St MARY'S

MEDICAL CENTER

Carondelet Health ¢ a member of Ascension Health

November 24, 2008

Materials Licensing Section

U.S. Nuclear Regulatory Commission, Region II1
2433 Warrensville Road, Suite 210

Lisle, IL 60532-4352

Dear NRC Representative:

St. Mary’s Medical Center of Blue Springs, NRC License # 24-20274-01,
would like to add Dr. James R. Bergh M.D. to our license as an authorized
user. Please list him for 10 CFR 35.100, 35.200, 35.300, and 31.11. Heis
currently on Overland Park Regional Medical Centers, State of Kansas license
number 19-C388-01. Enclosed you will find a copy of that license.

We also would like to appoint Dr. Bergh as assistant Radiation Safety Officer.

We also wish to notify you of a change in facility name from “St Mary's of
Blue Springs” to “St. Mary's Medical Center”. This does not represent any
change in ownership, operation or location of the facility and represents no
change in the policies and procedures relevant to this license.

Please contact Gordon Hessie by phone at 816-943-2526 if you have any
questions.

Sincerely,

14

A st \ebliuw ezt
Rol;in Schluter
Chief Executive Officer

St. Mary’s Medical Center

RECEIVED DEC 2 3 2008

201 NW R.D. Mize Road
Blue Springs, Missouri 64014
816-228-5900
www.carondelethealth.org
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State of Kansas Fage ol

Radioactive Materials License

Pursuant (o the Nuclear Development and Radistion Contro) Act (L. 1963, Ch. 290) and Kansss Annatated Regulalions numbers 28-35-
133 ci. pcq., and in rxliance on staiements and represeatations made to this sgency by the licenuer designated below, @ license is hareby
imsued authorizlag the licemses to transfer, receive, passess, sad use the radioactive material or aterials listed helaw; and to ose pueh
matcrinis nt the placs or placen fisted below; and o nsc the material for the purpese oy purposes listed below. This license Ls subject ta
all applicabic rules, regalations, aud ordcrs naw in effect or placed in effect by the Departmeat of Health nad Eavirunment and any

ceadition? specificd below.
Amendment No. 39 s
Licensee 3. License Number
1. Name MIDWEST DIVISION - OPRMC, LLC 19-C388-01}
d.b.a. OVERLAND PARK REG MED CTR | 4. Explration Date
OVE < DL U2 5. Reference Number
| j
6. ' Radioactive Material 7. | Chemical and/or Physical Form| 8. | Maximum Quantity Licensee
(Elcmment and Mass Number) May Possess at One Time
L i

A. Any radioactive material A, Any radiopharmaceutical A. Asnecessary for uses
approved in Groups I and 1], listed in Groups 1 and 1J, authorized in Subitem 9.A.
K.A.R 28-35-135g. K.A.R 28-35-135g.

B. Any radloactive material B. Any form listed in Group lII, B. 200 millicuries of each
approved in Group 11, K.A.R K.A R 28-35-135g. radioactive material authorized
28-35-135g. in Subitem 6 .B.

C. Any radioactive material C. Any radiopharmaceutical C. 50 millicuries of each
approved in Group IV, K.A R. listed in Group IV, K.A R, 28- radioactive material authorized
28-35-135g. _ 35-135g¢ . in Subijtem 6.C,

D. Any radioactive material D. Any radiopharmaceutical D. 200 millicuries of each
approved in Group V, K.A.R. listed in Group V, K.A.R, 28- . radloactive material authorized
28-35-135g. 35-135¢. in Subitem 6.D.

E. Cobalt-57 E. Any sealed source authorized E. 50 millicuriex of each

by 10 CFR 35.65 or " radionuclide, no single

equivalent agrcement state source to exceed 30

regulation, millicurics.
CONDITIONS

9. Authorized use.
A. Any diagnostic procedure listed in Groups I and II, K.A.R. 28-35-135g.
B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in Group Ili,

K.A.R. 28-35-135¢.
C. Any therapeutic procedure listed in Group IV, K.A.R. 28-35-135g.
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State of Kansas

Radioactive Materials License

License Number: 19-C388-01 Amendment No. 39

D. Any therapeutic procedure listed in Group V, K.A.R, 28-35-135g.
E. To be used for calibration, transmission, reference aud quality control.

vyulil. £2. Luvo I+ 197 (2B RVIRVIVE ]
Supplementary Sheet
10:
OVERLAND PARK, KS 66215
11,
John E, Cull!van RT.
12.
uses deseribed as follows:
James R. Bergh MD),
_..Stephen BloomMD.
Douglas W. Highes M.D,
Charles Medbery M.D.
Ujjaval Patel M.D.
Alan Schneider MD.
Leo J. Spinler MD.
13.
K.AR, 28-35-216a.
14,
the inventory.
lsl
16.
17.

MIDWEST DIVISION OPRMC, LLC, 10500 QUIVIRARD

AHON(s):

“M*’

The following shall be responsible for the hcgnsec s.yadiation’ protcctwn Pr OET am

%" Radiation Safety Oﬁiocr ;

Radioactive material listed in Ytem 6 above is authorized for use by individuals for the materials and

Radioactive materials shall be used by or under the supcrv:suon of an mdmdual hsted bclow

‘Subitem(s) A, B, C, D, E ' ol

Subitem(s) A, B - LA
Subitcm(s) A, B, C, D, E™

Subitem(s) A, B, C, D, E =
Subitem(s}A, B : :»_,f:- e
Subitem(s) A, B- ,\, e

Subitem(sh.A, B, C, D E-

The licensee shall perform testing for leakngc or contarnmauon of sealed sources in accordance with

..__4 . e 5\\ 8
S . s

The licensee shall conduct a physical lnvcmtory cverj: threga (3) months to account for all sealed
sources received and possessed under.the hcensc * The rccords of the inventories shall be -

maintaiued for two years.from the-ddte of thé‘inventory’

for inspection by the Radiation Control

Program, Bureau of Air and Radiation, Kansas Department of Health and Environment, and shall
include the quantities and kinds of mdioachv:;‘matenal location of sealed sources and the date of

The use of radioactive matcnal inoron humans shall be by a physician.
Sealed sources containing tadioactwe material shelf not be opened.
A. Radiopharmaceuticals 'dfspcnsed and/or distributed for human use shall be cither:

(1) Rlepacknged from prepared radiopharmaceuticals that are the subject of an FDA-approved
"New Drug Application” (NDA) or for which FDA has accepted a "Notice of Claimed
Investigational Exemption for a New Drug" (IND), ot

(2) Prepared from generators and reagent kits that are the subjeot of an FDA-approved NDA or

for which FDA hag accepted an IND.
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State of Kansas
Radioactive Materials License

Supplementary Sheet Licensc Number: 19-C388-01 Amendment No. 39

R o

B Prepared radlopharmuceutwals for which FDA has accepted an IND and radlopharmaccutxcals
prepared from generalors or reagent kits for which FDA has accepted an IND shall be dispensed

and/or distributed:
(1) Inaccordance with the directions provided by the sponsor of the IND, and

(2) Only to physicians wha have been accepted by the sponsor of the IND to pamcxpate in
clinical evaluation of the drug.

The licensee shall inform, in writing, each physician who participates in an IND evaluation, that the
physician is responsible to the sponsor of the IND for use of the drug in accordance with protocols
established by the sponsor and for reporting to the sponsor the clinical information obtained through
use of the drug. '

Patients containing therapeutic quantities of radiopharmaceuticals shall remain hospitalized until the
total effective dosc equivalent to any other individual from exposure to the released individual is not
likely to exceed $ millisieverts (0.5 rem).

Paticnts containing temporary interstitial or brachytherapy implants shall remain hospitalized until
surveys made with an appropriate radiation detection instrument indicate all implants have been
removed, The results of these surveys shall be recorded and maintained for inspection by the
Radiation Control Program, Bureau of Air and Radiation, Kansas Department of Health and

Environment,

The licensee is authorized to hold radioactive material with a physical half-life of less than 65

days for decny-in-storage before disposal in oidinary trash provided:
A. Radioactive waste to be disposed in this manner shall be beld for 4 minimum of 10 half-

lives.

B. Béfore disposal as normal waste, radioactive waste shall be surveyed to detecrmine that its
radioactivity cannot be distiagulshed from background and all radiation labels shall be
removed or obliterated.

The licensee may transport radioactive material or deliver radioactive material to a carrier for
transport, in accordance with the provisions of K.A R. 28-35-196a, "Preparation of Radioactive

Material for Transport".

The licensee shall comply with the provisions of Kansas Radiation Protection Rcgulations, Part 4,
“Standards for Protection Against Radiation" and Part 10, "Notices, Instructions and Reports 10

Waorkers; Inspections.”
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State of Kansas
Radioactive Materials License

Supplementary Sheet License Number; 19-C388-01 Amendment No. 39

23.  The licensce shall possess and use radioactive material desctibed in It€/ns 6, 7" and 8 of this license
according to the most restrictive of; the Kansas Radiation Protection Regulations, this license or
statements, representations, and procedures contained in the following documents.

The letter dated October 22, 2004, signed by Kevin 1. Hicks, with attachment(s).

a.

b. The letter dated February 3, 2005, signed by John E, Cullivaa, with a¢tachment(s).
c. The letter dated March 1, 2005, signed by John E. Cullivan, with attachment(s).

d.  Theletter dated Junc 21, 2005, signed by John E. Cullivan, with attachment(s)

e. The letter dated July 3, 2006, signed by John E., Cullivan. :

f, The letter dated December 20, 2006, signed by John E. Cullivan, with attachment(s),

g. The letter dated February 26, 2008, signed by John E. Cullivan, with attachment(s).

FOR THE STATE DEPARTMENT OF HEALTH AND ENVIRONMENT

Date March 18, 2008 . 2P
Thomas A, Conlcy, CHP
Radiatien Control Program
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Materials Licensing Section .
U.S. Nuclear Regulatory Commission Region
il

2433 Warrensville Rd Suite 210

Lisle, IL 60532-4352
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