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MATERIALS LICENSE
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A I Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, I
Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations f

' heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, [
source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to [
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This L

license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is I
subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any I
conditions specified below. f

In accordance with application dated f
Licensee

April 22, 1985 h
], St. Mary's Hospital Medical Center 3. License number 48-00919-03 is amended in |L

its entirety to read as follows: L

?O2' 720 South Mills Street .

'4! k'p r tion $ ate June 30, 1990 fMadison, WI 53715 C xv tJ 5. Docket or "'/ A 030 03413 Lh Reference No. /
3 t

6. Byproduct, source,and/or A 7. Chemical and/or physical L8. Maximum amount that licensee f
$may possess at any one time I%special nuclear material form

h) ~NN
-n

[$/ . d'nder this license 5

ca . As necessary for fA.Anybyproductmaterldi $h Any radiopharmace
listedinGroupsIh hh11sted;(n~, Groups /IIj () uses authorized [
and II of Schedule A A Jeand IIfof Schedd1E A, O *" 8"'**** ' ^ '
Scction 35.100 of M, iO Section,351100)on 3 L

10 CFR 35 p '$i { fg /W0 FR 35
/ 7

'fn ) sATi g g s E M - & m t~
B. Ar.y byproduct material - e B."Any; formalistedtin UM;. ' eB. 3 curies. g

D J.C Group p'i35 1002of f
II[oftSchedule?A;- 4 of each byproduct tlisted in Group III of

Schedule A, Section Y NM N Sic 31on f material authorized t

lhDWCFR(35h"%)icalC.h35.100 of 10 CFR 35 h $ in Subitem 6.B [

'.N W|{MhL O CV
Any'rhdikilarmaceut C. As necessary for IC. Any byproduct materia 1 Y C

flisted in Group IV of / listed"in Group IV of uses authorized
Schedule A, Section h Schedulo A, Section N in Subitem 9.C g

35.100 of 10 CFR 35 9 35.100 of 10 CFib35 t
q w 4,1 A r

C6 yr
D.'Any byproduct material D. Any radiApharmaceutical D. As necessary for C

'

listed in Group V of listed in Group V of uses authorized
Schedule A, Section Schedule A, Section in Subitem 9.D
35.100 of 10 CFR 35 35.100 of 10 CFR 35 g

[
E. Xenon-133 E. Gas or gas in solution E. 500 mil 11 curies t

that is the subject L

of an active (i.e., not [
withdrawn or terminated) I
"New Drug Application" f(NDA) approved by FDA or t
an active (i.e., not t
withdrawn, terminated [
or on " clinical hold") L

" Notice of Claimed [
Investigational Exemption f

I

30 t at ha b n ac p d i

|
'

48-00919-03 PDR by FDA I i et
ML M
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MATERIALS LICENRE
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SUPPLEMENTARY SHEET

f030 03413
I L
| Amendment No. 23 [

l F
6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that L

I and/or special nuclear physical form licensee may possess
materialg at any one time

[under this license (

| F. Any byproduct material F. Prepackaged kits F. 3 mil 11 curies

I
listed in Section of each byproduct E

31.11(a) of 10 CFR 31 material authorized I
in Subitem 6.F [

I
I L
g G. Americium-241

G. SealeJ sour g p , ion G. 14 mil 11 curies
Ldaersham'Corporat f|

. (3 ( Model AMC-24)*(
f|

I % L
I 9. Authorized Use V E

| A "O t
A. Any diagnostic procedure listed in Groups I and II of Schedule #h Section 35.100 :g

| of Title 10, Code of F ral'R ns.

B. Preparation and use % radiopharmaceutics}s'for)a diagnostic procedure listed in [Group III of Schedule A, SectiorE35'.'106 of Title /CodeofFederalRegulations.l r
" $ k$ pN hh
|
C. Any therapeutic procedure lidtedTin'..Gr(oup IV of Schedu13 A [

Sectio'iP35.100 of r

N f[/h' )/,' hy Title 10, Code of Fe e al RehlatioEisw " V D

D.Anytherapeuticprocedure1[TdAstkiidhfi G"Idk |y'o| |S > [|
duleEA,ssection%35.100 of ;|

I Title 10, Code of Feddra'l Reg 51a'tfons, f[ sd N [
l Q> R)CC yn y % ;
I E. Blood flow studies. Pulmonary funct n

i v uun +hsu' dies

:gF. In vitro studies. %/ =

1 k b

G. To be used in Searle Analytic Anatodical Marker p# VI odelvSS-10244. |
'T ' W ,A., s :| <

l CONDITIONS ' $
1 L

| fI10. Licensed material shall be used only at the licensee's facilities located at
j 707 S. Mills Street, Madison, Wisconsin. [
N i|11. .The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal ;
| Regulations, Part 19, " Notices, Instructions and Reports to Workers; Inspections" and E

Part 20, " Standards for Protection Against Radiation."
{

t :
|| L~

|'| t
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SUPPLEMENT ARY SHEET |030 03413
y

|
Amendment No. 23 |

|
12. Licensed material listed in Item 6 above is authorized for use by, or under the I

supervision of, the following individual (s) for the materials and uses indicated: I
I

Stephen Dudiak, M.D. Groups I, II, III, IV and V |
Xenon-133 y

h vitro studies |

Ivan Knezevic, M.D. Groups I, II, III, IV and V
Xenon-133 I

h vitro studies |
George F. Roggensack, M.D. h h6poupsI,IIandIII

hedon 33
h

Richard D. Lindgren, M.D Groups'I f I, II', IV and V E

Xenon-133
In vitro;stIdies yu

b k[,/ A |
Tamnit Ansusinha, MfDj Q Groups' I, II and III |

h +k
fed 6n~-133 C 1e
Ph'osphorus-32g(soluble) for therapy N'

k $s Indine-131 for-treatment of |p 7j% hyperthyroididm and thyroid
% car / noma D y

g

h9 f/ fM %% c a|y|s i
paycalstidiryearhavisitingphysicianForaperiodnottoexceek J(6 y13. i

is authorized to usdd cen EdYsator EL dumedys, edin' der the' terms of this license, Nr

providedthevisiting)hysicTadi.* .[ VM$t' W N.
y. gY y ' i

(a) Has the prior writt.en permission o' he hosp 's Adelnistrator and its Medical
'# g

Isotopes Committee,#inii V y0 >
(b) Is specifically named as a usergn a Nuclear egulatory Commission license E.

authorizing human use, and''"i ggy
(c) Performs only those procedures for which he is specifically authorized by a |

Nuclear Regulatory Commission license. g

1
The licensee shall maintain for inspection by the Commission, copies of the written p

permission. specified in Subitem (a) above and of the license (s) specified in i

Subitems (b) and (c) above. These records shall be maintained for five (5) years I
from the time the licensee grants its permission under Subitem (a) above. |

1
- 14. Licensed material shall be used in accordance with the provisions of g

Section 35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulations. g

I
>
|
R

I
i
1

I,

COPY f:
M .

L----m--mm,-----mm----mmm- ,---v ---,m,--m-mmm-------- 2



.

mummmmmmmmmmmmmmmmmmmmmdat-mmmmmmmmmmmmmmummm------mmmmq
NIC Form 374A U.S. NUCLEAR RE'ULATCRY COMMISSION 4 5

|PAGE og Paces
Lic;nse number p

|
48-00 m -03* MATERIALS LICENSE

* * * ' * * * " " "
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g

I
Amendment No. 23 |

N

15. A. (1) Each sealed source containing licensed material, other than Hydrogen 3, I
with a half-life greater than thirty days and in any form other than gas I

Ishall be tested for leakage and/or contamination at intervals not to exceed
six months. In the absence of a certificate from a transferor indicating |
that a test has been made within six months prior to the transfer, a sealed y

source received from another person shall not be put into use until tested. |

(2) Notwithstanding the periodic leak test required by this condition, any

flicensed sealed source is exempt from such leak tests when the source
contains 100 microcuries or less of beta and/or gamma emitting material or y

10 microcuries or less of alp \ha{cmittingmaterial. g

C. M '% fi ngfdetectingthepr(esenco3of0.005microcurieofB. Thetestshallbecapaple. I
radioactive material on the test sample. The tesDhahple shall be taken from Ig

i Ithe sealed source obJrom the surfaces of the device / ngwhich the sealed source
is permanently mounted or stored on which one might elpect contamination to |accumulate. Recpr'dstof leak test results shall b2 kept#[d units of microcuries y
and maintained lo't inipe'lition by the Commissions N 2 g

h b N N

IfthetestrpealsthepresenceoP0;005n}Icrocurieormofe)ofremovable iC.
contamination, l' E

use and shall*jhe licensee @ha)1 im edi'ately['i/iEhdraw the) sealed source fromcouse it toibe decontamindted and fepaired or-t'o be disposed of in N

accordance with.CommipioElei;ugt'foAd?A}re*plird shall be "fTled within five|
(5) days of tfie test W I5h thn % fg Nuclea~fpRdgtilato'ry Comm'iission, Region III, p

- involved, the tost reillitsi}7'and Eh*e' idir799 Roosevelt R ad, Glen',E 1yn'/hIllkAdi'sdO13T; deNi:iribing'h
l the equipment |

tive actilon taken bf
9Myuh } d 11'bs@derformedGy the licensee or

f
D E

D. Tests for leakagdsand/ordondmfiig onts

by other personsipbcifidallyYauth6rlfed) y ,the Commiss'56n or an AgreementState to perform s'uc,h ervices. 7 "#

PatientscontainingIodine'1hforthetreatmentofthyridcarcinoma(orpatients p16. ,i

containing therapeutic quantities /of Gold 198) hall' remain hospitalized until the
pPresidual activity is 30 millicurids or*1e :

17. The licensee is authorized to hold radioactive material with a physical half-life of |
1ess than 65 days for decay-in-storage before disposal in ordinary trash provided: ;

I
A. Radioactive waste to be disposed of in this manner shall be held for decay a E.

minimum of ten (10) half-lives. N

I

|B. Prior to disposal as normal waste, radioactive waste shall be monitored to
determine that its radioactivity cannot be distinguished from background with y
typical low-level laboratory survey instruments. All radiation labels will be p |

|removed or obliterated. p

|
C. Generator columns shall be segregated so that they may be monitored separately 5

to ensure decay to background levels prior to disposal.

i

|
,
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|PAGE o, PAGEsUE License number p
*

48-00919-03 1.

MATERIALS LICENSE Inocket or Reference number
SUPPLEMENTARY SHEET 1030-03413

- I
I

Amendment No. 23 y

i
18. Sealed sources containing licensed material shall not be opened. I

I
19. The licensee shall establish a bioassay program for individuals handling millicurie |amounts of iodine-131 in accordance with frequencies and procedures contained in g

Regulatory Guide 8.20, " Applications of Bioassay for I-125 and I-131." |
| !

'20. Except as specifically provided otherwise by this license, the licensee shall possess I
and use licensed material described in Items 6, 7, and 8 of this license in I
accordance with statements, representations, and procedures contained in application |dated April 22, 1985; letter dated August 30, 1978; and Model ALARA Program as g i

Regulatory Commission's regulationDshdllacontained in Appendix 0 of RegulatoryrGuide 10 8,fie licensee's statements
October 1980. The Nuclear y3goEeret |

In applications or letters dnic*st*the statements'/rd more restrictive than the b
regulations. \) " %/ I

@ O |
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For the U.S. Nuclear Regulatory Commission p

B

.P

N

Original Signed |Dtte May 17, 1985 By James Mu11auer y
:

Materials Licensing Section, Region III p.
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