Christian
*

1

'ib

'3

Healthcare

U.S. Nuclear Regulatory Commission
Region I11
801 Warrenville Road
Lisle, I1 60532-4352
Attn: Nuclear Materials Safety and Safeguards Division
Materials Licensing Branch
February 2 1,2011

Re:

License No.: 24-13383-01
Christian Hospital
11133 Dunn Road
St. Louis, Mo 63136

To Whom It May Concern:
In accordance with NRC Regulations 10 CFR 35.13 (License Amendments), we wish to
amend NRC license 24-13383-01 as follows:
1)

Add Jeff M. Michalski, M.D. as an Authorized user 10CFR35.400. Dr.
Michalski is authorized on NRC license no. 24-00167-1 1. His
authorization letter for the license is attached.

2)

Add Joseph R. Simpson, M.D., Ph.D. as an Authorized user
1OCFR35.400. Dr. Simpson is authorized on NRC license no.
24-00167-1 1. His authorization letter for the license is attached.

3)

Add Marie A. Taylor, M.D. as an Authorized user IOCFR35.400. Dr.
Taylor is authorized on NRC license no. 24-00167-1 1. Her
authorization letter for the license is attached.

4)

Please change the mailing address to the Department of Nuclear Medicine
rather than the Department of Radiation Oncology as it appears now.

Should there be any further needed information or clarification, please direct questions to
Lisa Tincher, RSO at 314-653-4350 or via email at ldt8892@bic.org.

Lisa D. Tincher, R.T. (R), (N), (M), CNMT
Radiation Safety Officer
Christian Hospital
11133 Dunn Road

St. Louis, Missouri 631 36

www.christianhospitaI.org

Envhnmentd Health and Safety

Radiation Safety Office

December 3,2009

Dr.Joseph R. Simpson, M.D.,Ph.D.

TO.

BJ RO-Radiation Oncology, Dept.
Campus Box 8224
FROM:

Susan M.Langhont, Ph.D., CHP
Radiation Safety Officer
Executive Secretary, Radiation S
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SUBJECT: Authorization for Medical Use of Radioactive Materials

-

I am pleased to infonn you that the Radiation Safety Committee Authorizations Subcommittee
granted approval for you to become a Co-Authorized User for one or more 10 CFR 35 medical uses.
Your medical use authorization includes the following functional authorizations:
1-131 CNS Intracavitary Brain Thempy Authorization [ 10 CFR 35.3001
Requires A U Prem’ption
General Brachythunpy Autborizatim (Cs-137,1-125, Ir--192.Pd-103, Sr-9OX1OCFR35.400)
Requires A U Prescription
Perfexion Gamma Knife Radiosurgery Authorization (C0-60) [ 10 CFR 35.1000] Requires
A U Prescriptionand A U & AMP Presence
HDR Remote Afterloader Authorization (Ir-192) (10 CFR 35.600)
Requires AU Prescription and A U & AMP Presence
1-13 1 Thyroid Carcinoma Therapy Authorization (10 CFR 35.300) Requires A U

Prescription

General Radiopharmaceutical Therapy Authorization (P-32,Sm-153, Sr-89)(lOcFR35.300)
Requires A U Prescriptionand Presence
1-131 MlBG Authorization [lOCFR35.300]
Requires AU Prescription & Presence
Your use of radioactive materials is governed by the Washington University and Medical Center NRC
License No. 24-00]67-1 1.
Please note that you may act as a Washington University Authorized User only for those functional
authorivltions listed above. Each hctional authorizationhas specific requirements for training and
experience, and some have requirements for periodic retraining. It is your responsibility to obtain the
required experience and retraining. If you want to seck medical use aurthorization for any other
functional authorization or check your retraining status, please contact Dr. Robert Dnymala.
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December 3,2009

Please call me at (3 14) 362-2988 if you have any questions concerning this approval of your
medical use authorization.
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October 23,2001

TO:

Marie A Taylor, M.D.
Radiation Oncology
Campus Box 8224

FROM

Susan M. Langhorst, Ph.D., CHP
Radiation Safety Officer and
Executive Secretary, Radiation Safety Committee

SUBJECT:

Authorization for Medical Use of Radioactive Materials

sL--6--f i

As part of our review of Medical Use Authorizations, the Radiation Safety Committee for Washington
University and Medical Center reviewed your authorization as an Authorized Medical User.Your complete
authorization as currently approved by the RSC is listed below:

Low Dose-Rate brachytherapy (including remote aflerloaders) and I- 13 1 thyroid
carcinoma therapy

All other therapeuticradiopharmaceuticals
High Dose-Rate remote afterloading brachytherapy

Your use of byproduct materials is authorized under the Washington University and Medical Center NRC
License No. 24-00167-1 1. All other radioactive materials are authorized under Missouri State Registration
No. 2793.
Attached is a list of all medical use authorization categories for Radiation Oncology physicians that
require separate approval by the Radiation Safety Committee. Please note that you are only authorized for
those categories listed above. Each category has specific requirements for training and experience, and some
have requirements for periodic retraining. It is your responsibility to obtain the required retraining. If you
want to seek authorization for any of the other categories or check your retraining status, please contact Eric
Klein.

This listing of your current authorization is being provided to clanfy your cunent medical use
approvals and update your medical use authorization documentation. Please call me at (314) 362-2988 ifyou
have any questions concerning your authorization as an Authorized Medical User.
Enclosure
Cc:

Carlos A. Perez, M.D.
James A. Purdy, Ph.D.
Eric E. Klein M.S.
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Radiation Safety Officer (3 14) 362-2988
Business Office (3 14) 362-3333
Department (3 14) 362-3476
Facsimile
(3 14) 362-4776
Website: www.radiationsafety.org
Facsimile
(3 14) 362-6666
WUSM Campus Box 8053 or 724 South Euclid Avenue [Rooms2225,2235,2240 22471 St. Louis, Missouri 63 1 1 0
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@WahmgtmUniversity inSt.Imis
Environmental Health L Safety

Radiation Safety Office
Scptember 15,2005

TO:

Jeff M. Michalski, M.D.
Radiation Oncology
Campus Box 8224

FROM:

Susan M. Langhorsc Ph.D., CHP /
&Gfl<+.
Radiation Safety Officer and
Executive Secretary, Radiation Safety Committee

SUBJEXT:

Physician's Authorization for Medical Use of Radioactive Materials
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1 am pleased to inform you that on September 13,2005, the Radiation Safety Committee for
Washington University and Medical Center granted final approval for you to be an Authorized User for Y-90
SIR-Spheres Therapy. Approval was granted based on the attached written request by Eric E. Klein (dated
July 19,2005). This replaces the interim approval 1 granted you effective July 20,2005. With this approval,
your medical use authorization includes the following categories, with the change noted in bold:

0

General Brachytherapy (Cs-137,1-125, Jr-192, Pd-103, Sr-90) [IO CFR 35.4001
Low Dose-Rate Remote Afterloading Brachytherapy (Cs-137) [IO CFR 35.6001
I-131 ThyroidCarcinomaTherapy[lOCFR 35.3001
General RadiopharmaceuticalTherapy (P-32, Sm-153,Sr-89)(IO CFR 35.3001
Y-90SIR-Spheres Therapy [IO CFR 35.1000]
High Dose-Rate Remote Afterloading Brachytherapy (Ir-192) [ I O CFR 35.6001

You are responsible to abide by the requirements and procedures established for each of these hnctional
authorizations. Your use of byproduct materials is authorized under the Washington University and Medical
Center NRC License No. 24-00167-1 1. All other radioactive materials are authorized under Missouri State
Registration No. 2793.
Please note that you are only authorized for those fimctional authorizations listed above. Each
functionalauthorization has specific requirements for training and experience, and some have requirements for
periodic mtraining. it is your responsibility to obtain the required retraining. If you want to seek authorization
for any other functional authorization or check your retraining status, please contact Eric Klein.
Please call me at (3 14) 362-2988 if you have any questions concerning your medical use authorization.
Cc:

Robert J. Myerson, M.D..
Simon N. Powell, M.D.

Barry A. Siegel. M.D.
Perry W. Grigsby, M.D.
Eric E. Klein, M.S.

Washington University in St. Louis, C a m p u s Box 8053,660S. Euclid Avenue, St. Louis, MO 63110-1093
(314)362-3476,Fax: (314)362-4776,radsafety@wustl.edu, http://radsafety.wustl.edu

PAGE

A-

OF

_e PAGE

Amendment No. 75
U S NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE
Piir.cu,inl Io the Atomc Energy Act of 1954 d5 amended tho Energy Reorganiz;tion Act of 1974 (Pubic Caw '33-438)-and Tltle if
Code of Fedordl Roguldktons, Chapter I Paas 30 31. 32, 33, 34 35. 36 39, 40 and 70, m d in reliance on stalements an
representdtions heretofore m d t h by the license@.
a lu;ensB is hereby issued authonang tho licensee lo receive. acqulre, possess. an
transfer byproduct. source. and spauai nuclear matonal doscgnated below, to use such mdtorial for tho purposo(s) 'ind at the place(:
dcsigndted below. to deliver or lransfer such material to persons authonred io receive it in accordance with the raguiatioos of th
app:Fcablc Part($) This license shatl be deernod to contain the conditions spectfed in Section 183 of the Atom~cEnergy Acl of 19%. a
irmandcd and IS subjact to all apdicable rules. roguhlrons, and orders of the Nuclear Regulatory Commission now or hereafter m effec
and 10 dnv conditions soecttied below

Licensee

1

Washington University in St Louis

2

Campus Box 8053
660 S. Euclid Avenue
St. LOUIS. M O 63110-1093

B

Byproduct. source. andior special
nucleiw mirterid

A. Any byproduct material with
Atomic Numbers 1-83

B Any byproduct material with
Atomic Numbers 1-83

In accordance wth letter dated

4. Expirabon date

February 28, 2013

Reference No
7.

Chemical andior physical form

A. Any

B. Sealed sources

8

Maximum amount lhal liconsee may
possess at any one time under this
license

A No1 to exceed 3 curies per
radionuclide Total
possession limit not to
exceed 30 curies except as
specifically listed below.
Hydrogen-3
40 curies
Sulfur-35
10 curies
Phosphorus-32 10 curies
Carbon-14
10 curies
Iodine-131
5 curies
Molybdenum-99 40 curies
Technetium-99m 40 curies
Carbon-1 1
20 curies
Copper-64

5 curies

Florine-I 8
Oxygen-15

50 curies
10 curies

E3 Not to exceed 1 cune per
radionuclide Total
possession limit not to
exceed 10 curies except as
specifically listed below.
Cesium-1 37
5 curies
Iodine-125
3 curies
10 curies
Irid~um-I92

US. NUCLEAR REOULATORY COMMISSION

NRC FORM 374A

I
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License Number

2450167-11

MATERIALS LICENSE

Docket or Reforeme Wtirnber

SUPPLEMENTARY SHEET

030-02271
Amendment No 75

Eyprodticl. source md:or specral
nucloar malcnal

G

7

Chemical an#or physical form

8

Maxrmum amount that licensee may
possess at any one tune under this
license

Phosphorus-32

Strontium-90
C Any byproduct malerial.
source material andlor
special nuclear material
with Atomic Numbers 84103, inclusive.

C . Any

C. Not to exceed 20
millicuries total.

0. Any byproduct material

0. Activated Rock Samples

D. Not to exceed 50

3 curies
3 curies

millicuries each and 200
millicuries total for
radionuclides with atomic
numbers less than 84 and
not to exceed 2 millicuries
total for radionuclides with
atomic numbers greater
than 83.

E Cesium-137

F. Cesium-137

G Cesium-137

H. Cobalt-60

1.

Depleted uranium

J. Cesium-137
K

Iridium-I92

1

NRC FORM 37dA

U S. NUCLEAR REGULATORY COMMISSION
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I License Nuvbcf
24-00167-11

MATERIALS LICENSE
SUPPLEMENTARY SHEET

F

Byproduct source. ;md!ot special
nuclear malanal

7

Dackot or Reference Number

I

030-02271
Amendment No. 75

Chwmical and'or physrcdl form

8

Maximum amount that lameo may
possess at any one lime under this
Iicenw

9. Authorized Use:
A lhrough C

Medical diagnosis, therapy and research in humans, and research and development as
defined in 10 CFR 30.4,including animal studies; instrument calibration, student
instruction and E-- studies.

D Research and Development as defined in Section 30.4 of 10 CFR Part 30 including student instruction.

NRC FORM 37JA

US. NUCLEAR REGULATORY COMMISSION
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] License Number
24-00167-11

MATERIALS LtCENSE

Docket of Rakrewe Number

SUPPLEMENTARY SHEET

030-02271
Amendment No. 75

CONDITIONS

10

Licensed material may be used only at the licensee's facilities located in St Louis, Missouri, Green Park,
Missouri and Creve Coeur Missouri.

11

A The use of licensed material in or on humans shall be by an aulhorized user as defined in
10 GFR 35 2

6 Individuals designated to work as authorized users, authorized nuclear pharmacists, or authorized
medical physicrsts, as defined in 10 CFR 35 2, shall meet the training, experience, and recentness of
training criteria established in 10 CFR Pari 35,letter dated December 13, 2007, and shall be
designated, in writing, by the licensee's Radiation Safely Committee.
C Licensed material for other than human use shall be used by, or under the supervision of, individuals
desgnated by the Radiafion Safety Committee.

D The Radiation Safety Officer for this license IS Susan Langhorst, Ph D.

PAGE 5
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i LtCMSe Number

124-00167~11

MATERIALS LICENSE

DOCkei or Reference Numbor

SUPPLEMENTARY SHEET

030-02271
Amendment No. 75
I

12

The licensee shall not use licensed material in field applications where it is released except as provided
otherwise by specific condition of this license

13

Experimentalanimals, or the products from experimental animals. that have been administered licensed
materials shall not be used for human consumption

14

For sealed sources not associated with 10 CFR Part 35 use, the following conditions apply

~

A Sealed sources shall be tested for leakage andlor contamination at intervals not to exceed the
intervals specified in the certificate of registration issued by the U S. Nuclear Regulatory Commission

under 10 CFR 32.210 or under equivalent regulations of an Agreement State

6 Notwithstanding Paragraph A of this Condition, sealed sources designed to pnmarily emit alpha
particles shall be tested for leakage andlor contamination at intervals not to exceed 3 months
C Each sealed source fabricated by the licensee shall be inspected and tested for construction defects,
leakage and contamination prior to any use or transfer as a sealed source

D In the absence of a certificate from a transferor indicating that a leak test has been made within the
intervals specified in the certificate of registration issued by the U.S. Nuclear Regulatory Commission
under 10 CFR 32.210 or under equivalent regulations of an Agreement State, prior to the transfer, a
sealed source received from another person shall not be put into use until tested and the test results
received

E Sealed sources need not be tested if they contain only hydrogen-3; or they contain only a radioactive
gas, or the half-life of the isotope is 30 days or less, or they contain not more than 100 microcuries of
beta- andior gamma-emitting material or not more than 10 microcuries of alpha-emitting material.

F Sealed sources need not be tested if they are in storage and are not being used; however, when they
are removed from storage for use or transferred to another person and have not been tested within
the required leak test rntervai, they shall be tested before use or transfer No sealed source shall be
stored for a period of more than 70 years without being tested for leakage and/or contamination

G The leak test shall be capable of detecting the presence of 0.005 microcurie (185 becquerels) of
radioactive material on the test sample If the test reveals the presence of 0 005 microcune
(185 becquerels) or more of removable contamination, a report shall be filed wrth the U S Nuclear
Regulatory Cornmission in accordance wrth 10 CFR 30 50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Conirnissron regulations
H Tests for leakage andlor contamination, including leak test sample collection and analysis, shall be

performed by the licensee or by other persons specifically licensed by the U.S Nucfear Regulatory
Commission or an Agreement State to perform such services

Liceme Number

24-00167-1 1
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MATERIALS LICENSE

OOCkQ101 RefaremeNumber

SUPPLEMENTARY SHEET

030-02271
Amendment No. 75

Sealed sources or detector cells containing licensed matenal shall not be opened or sources removed

from source holders by the licensee
16

The licensee shall conduct a physical inventory every six months, or at other intervals approved by the
U S Nuclear Regulatory Commission to account for all sources and/or devices received and possessed
under the license

17

A

Detector cells containing a titanium tritide foil or a scandium tritide foil shall only be used in
conjunction with a properly operating temperature control mechanism that prevents the foil
temperature from exceeding that specified in the certificate of registration issued by NRC pursuant to
10 CFR 32 210 or the equivalent regulations from an Agreement State

B When in use, detector cells containing a titanium tritide foil or a scandium tritide foil shall be vented to
the outside
18

Maintenance, repair. cleaning. replacement, and disposal of foils contained in detector cells shall be
performed only by the device manufacturer or other persons specifically authorized by the U.S Nuclear
Regulatory Cornmission or an Agreement State to perform such services

19

For radioactive material held for decay-in-storage other than that held in accordance with 10 CFR 35 92,
the licensee is authorized lo hold radioactive matenal with a physical halfkfe of less than or equal to 120
days for decay-in-storage before disposal in ordinary trash, provided.
A Before disposal as ordinary trash, the waste shall be surveyed at the container surface with the
appropriate survey instrument set on its most sensitive scale and wth no Interposed shielding lo
determine that its radioactivity cannot be distinguished from background All radiation labels shall be
removed or obliterated

B A record of each such disposal permitted under this license condition shall be retained for 3 years.
The record must include the date of disposal, the date on which the byproduct material was placed in
storage, the radionuclides disposed, the survey instrument used, the background dose rate, the dose
rate measured at the surface of each waste container, and the name of the individual who performed
the disposal

!O

The licensee is authorized lo transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material '

MATERIALS LICENSE
SUPPLEMENTARY

SHEET

License Number

24-00167-11

MATERIALS LICENSE
SUPPLEMENTARYSHEET

Docket or ReferenceNumber

030-02271
Amendment No. 75

24

Except for maintaining labeling as required by 10 CFR Part 20 or 71, the licensee shall obtain
authorization from the U S Nuclear Regulatory Cornmission before making any changes in the sealed
source, dewce, or source-device combination that would alter the descriptm or spectfications as
indicated in the respective Registry Certificates issued either by the Commission pursuant to 10 CFR
32 210 or by an Agreement State

25

In addition to the possession limits in Item 8, the licensee shall further restnct the possession of licensed
material at a single location to quantities below the limits specified in 10 CFR 30 72 which require
consideration of the need for an emergency pian for responding to a release of licensed material

26

Notwithstanding the requirements of License Condition 28, the licensee is authorized to make program
changes and changes to procedures specifically identified in the application dated September 30, 2002,
and letter dated January 22, 2003, which were previously approved by the Commission and incorporated
into the license without pnor Commissionapproval as long as.
A

the proposed revision is documented, reviewed, and approved by the licensee's Radiatmn Safety
Committee in accordance with establtshed procedures prior to implementation,

B the revised program IS in accordance with regulatory requirements, will not change the license
conditions, and will not decrease the effectiveness of the Radiation Safety Program,
C the licensee's staff is trained in the revised procedures prior to implementation. and

0 the licensee's audit program evaluates the effectiveness of the change and its implementation

27, A The licensee shall comply with the requirements for "Increased Controls for Licensees that Possess
Sources Containing Radioactive Matenal Quantities of Concern" (IC) (Accession No ML053130364)
as Attachment 6 to the "Order Imposing tncreased Controls" (ADAMS Accession No. ML053130218)
published in the Federal Register on December 1.2005 (70 FR 72128); and with the"0rder Imposing
Fingerprinting and Criminal History Records Check Requirements for Unescorted Access to Certain
Radioactive Materials (FingerprintingOrder) (ADAMS Accession No ML073230831) published in
the Federal Register on December 13, 2007 (72 FR 70901)
B The licensee shall complete implementation of the said requrrements by the first day lhal
radionuclides in quantittes of concern are possessed at or above the limits specified in "Table 1

Radionuclides of Concern' contained within the FingerprintingOrder (ADAMS Accession No
ML080160582)

C No~ithstand~ng
any provisions of the Commission's regulations to the contrary, all measures
impiemented or actions taken in response to these Orders shall be maintained until the Cornmission
orders othenvtse or until the Commission explicitly modifies its regulaltons to reflect the increased
controls and fingerprinting requirements, and states in modifying 11sregulations that the revisions are
to supercede these Orders

1
License Numbw

24-00167-11

MATERIALS LICENSE

Dockct or Reference Ndmber

030-02271
Amendment No 75

SUPPLEMENTARY SHEET

D The licensee shall nobfy the Director, Office of Federal and State Materials and Environmental
Management Programs, U S NRC, Washington, DC, 20555, in writing. within 25 days after it has
completed the requirements of this condition In addition, licensee responses applicable to this
license condition shall be marked as "Secunty-Related Information Withhold Under 10 CFR 2 390."

-

28. 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 This license condition applies only to those procedures that are required lo
be submitted in accordance with the regulations Addilionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35 26
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 restrictrve
than the regulations.
A.

Application dated September 30,2002, and

0

Letters dated January 22,2003, March 28,2003, December 29,2003,March 9,2004, September
1, 2004. April 4, 2005, September 2, 2005, November 28,2005, November 30,2005, March 27,
2006. December 13,2007, January 4,2008, October 16,2008, December 5. 2008,
March 27 2009, and September 30,2009

FOR THE 0.53. NUCLEAR REGULATORY COMMISSION
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USNRC, Region I11
2443 Warrenville Road
Suite 210
Lisle, II 60532-4352
Attn: Nuclear Licensing Branch

