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U.S. Nuclear Regulatory Comission

Materials Licensing

Region III

2443 Warrenville Road STE 210

Lisle, I 60532-4352 ‘ November 2, 2004

Reference: Amendment of NRC license # 22-32236-01
HealthEast Woodwind Hospital, Woodbury, MN 55125

Dear Sirs:

Enclosed please find two (2) copies of a request to amend our NRC License # 22-32236-01 to add
Authorized Users for radiopharmaceutical therapy under 35.300 and conduct clinical procedures
using greater than 30 microcuries of Iodine-125 or Iodine I-131. Information regarding the
Authorized Users for radiopharmaceutical therapy under 35.300 is provided.

Amend the current NRC License to add:

Authorized Users for radiopharmaceutical therapy under 35.300 for clinical procedures using >
30 microcuries of Todine-125 or Iodine 131

As per NRC Form 313 and Applicable Items from NRC Regulatory Guide 10.8 Revision 2 and 10
CFR Part 35 the following information applies:

Item 7. Individuals Responsible for Radiation Safety Program ( Authorized Users):

All of the following proposed Authorized Users are currently listed as Authorized Users on NRC
License # 22-01448-01, HeathEast-St. Joseph’s Hospital, 69 West Exchange Street, St Paul, MN
55102 for 35.300

Authorized Users Materials and Use
For material in CFR Part—
1. Carl Bretzke, MD 35.300
2. Steven C. Hommeyer, MD 35.300
3. Timothy V. Myers, MD 35.300
4, Jeffrey M Barkmeier, MD 35.300
5. Mark W. Berger, MD 35.300
6. Joseph J. Baraga, MD 35.300
7. Dominic F. Frecentese, MD 35.300
8. Ronnell A Hansen, MD 35.300

9. Michael Steven Rosenberg, MD 35.300

Contact Person;

Deb Bauer

HealthEast Woodwinds Hospital

Outpatient Services

1925 Woodwinds Drive

Woodbury, MN 55125 Phone: 615-232-6802 Fax: 615-232-0654

Sincerely,

Aoy Lt Diet ] biiot lovse Suriice

Deb Bauer, Management
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e , Amendment No. 64
MATERIALS LICENSE

“ursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
.f Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in re'iznce on statements and repre'senf'ations
heretofore made by the licensee, 2 license is hereby issued authorizing the licensee tg receive, acquire, possess, and transfer byproduct
source, and special nuclear material designated below; to use such material for the Curpose(s) and at the place(s) designated below; tc;
deliver or transfer such material to persons authorized to receivé it in accordance with the reguiations of the applicable Pari(s). This licer;se
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all

applicable rutes, regulations, and orders of the Nuélear_Regulé}thy Commission now or hereafter in effect and to any conditions specified
below. : : o

Licensee
In accordance with application dated
| June 4, 2004,
1. HealthEast - St. Joseph's Hospital . } 3. License number 22-01448-01 is amended in

its entirety to read as follows:

2. 69 West Exchange Street

) R R |#& Eypiration date November 30, 2004
St. Paul, MN 55102 e BT S ekl o. 030-02200
@) » Reference @ >
6. Bypro_duct, source, and/or special n@@? 7. Chemical and/or physical form r\ aximum amount that licensee may
material ~ - . , ,,,ssess st any one time under this

& _ licghse
A. Any byproduct materiéi.’permitte\.\..An
by 10 CFR 35,100 = =W

VoS SO A (s needed

5 B \\ w3 P

Sl e Lo
> - e=c-= (K ; 5 o=

B. Any byproduct materﬁl permitted g?n 133 , B &s needed

by 10 CFR35.200 . . Wr i SRR (/| /
v . T g B
C. Any byproduct material permifteday - C<<8nyi i i :! 1 {# C. s needed (not fo exceed
by 10 CFR 35,300 = 22 1IN @one curie of -131)
D. Any byproduct material pegmittec¥ 8%, Ap¥brachytherany Q. 2curies
by 10 CFR 35.400 /4, ~ soypggndentifiedm 10 O
9 ~ CFR'35.400 >
E. Any byproduct material identified &‘ ﬂ;en@agﬁl(g E. Asneeded
in 10 CFR 31.11
F. Uranium depleted in Uranium- F. Cadmium plaied metal F. As needed
235
G. Gadolinium-153 G. Sealed sources (North G. 4 sources not to exceed 300
American Scientific millicuries each
Mode! 3601)
H. Strontium-90 H, Sealed sources H. No single source to exceed 5
(BEBIG Model Sr0.S03 millicuries; total possession
or AEAT Model not to exceed 800 millicuries.

SICW.2)
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9. Authorized Use;

A.  Any uptake, dilution and excretion study permitted by 10 CFR 35.100.

B. Anyimaging and localization stidy permitted by 10 CFR 35.200.

C. WMedical use permitted by 10 CFR 35.300.

D. Medical use permitted by 10 CFR 35.400.

| R RE
E. Invitro studies. L€ A v, y
O

F. Shielding in a linear accefyrator- - 2 o)

G. Two sources to be used IRGADAC Laboratories TransmissigerTine S?ggce Housing VANTAGE
devices for diagnostid medicghgsengermitted by 10 CERE5500. Two sources in shipping containers
for replacement ofdbe Sourcea e . o '

- == @)

H. The source asseblies may b deEA1000 series devices for medical use
permitted by 10 CER 35.1000, _'sg-‘%efu/sed forﬁysics calibrations and
quality assurance Eﬁsting; olE; sh| h\f}%yﬂainerﬁ replacement and disposal.

il
c f %
W ; o
A\ g ~
10. Locations of Use: 7 O
e Q

A. 69 West Exchange Street, St?’a%ﬁyﬁn esota. ‘K

B. Licensed material in 10 CFR 35.100 and 35. may also be used at Bethesda Lutheran Medical
Center, 559 Capital Bivd., St. Paul, Minnesota and at the Divine Redeemer Complex located at 725
19th Avenue North, South St. Paul, Minnesota.

C. Licensed material in Subitem No. 6.H. may be used and stored at the licensee's facilities located at
69 West Exchange Street, St. Paul, Minnesota.

11. A. Radiation Safety Officer: Christopher A. Jackson, M.D.
B. Authorized Medical Physicist: ~ ~ Guy Sherwood, DABR.
12. Licensed material is only authorized for use by, or under the supervision of:
' 3 A, Individuals permitted to work as an authorized user, authorized nuclear pharmacist, and/or
T authorized medical physicist in accordance with 10 CFR 35.13 and 35.14.

I, YR te e
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B. The following individuals are authorized users for the materials and uses indicated:

Authorized Users . Materizal and Use

Jéffrey E. Magnuson, M.D. 10 CFR 35.200, 31.11 and Gd-153 in VANTAGE devices for
diagnostic medical use permitted by 35.500.

Carl Bretzke, M..D. 10 CFR 35.100, 35.200, 31.11 and Gd-153 in VANTAGE devices
for diagnostic medical use permitted by 35.500.

Eg
Steven C. Hommeyer, M.D. 31%‘CFR 35.100, 35. éOQ{ 35.300, 31. 11 and Gd-153 in VANTAGE
Q\’ devices for diagnostic meﬁ]c% use permitted by 35.500.

y D
William C. Doebler, M.D, <> 10 CFR 35,100, 35.200, 35. 308)( cluding I-131 for treatment of
Ty thyroid carcinorma), 31, “8nd ‘Gd-153 in VANTAGE devices for

2 Parnitted by 35,500,
Ly 5574 O
Frank Maguire, M.D. #= ), 35.300 (exctuding I-131 for treatment of
< id ¢  3GEG-153 in VANTAGE devices for
b (. _S=giag ' permitted by 35.500.
¥ X, “'"5 '-—" =

ez 53 in VANTAGE devices for
E rmltted@y 35.500.

B 3
Sy 200, 35. 3@(excludlng I-131 for treatment of
thyroid c3re) oma) and Gd-@:’. in VANTAGE devices for

g‘a?tlc me ; g&permutted by 35.500.

Dennis Runck, Jr., M.D. 10 CFR 00, 35.200, 35.300 (excluding I-131 for treatment of
 thyroid carcinoma) and Gd-153 in VANTAGE devices for
diagnostic medical use permitted by 35.500.
David Eckmann, M.D. 10 CFR 35.100, 35.200, 35.300, 31.11 and Gd-153 in VANTAGE
devices for diagnostic medical use permitted by 35.500.

Graydon T. Page, M.D.

Steve Johnson, M.D. 10 CFR 35.100, 35.200, 35.300, 31.11 and Gd-153 in VANTAGE
devices for diagnostic medical use permitted by 35.500.

Douglas Bruce Ketcham, M.D. 10 CFR 35.100, 35.200, 35.300 and Gd-153 in VANTAGE devices
for diagnostic medical use permitted by 35.500.

Robert H. Weinmann, IV, M.D. 10 CFR 35.100, 35.200, 35.300, 31.11 and Gd-153 in VANTAGE
devices for diagnostic medical use permitted by 35.500.

Duane O. Ytredal, M.D. 10 CFR 35.400 and strontium-80 in Novoste Model A1000 series
intravascular brachytherapy devices for medical use permitted by

18PN ST, JOSEPH S RADIOLOGY 65123235347 == N0, 7316=p. iy
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35.1000.
Michael T. Madison, M.D. 10 CFR 35.100, 35.200 and Gd-153 in VANTAGE devices for
diagnostic medical use permitted by 35.500.
Jeffrey M. Barkmeier, M.D. 10 CFR 35.100, 35.200 and Gd-153 in VANTAGE devices for
diagnostic medical use permitted by 35.500.
Mark W. Berger, M.D. 10 CFR 35.100, 35.200, 35.300 and Gd-153 in VANTAGE devices

13.

fg dggn&ﬁ&n@ic@ use permitted by 35.500.

\2
Christopher A. Jackson, M.D. e V10 CFR 35.100, 35.200, 35.?;(10 and Gd-153 in VANTAGE devices
O for diagnostic medical use per@'tted by 35.500,

Joseph J. Baraga, M.D., %h.D. 10 CFR 35.100, 35.200 ard _-G‘d-%‘g in VANTAGE devices for
dlggnostic medical ys& Baitted by 35.500.
w 5 Q]

; =
Dominic F. Frecentese: M.D.

Zlon 4 -
; .100, 39200;-35.300 and@d-153 in VANTAGE devices
gt diagrsiicy e,' -use permitted g; 36.500.

}'.‘ » 0 .-‘J ) 'S:‘"s-
Ronnell A. Hansen, M.g, Y PB PY o aY, f 30 and Bd-153 in VANTAGE devices

Q o T S i 1
Michael Steven RosenbergdM.D. 3%;} @, 032208 and gadafipium-153 in VANTAGE devices
‘(/ ¢ Far. diagansh ied' se permiffed by 35.500.
-

‘E*‘ ’
Warren McGuire, M.D. 4’/) 10 CFR 357400 and strontish-90 in Novoste Model A1000 series

htravascular brach rapy devices for medical use permitied by
8 = S

Vichaivood Liengswangwong, M.D. 10 CFR 35.400 and strontium-80 in Novoste Model A1000 series
intravascular brachytherapy device for medical use permitted by

35.1000.
Ellen E. Bellairs, M.D. 10 CFR 35.300 and 35.400.
Janel Anne Cox, M.D. 10 CFR 35400

Licensed material listed in No. H. of ltems 6., 7., 8., and 9. shall be used by or under the supervision of
an authorized user named in Condition 12., and in the physical presence of an authorized user named in
Condition 12. or a medical physicist who meets the requirements in 10 CFR 35.961. The authorized user
named in Condition 12. shall consult with a medical physicist who meets the requirements in 10 CFR
35.961 and an interventional cardiologist prior fo each treatment.

The licensee may use the Calicheck device for doing linearity tests of its dose calibrator provided it
follows the procedures in the Calcorp, Inc., manual dated March 2, 1982,
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18.

16.

17.

18.

19.

20.

The licensee may use the Lineator device for doing linearity tests of its dose calibrator provided it follows
the procedures in the Atomic Products Corporation Lineator Instructions manual dated June 20, 1083.

The licensee is authorized to transport licensed material only in accordance with the provisions of 10 CFR
Part 71, "Packaging and Transportation of Radicactive Material,"

In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

RE
In lieu of 10 CFR 35.404(b), immedia@y%ﬁe%retracﬁng%els'ogrce from the patient into its shielded
position in the Novoste A1000 se i8¢ intravascular brachytherapy@evice, a radiation survey shall be made
of the patient and the NovosteiBeta-Cath System devices with a por% radiation detection survey
instrument to confirm that tk source has been removed from the patigﬁp Records of the survey shall be
maintained in lieu of the recordTeguired in 10 CFR 35.404(c).

oy e SR : “
lieu of the invEd ten 19.C 406 fheiien
In liru of the source m\L tory req % i‘% 3 ER;’&,{M- e see shall)

A Ry =
2 AR §Z= . o
A. Promptly determirs that all so BCESH e retumed to k‘r isafe, shielded Esitlon at the conclusion of

sach Novoste A1000 seriesiintra ',:.%g)f_‘jﬁ_:‘_l;‘mﬂ‘\:'{:rlig); Se¥eatment.

% T \ §;¥ .
T i SV
B. Promptly make a s(Grvey &Ea Q3 4@ o:confitn ‘ﬂ\w\*at ~ rces have been misplaced.
NN ‘ /) §z~" “A' ,,f/j”

o TR [ Z
C. Make a record of the ghirvey g ; fﬂféﬁ IV «é’; Heptused, dgge rate expressed in mrem/hr
(uSieverts/hr), time, date and hgfmiex

of thesfariddual ipaking the suRey.
v ‘JE?V AR Z:

7 FEARN
D. Retain the record of the su’rlﬁ%in lieu of the Yecord required im0 CFR 35.406(c).

A. Sealed sources shall be tested for g aK Fﬁntaﬁmaﬁon at intervals not to exceed 6 months
or at such other intervals as specified by the ‘certificate of registration referred to in 10 CFR 32.210.

B. Inthe absence of a certificate from a transferor indicating that a ieak test has been made within
8 months prior to the transfer, a sealed source or detector cell received from another person shall not
be put into use untit tested.

C. Sealed sources need not be leak tested if:

(i) they contain not more than 100 microcuries of beta and/or gamma emitting material or not more
than 10 microcuries of alpha emitting material; or

(i) they are not designed to emit alpha particles, 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 interval, they shall be tested before use or transfer. No
sealed source or detector cell shall be stored for a period of more than 10 years without being
tested for leakage and/or contamination.
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D. The leak test shall be capable of detecting the presence of 0.005 microcurie of radioactive material

~on the test sample. If the test reveals the presence of 0.005 microcurie or more of removable
contamination, a report shall be filed with the U.S. Nuclear Regulatory Commission in accordance
with 10 CFR 30.50(b}(2), and the source shall be removed immediately from service and
decontaminated, repaired, or disposed of in accordance with Commission regulations. The report
shall be filed within 5 days of the date the leak fest result is known with the U.S. Nuclear Regulatory
Commission, Region lll, ATTN: Chief, Nuclear Materials Safety Branch, 801 Warrenville Road, Lisle,
lllinois 60532-4351. The report shall specify the source involved, the test results, and corrective
action taken.

E. Tests for leakage and/or contam@atban shall be pegn%% y the licensee or by other persons
specifically licensed by the@o mission or an Agreement Stk 32 perform such services.

21. The licensee shall conduct physical inventory every 6 montns to acc(E? for all sealed sources and/or
devices received and pogsesség under the license. Records of j¢ rventories shall be maintained for 5
years from the date of eath inverqstgyard shall include the gfiigngclides, quantities, manufacturer's

name and model numb&, and "k-g he s ry. ;(/ ) ')
-~ Q'.;}& * kj Ji
»" 22, Except as specifically sfovided oth thlsll se, th -{i shsee shall ¢ uct its program in
-7 accordance with the staiements e -w; Ay -ojg‘g,—f’ UESS b ntained N the documents, including
any enclosures, listed Qﬁl nk ’g e \ se pré@edures that are required to
be submitted in accordance wnt S TogHe "1 i) / zense cendition does not limit the

licensee's ability to -ew‘m\aﬁj radi tsc; 439 e n D «: m as p@yvided for in 10 CFR 35.26.
The U.S. Nuclear Regulatgy Co ?ffr‘ff‘e s «’«o SAHGH Sy Govern unlegg the statements,

G4

representations, and procegures infthe feenses J‘qau, atiof ,” d correspondence are more restrictive
than the regulations, 7 ,1/ ”asg T O

A. Applications dated August 17, 19%;(@: luding aft; chmt 10 C.) and March 20, 2001;
B. Letters received Aprit 5, 1991, and JuIyB 1 and

C. Letters dated September 29, 1995, February 15, 1996 (with enclosed letters dated February 15, 1996
and February 16, 1996), July 18, 1996 (with attachments), September 20, 1996, March 20, 2001, and
June 21, 2001.

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

AR 13 2004 %D@y
Date

A P‘étrlc1a J. Pelkg ~
LA Materials Licensing Branch
Region i




TN

Wooiiiﬁvinds

Hentih Qampus

-
RN ERES]
el

~ - B PR+
iy AR P -

. \ . 7&m 75 S Ui
u. i S A/\/\L,/{’gxr‘ K@/m/”‘ﬁ"/ é > |
/\70/1[[/['14(& L’A(_[flﬁ,k}

[ZL’/IZ/M E /\701(,/ ng Z/O

2\7(43 l/l/:)«//tml////(i -
sk, IL Loy 32— 435¢&

D)
5
"o
\

h
%
h
1
»
i
[
r
5
b
'
I
r.
HE
I




