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June 1, 2020

U.S. Nuclear Regulatory Commission
Region IIT

Materials Licensing Branch

2443 Warrenville Road, Suite 210
Lisle, IL 60532-4352

Via Fax: 630-515-1078

Dear Reader:
Re . «.C License Number 24-00128-03
n...t —_1-

We request an amendment to authorize Patrick M. Keating, M.D. for 10 CFR 35.1000 (limited to
the use of yttrium-90 as TheraSpheres). Dr. Keating is currently authorized on our license for 10
CFR 35.100 35.200, and 35.300 (limited to the oral administration of sodium iodide I-131 in
quantities of 33 millicuries or less). He is authorized for use of yttrium-90 as TheraSpheres on
NRC License 24-00158-03, Saint Francis Medical Center, Cape Girardeau, Missouri, a copy of
which is attached hereto.

PA_A. ~
In accordance with “Yttrium-90 Microsphere Brachytherapy Sources and Devices
TheraSphere and SIR-Spheres Licensing Guidance” Revision 10.1, Section 5.5 “Notification”,
we request authorization to notify the NRC in the future that we have permitted an AU to
work at our facility as a user of yttrium TheraSpheres without requesting an additional
license amendment. We commit to compliance with conditions 1-5 of section 5.5.

If you have any questions regarding this application, please feel free to call me at 573-519-4710
(office) or 573-270-7492 (mobile).

Sincerely,

Sam S. Hancock, PhD
Radiation Safety Officer

Enclosures:

cc: Mariellena Sudak, VP, COO
Mark Gates, MD, RSC Chairman

789 S Mount Auburn *+ Cape Girardeau, MO 63703

Radiation Oncology 573-519-4700 - Infusion Services 573-5194810 + Medical Oncology & Hematology 573-519-4830 .
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UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION it
2443 WARRENVILLE RD. SUITE 210
LISLE. IL 605324352

JAN 2 7 2020

Mark L. Gates, M.D.
Radiation Safety Officer
Saint Francis Medical Center
211 Seint Francis Dr.

Cape Girardeau, MO 83703

[ 4

Dear Dr. Gates:

Enclosed is Amendment No, 78 to your U.S. Nuclear Regulatory Commission (NRC) Materiat
License No. 24-00158-03 for Saint Francig’ Medical Center in accordance with your request
dated November 12, 2019. Please review the enclosed document carefully and be sure that
you understand all condiions. If there are any errors or questions, please notify the NRC
Region Il office at (630) 8290-9887 so that we may provide appropriate corrections and answers.

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
sunplemental correspondence with NRC will result in enforcement action against you. The NRC

Ly issue a notice of violation, imposition of a civil penalty, or an order suspending, modifying
or revaking your license as specified in the General Statt ! of Policy and Procedure for NRC
Enforcement Actions, Since serious consequences to employees and the public can result from
failure to comply with NRC requirements, prompt and vigoraus enforcement action will be taken
when dealing with licensees who da not achisve the necessary meticulous attention to detail
and the high standard of compliance which NRC expects of its licensees.

The NRC's Safety Culture Policy Statement becams effective in June 2011. While a policy
statement and not a regulation, it sets forth the agency's expeclations for individuals and
organizations 10 establish and maintain a posifive safely culture. You can access the policy
statement and supporting material that may benefit your organization on NRC's safety culture
Wab site at http./iwww - goviaboul-ntciregulatory ™ - wcer ~itfs ~*ty-culture him|. We
strongly encourage you to review this material and aaapt it to your particular needs in order to
develop and maintain a positive safety culture as you engage il NRC-regulated activities. .- -
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In accordance with Title 10 of the Code of Federal Regulations (CFR) 2.390, a copy of this letter
and its enclosure will be available electronically for public inspection in the NRC Public
Document Room or from ADAMS, accessible from the NRC Web site at

hiln /fwany nire govireading-rv/adams. Mmi,

Sincersly,

. logduu, V. Gll

alena R, Gryglak
Health Physicist
Ma __ ils Licensing Branch

License No. 24-00158-03
Dockst No. 030-02268

Enclosure: Amendment No. 78
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NREC FORM 374

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorgenization Act of 1974 (Public Law 93-438), and Title 10, Code of Federal Regulations, Chapter {,
35, 38, 37, 39, 40, 70 and 71, and in reliance on stataments and representations heretofors made by the licensse, a licenss is hereby issued
authorizing the fosnsee o recaive, acquire, poassas, and transfer byproduct, source, and special nuciear matedat designated below; to use such material for the purpose(s)
and at the place(s) designated below; to deliver or fransfer such material to persons autharized to receive R in accordance with the regulations of the appliceble Part(s). This

Parts 30, 31, 32, 33, 34,

U.8. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

It

o N }
PAGE ' OF 5 PAGES b

Amendment No. 78

|

licorrse shall be deemed to contain the conditions specified in Saction 183 of the Atomic Energy Act of 1954, as amended, and is subject 10 all apphkcable nubes, regulations,
and ordes of the Nuclear Regulatory Commmm now or hereafter in effect and to any condiions specified below.

Licenses
1. Seint Francis Medical Center

ln accordance with letter dated
Navember 12. 2919

4, Expiration Date: March 31, 2026

. A 8. Docket No.: 030-02269
2. 211 Saint Francis Dr. » 3. License number: 24-00158-0 Reference No.:
Cape Girardeau, MO 63703 A amended in its entirety to read’as,
o follows: PRI
6 Byproduct, source, 1. punt that Wcépsse 6. Authorized use
and/or spacial nuclear ‘ot Brwy one :
material . 33
ot
A. Any byproduct material A «2 A For use in uptake, dilution and
permitted by 10 CFR ,;**‘\ axcrotion studies permitted by 10 CFR
35.100 , S 35.100. !
B. Anybyproduct material B = e ) B. For use in imaging and localization
pesmitted by 10 CFR A o v Py studies permitied by 10 CFR 35.200.
35.2m . \;“‘;E;j~ ) N "‘Lf . ) &\s
C. Anybyproduct material  C. Any v C. 1curiefotal -~ C. For any use permitted by 10 CFR
permitted by 10 CFR 3 .o 35.300. *
D. Any byproduct material D. Sealed Sources (DuPont D. 600 milicuries tolal D. For diagnostic medical use of sealed
permittad by 16 CFR Pharma , Model NES 8412; sources permittad by 10 CFR 35.500 in
35500 North American Scientific, Model compatibla devices registered in
3601) accordance with 10 CFR 30.32(g).
E. Anybyproductmatedal  E.  Prepackaged Kits E. 2 millicuries total E. For use in in-vitro studies. A
permitted by 10 CFR “ i
311
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NRG FORM 374A U.8. NUCLEAR REGULATORY COMMISSION PAGE 2 OF 5 PAGES
1 License Number | Docket or Reference Number
MATERIALS LICENSE 14-00158-03 330-02268
St 'PLEMENTARY SHEET Amendment No. 78

6. Byproduct, source, 7. Chemical and/or physical form 8.  Maamen amount that licenses 9. Authosized use

and/or special nuciear may possess at any one lime

material . » Loem i m(hrlhs licanse

O T A

F. Yitium-90 permittedby  F. Microspheres (Nordion (C&gafé‘). F. 340 nmcnine; per vial; 3 F. Foruse in permanent manual

10 CFR 35.1000 Inc., Model ThemSerm curies total A brachytherapy using Nordion (Canada),

T C e inc. TheraSphere yttrium-90
o LA microspheres delivery system as
u T permitied by 10 CFR 35.1000.

G. Yitrium-90 permittedby ~ G. Micros irtox, Wi icurkh per viat 1 G. For use in permanent manual

10 CFR 35.1000 SIR- Spheradaivary e brachytherapy using Sirtex Madel

Fon o SIR-Spheres yitrium-80 microspheres
o e delivery system as permitted by 10
= s CFR 35.1000.

10. Licensed material may be used or storedqu\e W}% tio,

63703 - C

A ,u'i o ’ ’ 3,”";?

11. The Radlation Satety Officer (RSO) for this licensd i Mark L. Gates, M.D. o)
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U.S NUCLEAR REGULATORY COH'SSK”I : PAGE 3 OF 9 PAGES

MATERIALS LICENSE
SUPPLEMI ITARY SHEET

Licanse Numbar Jocket o Reference Number
24-00158-03 030-02269

i Amendment No. 78

12. Licensed material shall only be used by, or under the supervision of:

A. Individuals permntted to work as authorized users in w&aneemth 0 OFR 35 13and 10 CFR 35.14.

f

B. The following individuals are authonzod usg:s for the material and medical usaS‘ anpdlcated

User(M.D. D.o‘ elc.
Marc A. Apostol, M.D.

i Matthew Bokerman, M.D.
; James Borders, M.D.
Jeffrey W. Boss, M.D.

Tom B. Brumitt, D.O.

Randail Clark, D.O.

Derek L, Fimmen, M.D.
Mark L. Gates, M.D.

|
| Todd Michael Buersmeyer, M.D.
Benjamin D. Goodman, M.D.

Patrick M. Keating, M.D.

Terrence Michael Chambers, M.D.

by "”*. v
F

R
e

35.30?‘@united ta the oral administration of sodium

ed to the-Orel administration of sodium iodide 1-131)
R 35.50(
CFR35. Sogmlted to the oral administration of sodium

~ R3b 35. m (limlted to the oral administration of sodium
‘=-3’"iodith -13%n or equamaa milicuries), 10 CFR 35.1000 (limited to

ium-90 as TheraSpherps) =

35.100,10 GFR 25,200, 10 cm‘ss 300 (limited to the oral administration of sodium
iod 131). 10 CFR 35.1000 lemeﬁfb yitrium-80 as TheraSpheres and as SIR-Spheres)
10 CFR 35;100 10 CFR 35.200.10 CFR 35.300 (limited to the oral administration of sodium
iodide I-131in qm ¥k than or equal to 33 millicurie
10 CFR 35.100,10 CFR 35.200,10 CFR 35.300 (limited o e oral administration of sodium
iodide 1-131)
10 CFR 35.200
10 CFR 35.100,10 CFR 35,200,170 CFR 35.300,10 CFR 35.500

10 CFR 35.300 (limited to the oral administration of sodium iodide I-131 and the parenteral
administration of amy beta emitter, or a photon-amilting radionuclide wﬂh a photon enargy lass
than 150 keV)

10 CFR 35.100,10 CFR 35.200,10 CFR 35.300 (limited to the orai administration of sodium
iodide 1-131),10 CFR 35.1000 (limited to yttrium-80 as TheraSphares)
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License Number Deocket or Reference Number ]
MATERIALS LICENSE 24.00158-03 030-02269 |
SUPPLEMENTARY SHI T Amendment No. 78 i
! | ¥
_ !
Authorized Uset(M.D..D.O. etc.) Materiat and Use :
Michael C. Muzinich, M.D. - 10 IcFrla 351109 10 CFR 35.200,10 CFR 35:300 (limited to the oral administration of sodium i
| Shanaree M. Muzinich, M.D. '1°od<t:'glit1 ) R |
: Huan Nguyen, M.D. m.ém 35.100,10 CFR 35.200,10 c#szas 500

Richard Lyle Ogles, M.D. wt:FR 35.100,10 CFR 35.200 , ; i |
Sagar Patel, M.D. ¥, 3

Mark Lewis Pfautsch, D.O. R 35.30) (imited to the oral administration of sodium

b it : equal to 33 millicurles), 10 CFR 35.500

George A. Pjura, M.D. e . 10 GFR ¢ FR 35.306,10 CFR 35.500 ;
Tappan Roy, M.D. - = |
| Christopher Russell, M.D. Lo 10C 5 CFR 35. 500;
« Ryan Slebert, M.D. * . 10'CER 35.100 0iG AR BE .zoo 10 CFR 35. mnnea to the oral administration of sodium |
: Cedric Strange, M.D. e 510 200, W CFR 35@ |
Theodore R. Swartz, M.D. “fo.ci 138,100, mcms&zootocm;s&sﬁo |
Michael Thomas, MD. 106 erﬁags 00,10 CFR 35.200,10 cmas 300 (limited to the oral administration of sodium |
Andrew E. West, M.D. 10 CFR 35.%00 10.CFR 35:200, 10 CFR 35.500 , |1
Jeftrey Wichman, M.D. 10CFR 35200 I

13. The licensee shall conduct a physical inventory every 6 months, or at other intervals approved by the U.S. Nuclear Regulatory Commission,
to account for all glass microspheres received and possessed under the license. Records of inventories shall be maintained for 3 years
from the date of each mverlory and shall include the radionuclides, quantities, manufacturer's name and model numbers, and the date of
the inventory. ;

14. In accordance with letter  ted Iﬁiarch 7, 2017 (ML17068A355), the licensee may make changes to its radiation safety program, as it relates

to the use of yttrium-80 microspheres as permifted by 10 CFR 35.1000. I
; : N |
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i icenge Number Jucket or Reference Number J

15. Except as specifically provided otherwise in this licensa, the licensee tha!l conduct its program in accordance with the statements,

representations, and procedures contained in the documents; Inckidity @igiy-enclosures, listed below. This license condition applies only to
those procedures that are required to be submitted in ocordance with the regulations. Additionally, this llcanse condition does not limit the
licensee's ability to make changes to the radia&arﬁecﬁon program as pmvnded’ﬁtu\ 10 CFR 35.26. The U.S. Nuclear Regulatory
Commission's regulations shall govem unless t® statements, representations, and pa‘i;oadums in the licensee's application and

cofrespondence are more restrictive than té regulations. : ;
an !}3 - oW . (w
A. -
B. e
C. Pt
[»} ¥
o~

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

o 11 i
Date: AN 2 72018 By;_MWQ. G’?QM
e - ' M na R. Gryglak =~

Region 3





