L. ™ Lee’s Summit ViEDICAL CENTER

HCA Midwest HEALTH SYSTEM®

December 29, 2009

U.S. Nuclear Regulatory
Material Licensing Branch
2343 Warrenville Road
Suite 210

Lisle, IL 60532-4652

RE:
Amendment Request
License # 24-24660-01

Dear Sirs,
We wish to add the following physician to our license.

1.) Craig B. McClure M.D. for CFR 35.100, 35.200, 35.300. Enclosed is a copy of
his American Board of Radiology and a Kansas Radioactive material License
# 19-B296-01.

2.) Robert A. Wood Jr. M.D. for CFR 35.100, 35.200, 35.300. Enclosed is a copy of
his American Board of Radiology and a Kansas Radioactive material License
#19-B 296-01.

If you have any questions concerning this, please do not hesitate to contact the Nuclear
Medicine department 816-282-5624.

Sincerely,

“Tany) Dhellrain

Tracy Thellman
Director of Imaging Services

RECEIVED JAN 0 8 2010

2100 SE BLUE PARKWAY, LEE'S SUMMIT, MD 64063 » WWW.LEESSUMMITMEDICALCENTER.COM
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anmmm the Naclear Development and Radéation Contrel Aet (1 1963, Ch. 290) and Kamsas Aupotated Rezulations numpbery 28-35-
133 cL seq-, and in reliance oo statesuents and represeatations made to thit agmmey by tie Ecenses designaced bolow, 2 Hcense is kereby

is.vudnlboriziugmelimmm,mu'n,mudumendhuﬂummi:lorml«i:h!imdbolow:ndm use sach
omaterials at the placc or placas listed below; 2ad to use the m3terial S the parpose or pur poscs listed bedow, This Meense is subjoet to

all applicable rales, regnlstinng, a0d orders now in effect or pls

¢ed in! elfecl by the Department of Health and Finvironment and any

condidons specificd belyw, 4
—— e § Amendment No. 39

: Licensee f 3. Liccosc Number

i1.Name OLATHE MEDICAL CENTER 19-B296-01

: 4 Expiration Datc -

2 Address 20333 W 151ST ST ; October 31, 2013

OLATHE, KS 66061

5. Reference Number

Maximum Quantity Licensee
May Possess at One Time

L.

——

: 6. ¢ Redicactive Material 7. | Chemieal and/or Physical Form) 8.
| (Elementand Mass Number) | | j
A. Any radioactive material A. Radiopharmaceutical: Any A.
permitted by 10 CFR 35.100 radiopharmaccutical permitted
as adopted by refcrence in by 10 CFR 35.100 as adopted
K.AR.28-35-264 by reference in K.A.R. 28-35-
264 ‘
B. Any radioactive material B. Radinopharmaceutical: Any B.
permitted by 10 CFR 35.200 radiopharmaceutical permitied
as adopted by reference in by 10 CFR 35.200 as adopied
K.AR.28-35-264 by reference in K.AR. 28-33-
264 X
C. Any radioactive material C. Radiopharmageutical; Amy C.
permitted by 10 CFR 35.300 radippharmaceutical permitted
as adopted by reference in by 10 CFR 35.300 as adopted
K.AR 2835264 . by reference mK.AR. 28-35-
264
D. Any radiosctive matcrial D. Sealed source(s): Any D.
permitted by 10 CFR 35.400 brachytherapy source
as adopted by reference in permitted by '10 CFR. 35.400
K.A.R.28-35-264 as adopted by, reference in
K.AR 28-35-264
E. Any radioactive material E. Sealed source(s): Any sealed E.
source authorized by {0 CFR
35.65 or equivalent agreement
stete regulatior.
Received Time Oct. 30, 8:50AM

As necessary for uses
authorized in subitem 9(A).

As necegsary for uses
authorized in subitem 9(B).

As necessary far uses
authorized in subitcm 9(C).
350 millicuries of each
radioactive material authorized
in Subitem 6.C.

As necessary for vscs
authorized in subitem 9(D).
1000 millicuries of each
radioactive material awthorizad
in Subitem 6.D.

No single source to exceed 30
millicurie(s), Limited to 50
millicuries of each
radioauclide.
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F. Samarfum-153 F. Sealed source(s): Samarium  F. 19 source(s). No single source
chioride (DuPont NES-8153) to excoed 250 millicuric(s).

G. Fluorine-18 Q. Radiopharmaceutical: G. 2 Cutic(s) total.
Fluorodeoxyglucose (FDG)

H. Stronttum-90 H. Sealed source(s) (Bebig H. 800 millicuric(s) total. No
Sr0.S03; AEA Technology single source o excecd S
SICW series) millicurie(s).

CONDITIONS
9. Authorized uge.

A.  Any uptake, dilution and excretion study pemntted by 10 CFR 35.100 as adopted by refcrence
in K AR 28-35-264,

B. Any imaging and localization smudy permxtt*d by 10 CFR 35.200 as adopted by reference in
K.AR.28-35-264.

C. Any disgnostic study or therapy procodurc permitied by 10 CFR 35.300 as adopted by
referenoe in KLALR. 28-35-264. ,

Any menuel brachytherapy procedurce per;mlted by 10 CFR 35.400 as adopted by rcference in

K AR 28-35-264.

To be used for calibration, transmission, referenoc and quality control.

To be used for calibration, ransmission, rcfmmce and quality control.
To be used [or diagnostic studies involving imaging and wumor localizations.
To be used in the Novoste Model A1000 series transfer device for imtravascnfar brachytherupy.

©

™

L Q;m

Radioactive materials shall only be wsed st the f@ﬂowi:xg location(s):
OLATHE MEDICAL CENTER, 20333 W 15IST ST
OLATILE, KS 66061

OLATHE MEDICAL PAVIIION, 21120 w 152ND ST
OLATHE, KS 66061

Xenan-133 will not be uscd al this location.
The following shall be responsible for tha licensee's radiation protestion program

Michae! Robertson M.D. Radistion Sefety Officer
Patrick Santiago M.D, Assistant Radiation Safcty Officer
* Ronald Galloway CNMT Asgistant Radiation Safety Officer

Received Time Oct.30. §:50AM
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12.  Radioactive metcrial listed i ltem 6 above is authorized for use by individuals for the matcrials and
uses described as follows:

Radioactive materials shall be used by or under the supervision of an individual listcd below:

Michael J. Brigg M.D.
William Brooks M.D.
Craig M. Bruner M.D.

Subitem(s) A, B, C (iodinc-131 only), F, G
Subitem(s) A, B, C, F, G
Subitem(s) A, B, C, F, G

Susan Chow M.D. Subitem(s) A.B.C,F, G

Ira Cox M.D. Subitem(s) A, B, C,F, G

Scott C. Cozad M.D. Subitem(s) C, D, H

W. B. Davis M.D. Subitern(s) A, B, C (iodine-131 only for wirich the patient
can be released pursmant to 10 CFR 35.75). F, G

Dion Depalois M.D. Subitem(s) A, B, F, G

Wendali Doronio M.D. Subitem(s) A, B, C (iodine-131 only for which. the patient
can be released pursvant to 10 CFR. 35.75), F, G

Vandana Halder M.D. Subitem(s) A, B, C (iodine-131 only for which the patient

: can be released pursuant to 10 CFR 35.75), F, G

Kelly Hart M.D. Subitem(s) A, B, C, F, G

Nathanijel R. Jewell MLD. Subitem(s) A, B, C (iodine-131 only), F, G

Bradley H. Koffman M.D. Subitsm(s) C, D, H

Vickie L. Massey M.D. Subitem({s) C, D, H

Craig McClure M.D. Subitem(s) A, B, F. G

Bradley Mglinay M.D. Subitem(s) A,B,C,F, G

Gayle P.Miller M.D. Subitem(s) C,D, H

Rick Moritz M.D. Subitem(s) A, B, C (jodine-131 only for which the patient
¢an pe reteased pursuant to 10 CFR 35.75), F, G

Jay Mutphy MD. Subjtem{s) A, B, F, G

Douglas W. Nemmers M.D. Subitern(s) A, B, C (except phosphorus-32), I, G

Stephen S. Nigh M.D. Subitem(s) C, D, H

Steven D. Obermueller M.D- Subitem(s) A, B, ', G

Michaei B: Parsa M.D. Subitem(s) A, B, C, F, G

Michsel Robertson M.D. Subitem(s) A, B, C, E, G

Jay Robinow MD. Subitem(s) C, D.H

Patrick Santiago M.D. Subitem(s) A, B, F, G

Sarah L. Sherard M.D. Subiter(s) A, B, C, F. G

Steven Smallcy M.D.

Subitem(s) D, H

Received Time Oct. 30. 8:50AM
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Radioactive Materials License

Supplernentary Sheet
Donald Stellard MDD, Sllbitemj(s) A, B, C (iodine-131 only). T, G
Steve S. Whitfield M.D. Subitemi(s) A, B, T', G
Robert Armacost Wood MD.  Subitem(s) A, B, C,F, G
Thomas Zinn M.D. Subitem(s) A, B, C, F. G

‘{'he licensee shall! perform testing for leakage of oomammanon of sealed sources in accordance with
R.A.R 28.35-2168.
The use of radicactive material in or on humans_-shall be by = physician.

Sealed sources containing radioactive material shall not be opened.

The licensee shall conduct a physical fuventoryicvery three (3) montbs to account for all'sealed
sources received and posscssed under the licepse. The records of the invantories shall be maintaincd
for two ycars from the date of the inventary forinspection by the Radiatioa Control Program, Bureau
of Air and Radiation, Kansas Depariment of Health and Environment, and shall include the
quantities and kinds of radioactive material, locat»on of ssaled sources and the daic of the inventory.

A. Rediopharmaceuticals dispcnsed and/or distributed for human use shall be either:

{1) Repackaged from prepared radioptarmiaceuticals that are the subject of an FDA-approved
"New Drug Application” (NDA) or for which FDA has accepted a2 "Notice of Claimed

Tnvestigatiogal Exemmption for 2 New Drug" (IND) or

(2) Prepared from generators and reagent kits that are the subject of an FDA-approved NDA or
for which FDA has accepted an IND, ot

(3) PET radiopharmaceuticals for which ab NDA or IND is not required and shall fully comply
with all USP standards and monographs pertaining to PET drugs.

B. Prepared radiopharmaceuticals for which FDA has accepted ar IND and radiopharmaceuticals
prepared from gencrators or reagent kite forwﬁlch FDA has accepted an IND shall be dispensed

and/or distributed: ‘
(1) In accordance with the directions pmvided by the sponsor of the IND, and

(2) Only to physicians who have been acceptnd by the sponsor of the TND to participat¢ in
clinical cvalvation of the drug.

The licensee shall inform, in writing, each bhyslcm.n'who participates in an IND eveluation, that the
physician is responsible (o the sponsor of the IND for use of the drug in accordance with protocols
established by the sponsor and for repomngto the sponsor the clinical information obtained through

useofthedmg

Received Time Oct. 30.  8:50AM

License Number: 19-3296-01 Amendment No. 39
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18

19

20

21

A. The licensee shall perform a test to detect and quantify the activity of Molybdenum-99
contamination in each elution of Technetium-99m from a Molybdenum-99/Technetium-99m
generator and in each extraction or separation of Techmetium-99m from Molybdenurn-99 not
containcd in a generator. g

B. The licensee shall not distribute for human use Technetium-99m that, at the expiration date and
time shown on the package Jabel, contains moreithan 0.1 3 microcuries of Molybdenum-99 per
millicurie of Technetium-99m or more than five:(5) microcurie of Molybdenum-99 per dose of
Techretiom-99m. The expiration date and time shown on the package label shall be guch that the
Limits above are not excecded for any single patient dose. The limits for Molybdenum-99
contamination represent maximom valies and Molybdenum-99 contamination should be kept as low
as reasonably achievable below these limits. .

C. The licenses ghall establish written procedurcs for personnel performing tests to detect and
quantify Molybdenwm-99 contamination. These procedures shall include all necessary calculations
and steps to be taken if activities of Molybdenum-99 in excess of the limits specified in Subitem B
above are dctected. :

D. Persanne] performing tasts to detect and quénufy Molybdenum-99 contamination shall be given
specific training in performing those tests prior to conducting such tests.

E. (1) The licensee shall maintain for inapection by the Radiation Control Program, Bureau of Air
and Radiation, Kansas Department of Health and Environment records of the results of each test
performed to detect and quantify Molybdenum-99 contamination and records of training given to
personnel performing these tests. b

(2) Records described m E(1) above shall be maintained for three (3) years following the
performance of the tests and training of personuei.
The licensoe shakl elure generators and prockss radioactive material with reagent kits in accordance
with instruclions furnished by the manufactirar on the label attached to or in the leaflet or brochure
that accompanics the generator ot reagent kit.
Patients containing temporary interstitial or brachytherapy implamts shall remain hospitalized until
surveys made with an appropriate radiation detegtion instrument indicate all implants have heen
removed. The results of these surveys shall be recorded and maintained for inspection by the
Radration Comtrol Program, Bureau of Air and Radiation, Kansas Department of Health and
Environment. )
Spacific requirements for the Novoste Inlmvasm:llax Brachytherapy System:
A. Prior to each use of the Novoste Systern oni: human patient, a catheter integrity evaluation (a
dummy rum) shall be conducted outside of the paticats’ body ta allow the clinician to simulate a

clmical procedure with non-radioactive sources. ! For delivery catheter designs which do not
ascommodate a dummmy run ¢xternal 1o the patient, parform a cathetor integrily evaluation according

Received Time Oct. 30. 8:50AM
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to manufacturer mstructions.

B. Each intravascular brachytherapy device shali be inspected and scrviced ai intervals established
by the manufacturer. Maintenance and repair shezl be performed anly by the manufacturer or
pessons specifically authorized by the Nuclcar Regulatory Commission or an Agreement State to
perform such services. .

22 The licensee is not authorized to use weighting quations for the purpose of modif; ying the cffective
dose equivelem for whole body exposure to radiation or radioactive material under this license.

23 The licensee may transport radioactive material or deliver radioactivs material to a carrier for
transport, in accordance with the provisions of K.A.R_ 28-35-196a, "Preparation of Radinactive
Material for Transport™. '

24 The licenses shall comply with the provisions of Kansas Radiation Protection Regulations, Part 4,
"Standards for Protcction Against Radiation”, Part 6, "Use of Radioactive Materials in the Healing

25.  The licensec shall possess and use radioactive meaterial described in Items 6, 7 and 8 of this license
according to the most restrictive of; the Kansas Radiation Protection Regulations, this licensc or
statements, representations, and procedures conthined in the following documents.

a. The lotter dated February 9, 2004, signed:by Ron Galloway, with attachment.
b. The letter dated August 4, 2004, signed biyRcm Galloway, with attachment,
¢ Theclectronic mail dated September 7, 2004, from Ron Galloway.

d. The fax dated September 30, 2005, from Dr Paul Chesis.

The letter dated September 27, 2005, sigried by Lucretia Craig.

The letters dated February 6, 2007 and May 11, 2007, signed by Ron Galloway, with

attechments. '

B The slectronic mail dated May 30, 2067, from Roo Galloway.

h. The letter dated July 2, 2007, signed by Ron Galloway, with attachment. And electronic maif
dated July 31; 2007, from Ron Galloway.

i The facsimile dated October 24, 2007, frm Jeanette L. Schutte, with auachment(s).

j- The letter dated April 7, 2008, signed by Ron Galloway, with attachment(s).

X The letter dated May 2, 2008, signedby Ron Gallowey, with attachment(s),

L. The jetter dated June 8, 2009, signed by Michael Robertson, M.D., with attachment(s).

m.  The letter dated Angust 18, 2009, signed by Michael Robertson, M.1., with
attachment(s). :

n

L g

Received Time Oct. 30. 8:50AM
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¥OR THE STATE DEPARTMENT OF FALTH AND ENVIRONMENT

R 22—

Thomss A_ Conley, CHP
Radiation Control Program

By

8:50AM
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