon of use of radioactive material.

18. Except as specifically provided otherwise by this Permit, the command
shall possess and use radioactive material described in this fermit in
accordance with:

a. Statements, representations, and procedures contained in the
command’s permit renewal application dated 20 April 1992, letters dated 19
May 1992 and 31 August 1992, and amendment requests dated 5 July 1994 and
2% August 1995. (R

b. Code of Federal Regulations, BUMEDINST 6470.20, OPNAVINST 6470.2
and NAVMED F-5055.

c. The command shall maintain records for review by the Navy

Radiation Safety Committee sufficient to document operational compliance
with the abuve reguirements and other conditions of this Permit.
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captain, MSC, U.5. Navy
Executive Secretary
Navy Radiation Safety Committee
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