HCA

T 1138 BELTON REGIONAL
LIVNRL M MEDICAL CENTER

April 12, 2024

U.S. Nuclear Regulatory Commission
Region 111

Materials Licensing Section

2443 Warrensville Road, Suite 210
Lisle, Illinois 60532-4352

RE: Notification, License 24-24405-01

| am submitting a notification for radioactive materials license 24-24405-01 issued to Midwest
Division — RBH, LLC, d/b/a Belton Regional Medical Center. The requested changes are:

Item 12 (B): Add Stephen Kennedy, M.D. as an Authorized User for 10 CFR 35.100,
10 CFR 35.200, and 10 CFR 35.300.

Item 12 (B): Add James Vogler, M.D. as an Authorized user for 10 CFR 35.200 and 10
CFR 35.300 (limited to limited to the oral administration of sodium iodide
1-131).
The following documentation is attached in support of this request:
e State of Florida Department of Health Bureau of Radiation Control radioactive materials
license number 294-1 issued to St. Anthony’s Hospital, Inc. listing Stephen Kennedy,
M.D. and James Vogler, M.D. as Authorized Users.

Should you need further information or have any questions, please contact Josh Mcllvain, RSO,
at jmcilvain@dtcinc.com or (913) 424-3640.

Sincerely,

.fmbéf T/QW O

Tiffany Mason
Chief Operating Officer



STATE OF FLORIDA
DEPARTMENT OF HEALTH

BUREAU OF RADIATION CONTROL

RADIOACTIVE MATERIALS LICENSE

Pursuant to Chapter 404, Florida Statutes, and Chapter 64E-5, Florida Administrative Code (F.A.C.), and in reliance on statements and
representations heretofore made by the licensee designated below, a license is hereby issued authorizing such licensee to receive,
acquire, possess and transfer the radioactive material(s) designated below and to use such radioactive material(s) for the purpose(s) and
at the place(s) designated below. This license is subject to all applicable rules, regulations and orders of the state of Florida, Department

of Health now or hereafter in effect and to any conditions specified below.

Licensee
3. License Number: 2941
thame:  ST. ANTHONY'S HOSPITAL, INC. P —..
entirety with reference to
correspondence dated
August 19, 2022 and
September 2, 2022.
2. Address:  Mail Stop 2001 4. Expiration Date: 11/30/2024
1200 7th Ave N e ledon: 5B
St. Petersburg, FL 33705-1300 RN e
6.  Radioactive Material 7. Chemical And/Or Physical Form 8.  Maximum Quantity Licensee May
(element and mass number) Possess At Any One Time

A. Any radioactive A. Any radiopharmaceutical for A. 500 millicuries
material described in diagnostic use involving
section 64E-5.626(1) measurements of uptake, dilution or
and (2), F.A.C. excretion as described in section
64E-5.626(1) and (2), F.A.C.
B. Any radioactive B. Any radiopharmaceutical for B. 2 curies
material described in diagnostic use involving imaging and
section 64E-5.627(1) localization as described in section
and (2), F.A.C. 64E-5.627(1) and (2), F.A.C.
C. Any radioactive C. Any radiopharmaceutical for C. 5curies
material described in therapeutic use as described in
section 64E-5.630(1), section 64E-5.630(1), F.A.C.
F.A.C.
D. Any radioactive D. Any sealed source for brachytherapy D. 2 curies
material described in as described in section 64E-
section 64E-5.632(3), 5.632(3), (4) and (10) F.A.C.
(4) and (10) F.A.C.
License Number: 294-1 LICENSEE COPY Category: [5B]
Amendment No.: 157
Control Number: 20220826-1420 Page 1 of 6 Page(s) Expiration Date: 11/30/2024




STATE OF FLORIDA
DEPARTMENT OF HEALTH

BUREAU OF RADIATION CONTROL

6.  Radioactive Material 7. Chemical And/Or Physical Form 8.  Maximum Quantity Licensee May
element and mass number) Possess At Any One Time
E. Xenon 133 E. Gas for diagnostic use involving E. 200 millicuries

imaging as described in section
64E-5.627(1), F.A.C.

F. Yitrium 90 F. Liguid F. 110 millicuries
G. Yttrium 90 as described G. Glass microsphere (BWXT ITG G. 3curies

in section 64E-5.664, Canada, Inc. formerly Nordion

F.AC. [Canada], Inc., Model TheraSphere

Y-90 Glass Microsphere System)

Authorized Use

m P 6 m »

L

Any medical use described in section 64E-5.626(1) and (2),_F.A.C.

Any medical use described in section 64E-5.627(1) and (2), F.A.C.

Any medical use described in section 64E-5.630(1), F.A.C.

Any medical use described in section 64E-5.632(3), (4) and (10), F.A.C.

To be used for pulmonary function studies as described in section 64E-5.627(1), F.AC., in
accordance with section 64E-5.627(4), F.A.C.

For use as a calibration and reference source.

To be used in a BWXT ITG Cahada, Inc, Model TheraSphere® for permanent brachytherapy
using delivery system as listed in accordance with Sealed Source and Device Registry NR-
1490-D-101-S.

CONDITIONS

10.  The authorized place of use is the licensee's facility located at the address in Item 2.

(N

Failure to comply with the provisions of this license is a felony of the third degree pursuant to
section 404.161, Florida Statutes. Also, violations may warrant an administrative fine of up to
$1,000.00 per violation per day, pursuant to section 404.162, Florida Statutes.

License Number: 294-1 LICENSEE COPY Category: [5B]
Amendment No.: 157
Control Number: 20220826-1420 Page 2 of 6 Page(s) Expiration Date: 11/30/2024




STATE OF FLORIDA
DEPARTMENT OF HEALTH

BUREAU OF RADIATION CONTROL

A. Radiopharmaceuticals which are prepared from generators and/or reagent kits shall be
either a FDA approved NDA, ANDA, IND, or prescribed by an Authorized User. The
following individuals or persons under their supervision are authorized for the materials

and uses as indicated:

Authorized Material and Uses as
Described in Items 6,7, 8 and 9

Names

64E-5.630(1) and 64E-5.632(3), (4), (10)

Frank Philip Franzese, MD
Craig Miercort, MD

B4E-5.632(3), (4), (10)

David A. Bloom, MD

64E-5.626(1), (2), 64E-5.627(1), (2).

64E-5.630(1) and 64E-5.632 (3), (4), (10)

Stephen Kennedy, MD

64E-5.626(1), (2), 64E-5.627(1), (2)and
64E-5.630(1)

Jeffrey Rasband, DO

64E-5.626(1), (2), 64E-5.627(1), (2),
64E-5.630(2), (3) and 64E-5.
664 Y-90 Therasphere®

Patrick Redmond, MD

64E-5.626(1), (2), 64E-5. 627(1) (2)
and 64E-5.630(2), (3)

Thomas J. Egan, MD
Mathew John Rahaim, MD

John C. Bertozzi, MD

Kevin Wilson Marcum, MD
Kyle Luecke, MD

Luby A. Sidoff, MD
Nicholas F. Lambert, DO
Grant X. Abadal, MD

64E-5.626(1), (2), 64E-5.627(1), (2)
and 64E-5.630(2), (4)

Vincent B. Rowley, MD

64E-5.626(1), (2) and 64E-5.627(1), (2)

Claudia Bundschu, MD
Adam Miles Garrott, MD
George Blanco, MD
Andrea C. Woods, MD

License Number: 294-1

Amendment No.: 157

Control Number: 20220826-1420

LICENSEE COPY

Page 3 of 6 Page(s)

Category: [5B]

Expiration Date: 11/30/2024




STATE OF FLORIDA
DEPARTMENT OF HEALTH

BUREAU OF RADIATION CONTROL

12. A Continued

Authorized Material and Uses as Names
Described in Items 6, 7, 8, and 9

64E-5.626(1), (2), 64E-5.627(1), (2) Jason C. Levine, MD

(except generators and reagent kits) Kevin F. Garner, MD
Gregg T. Schuyler, MD
Peter Wassmer, MD
Alexander Johnson, MD

64E-5.627(1), (2) 64E-5.630(2), (3), and James Vogler, MD
64E-5. 664 Y-90 Therasphere®

64E-5626(1) and 64E-5.627(1) = -~ Geraldo A. Ramos, MD
' Ravikiran Korabathina, MD
Vikas Bhatia, MD
Jasmine R: Jacob, MD
Angela Turner, DO
Malay Gandhi, MD
Michael Albert Malone, DO
Rajiv K. Sharma, MD
Miguel Angel Giannoni Delgado, MD
Jose N. Codolosa, MD

64E-5.626 (1) and 64E-5.627(1) Mohan S. Reddy, MD
(except generators and reagent kits) _ Brian N, Moss, DO
- Manuel F. Salazar, MD

B4E-5.627(1) >  Akash Patel, MD
: ~Usama Mukayed, MD

B.  The radiation safety officer is' Scott Dube, TRP.

C. Radiologic technologists who use and administer radioactive materials or perform
brachytherapy or teletherapy procedures under the general supervision of an authorized
user shall hold a valid certificate as required by Chapter 468, F.S.

13. Radioactive material transported on public thoroughfares shall be packaged, prepared for
shipment, and transported in accordance with Title 49, Code of Federal Regulations and
Chapter 64E-5, F.A.C.

License Number: 294-1 LICENSEE COPY Category: [5B]
Amendment No.: 157
Control Number: 20220826-1420 Page 4 of 6 Page(s) Expiration Date: 11/30/2024




STATE OF FLORIDA
DEPARTMENT OF HEALTH

BUREAU OF RADIATION CONTROL

14.  Sealed sources containing licensed material shall not be opened.

15.  The licensee shall not authorize release from confinement for medical care any patient
administered a radiopharmaceutical until:

A. The dose rate is less than 5 millirem (50 microsieverts) per hour at a distance of
1 meter; or
B. The amount of radioactive material in the patient is less than 30 millicuries.

16.  Any dose of iodine 131 shall be received in capsule form only.

17.  The licensee shall conduct an inventory at intervals not to exceed six months and a radiation
survey at intervals not to exceed three months of brachytherapy sources as described in
section 64E-5.618, F.A.C.

18.  The licensee shall not authorize release from confinement for medical care any patient
administered a permanent implant until the dose rate from the patient is less than 5 millirem
(50 microsieverts) per hour at a distance of 1 meter.

19. A Except as specifically provided otherwise by this license, the licensee shall possess and
use licensed material described in Items 6, 7, 8 and 9 of this license in accordance with
statements, representations and procedures contained in the licensee's application and
attestation dated October 22, 2019, signed by Scott Smith, President, and
correspondence dated:

November 6, 2019 (new use areas);
November 15, 2019 (Y-90, TheraSphere commitments and procedures), signed by
Scott Smith, President; -
September 1, 2020 (updated procedures, CO to Scott Dube signed by Glenn Waters,
CO0);
July 1, 2001 (Appendix N updated); and
September 27, 2021 (RSC list); all signed by Scott Dube, RSO.
License Number: 294-1 LICENSEE COPY Category: [5B]
Amendment No.: 157

Control Number: 20220826-1420 Page 5 of 6 Page(s) Expiration Date: 11/30/2024
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STATE OF FLORIDA
DEPARTMENT OF HEALTH

BUREAU OF RADIATION CONTROL

B. The licensee shall comply with all applicable requirements of Chapter 64E-5, Florida
Administrative Code, and these regulations shall supersede the licensee's statements in
applications or correspondence, unless the statements are more restrictive than the
regulations.

For the Bureau of Radiation Control:

Issuance Date: SEP 3 0 2022 KXZ_""'_"‘ —
Rowena Nash

Environmental Specialist Il
4052 Bald Cypress Way — Bin C21
Tallahassee, FL 32399-1741
850-245-4545

A party whose substantial interest is affected by this order may petition for an administrative hearing pursuant to sections 120.569 and 120.57, Florida Statutes. Such proceedings are
governed by Rule 28-106, Florida Administrative Code. A petition for administrative hearing must be in writing and must be received by the Agency Clerk for the Department, within
twenty-one (21) days from the receipt of this order. The address of the Agency Clerk is: Agency Clerk, 4052 Bald Cypress Way, BIN # A02, Tallahassee, Florida 32399-1703. The
Agency Clerk's facsimile number is 850-410-1448. A copy of the petition should also be sent to: Bureau Chief, Bureau of Radiation Control, 4052 Bald Cypress Way, BIN # C21,
Tallahassee, FL 32399-1741. The Bureau Chief's facsimile number is 850-487-0435. Mediation is not available as an alternative remedy. Your failure to submit a petition for hearing
within 21 days from receipt of this order will constitute a waiver of your right to an administrative hearing, and this order shall become a “final order.” Should this order become a final
order, a party who is adversely affected by it is entitled to judicial review pursuant to Section 120.68, Florida Statutes. Review proceedings are governed by the Florida Rules of
Appellate Procedure. Such proceedings may be commenced by filing one copy of a Notice of Appeal with the Agency Clerk of the Department of Health and a second copy,
accompanied by the filing fees required by law, with the Court of Appeal in the appropriate District Court. The notice must be filed within 30 days of rendition of the final order.

License Number: 294-1 LICENSEE COPY Category: [5B]
Amendment No.: 1567
Control Number: 20220826-1420 Page 6 of 6 Page(s) Expiration Date: 11/30/2024




Sandy Pavon

From: Tammy Tomczak

Sent: Monday, April 22, 2024 2:12 PM

To: Martha Pavon

Cc: Sandy Pavon

Subject: FW: Notification - License No. 24-24405-01 (Midwest Division - RBH, LLC d/b/a Belton Regional
Medical Center)

Attachments: RML 24-24405-01 Notification 2024 04 12.pdf

Good afternoon, Martha @
Can you please add the attached to ADAMS?

Thank you!!
Tammy

From: jmcilvain@dtcinc.com <jmcilvain@dtcinc.com>

Sent: Monday, April 22, 2024 1:43 PM

To: R3-DRSSMail Resource <R3-DRSSMail.Resource@nrc.gov>

Cc: Tammy Tomczak <Tammy.Tomczak@nrc.gov>

Subject: [External_Sender] Notification - License No. 24-24405-01 (Midwest Division - RBH, LLC d/b/a Belton Regional
Medical Center)

Hello,
| have attached a license notification for Belton Regional Medical Center, License 24-24405-01.

Thank you,

Josh Mcllvain, MS, DABR

Diagnostic Medical Physicist

Radiation Safety Officer

Diagnostic Technology Consultants, Inc.
5930 Roe Ave, Suite 201

Mission, KS 66205

Cell: 913.424.3640
Office: 913.236.6000 ext. 105
Email: jmcilvain@dtcinc.com




