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Nj MATERIALS LICENSEAmendment No. 09 i
Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,

j Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations y

1 heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, g

1 - source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to |
1 deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This N
1 license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is N

subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any

z conditions specified below. g

1 pb.censee
j In accordance with application y

received October 23, 1984 |
1. St. Anthony Medical Center 3. License number 13-15933-01 is amended ,1

in its entirety to read as follows:

' "'" N2. Main and Franciscan Road 7

h 4! hxp# ' [n'd, ate1rsti July 31, 19901 Crown Point, IN 46307

1 b i
*/ % 030-10047 |5. Docket orj . .-

Reference No. +f g1
_'

.

1 6. Byproduct, source,and/or 7. Chemical and/or physical L8.. Maximum amount that licensee E
,

'

'h \
. , $may possess at any one time I3 mecial nuclear material form

l / . tinder this license N%

A. Any byproduct material' ADAnyradiopharmacekiYa~$ A. As necessary for g

1 listedinGroupsI/% Qklisted IR;GroupseIG ( ) uses authorized |
3 and II of Schedule 4, hkandIIofSchdduleEA; g* in Subitem 9.A Rfl Section 35.100 of M Q Se'ction 351100 of? A R

10 CFR 35 % % IOkiO[CFR'35 " /M3 /, Q 8

B. Any byproduct mate i 1 k. foN fli t rB 2 curies y
j listed in Group III of W M 9 Gro6p' III*ofISchedule>A,' 4 of each byproduct g

D[y k'tSEction|35'.|160ioff gh)
[*materialauthorized1 Schedule A, Section W Hh l0 CFRf35 h '" - T in Subitem 6.B $1 35.100 of 10 CFR 35

~

1 g/ O y//@ M Jg) E

l C. Any byproduct materia 1 V ,^ C.Anyr'dioph'a'rmaceuticalM* C. As necessary for Na
listed in Group IV of k listed"in Group-IV of uses authorized Nl

Schedule A, Section h Schedule A, Section D in Subitem 9.C

1 35.100 of 10 CFR 35 Y35.100 of 10 CFR7353

1
q w a my y-

#1 n n
D. Any byproduct material D. Any radiopharmaceutical D. As necessary for N

listed in Group V of listed in Group V of uses authorized E

l
|Schedule A, Section Schedule A, Section in Subitem 9.D

] 35.100 of 10 CFR 35 35.100 of 10 CFR 35 .y

B
E. Any byproduct material E. Any sealed source E. 1 curie (

listed in Group VI of lisced in Group VI of total for all N
I Schedule A, Section Schedule A, Section sources authorized N

|35.100 of 10 CFR 35 35.100 of 10 CFR 35 in Subitem 6.E

i i
1 W
l N
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Lic3nse number |-
| 13-15933-01 I
| MATERIALS LICENSE Ig,,,,,,,g,f,,,,,,,,,,,,
| SUPPLEMENTARY SHEET 030-10047 E
I E
I IAmendment No. 09y g

I I
I C

I F. Xenon-133 F. Gas or gas in solution F. 100 millicuries L

I that is the subject E

f of an active (i.e., not f
; withdrawn or terminated) g
; "New Drug Application" g

| (NDA) approved by FDA or [
l an active (i.e., not L
N withdrawn, terminated I
U or on " clinical hold") I
U " Notice of Claimed f
| IEve'sY.ig'~t'iEnd1jFiemption g-4 a

h '$for a New Drug" (IND) ) [ O
\ [-|

that has been accept'ed s t|
i h by FDA L-
i t\s G. Prepackaged kits ,fG.3 mil 11 curies bI
|G.AnybyproductmaterialQ \l'\ 8 [8 '4 of each byproduct hi

s

/listed in Section -

DQ'N ffM Q in Subitem 6.G [
g 31.11(a) of 10 CFR 31/, material authorized [
g a" D; M ,mp
i C in ')ill.sSealed>isource Am/Mi tn
1 II. Americium 241 Q' ersham/ k.12 sources not to E

I M S'earleOfodelio'/siCt24 , ~~2 exceed 15 I
I b /, 1 9 *,4 syf;T jf / h millicuries each I-

cn u v~nrrmmm i|9.AuthorizedUse
s

g Dwif iq 'M

NA.Anydiagnosticprocedurallistedfin(GroupsflIi|s[ng $) 'l i
9 1 ' '/4 Q [

l h 9'hh tk([ Schedule $9Section35.100
.

N E-

iI of [-

! of Title 10, Code of Fe'deral R'ep,ulahlons','7 TWM 4[9 %) C

f Cr IN

y# v/.\p
B.Preparationanduseofradfopharmaceutica'Isforanydiagno_sheprocedurelistedin f

g{ Group III of Schedule A, Sedtfo'n 35.100 of Title 10, Cods]of Federal Regulations. g
1 w!

M

'
he C

3'C. Any therapeutic procedure listed iniGrot$p Ilof/Sch2ddle A, Section 35.100 of C

H Title 10, Code of Federal Regulations.'' N #* E

N I
fD.AnytherapeuticprocedurelistedinGroupVofScheduleA,Section35.100of
y Title 10, Code of Federal Regulations. t1

I
I L
| E. Any procedure listed in Group VI of Schedule A, Section 35.100 of Title 10, Code [
N of Federal Regulations. [
l E

F. Blood flow studies. Pulmonary function studies. f
i c
| C

1 C
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'] W License number p

1 13-15933-01 I
l MATERIALS LICENSE Inocket or nererence number
J SUPPLEMENTARY SHEET 030-10047 E

] I
1 IAmendment No. 09) y

1 N

] G. --In vitro . studies N

] N

I H. To be used in a Siemens Gammasonics Model 035-42300C source assembly as a motion E

correction point source in conjunction with a gamma camera imaging system. |
1 I
) CONDITIONS |
1 1
1 10. Licensed material shall be used only at licensee's facilities located at Main and a
J Franciscan Road, Crown Point, Indiana. E

1 II
1 11. The licensee shall comply with the provisions of, Title 10, Chapter 1, Code of Federal |Regulations, Part 19, " Notices,(In3tincti5ns7ahd 1(eports to Workers; Inspections" and g

Part 20, " Standards for Protection' Against Radi3tio'n!" d ,
~

g3

sd' p( N
1 ,A
1 12. Licensed material listed in Item 6 above is authorized for use by, or under the ,-

s y

1 supervision of, the folloUing individual (s) for the materihls and uses indicated: E

1 N #h E
s a y3 Leon Kinasiewicz, M.D3 N.N Groups I, II,-III', IV a'nd V y

z '[ Qh Xenon-133 [ T 6 p
"

Q
*A} (N

eIn: vitro studies {} Nj
'' ) *g gJM hj

^\[/ /[G'rou[ps 1, I'I and III O n1 J.K. Dixit,M.D.((
d \h L iinitri) studies B1 I ~~p

$ 5enon- 3 i J/f.{ 7:a mun/h m~ >g , Groups [133
: ,,

j H. S. Kim, M.D. WR! ( I,IIandfIII Q R

hA N @d [ Q #einda-'*"NIn~vlf rFs'tu' dies0) |

% $1 ,e-

T['j b N); p
^ Y, ('|' |Q Q ;Qu f \)

m ss
3 Abdul J. Kahn, M.D. k/ u , Group)VI 4f q.y u O Na

V)- \ i3 / Group VI D"i Mir J. Shah, M.D.
j!j w/

, je
j 13. For a period not to exceed sixty (60)!;dayli inlany calendar year, a visiting physicianI

] is authorized to use licensed materi'al fo'r' hui$a'n use under the terms of this license,
3 provided the visiting physician: ! i

J 8

h (a) Has the prior written permission of the hospital's Administrator and its Medical |
j! Isotopes Committee, and R

,

,

1
1 > '

]! (b) Is specifically named as a user on a Nuclear Regulatory Commission license E

li authorizing human use, and E

31 E 1

II (c) Performs only those procedures for which he is specifically authorized by a '

f, Nuclear Regulatory Commission license.
i

1 8

1 E

1 E

1 1
'
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I License number I

'

i 13-15933-01 l
I MATERIALS LICENSE |pocket or aererence number
| SUPPLEMENTARY SHEET 030-10047 L
I E
I L
g Amendment No. 09 g
i I
| The licensee shall maintain for inspection by the Commission, copies of the written E
I permission specified in Subitem (a) above and of the license (s) specified in L
I Subitems'(b) and (c) above. These records shall be maintained for five (5) years [

| from the time the licensee grants its permission under Subitem (a) above. (
l L
| 14.. Licensed material shall be used in accordance with the provisions of t
| Section 35.14(b)(c)(c) and (f) of Title 10, Code of Federal Regulations. L
I [
l 15. A. (1) Each sealed source containing licensed material, other than Hydrogen 3, [

| with a half-life greater than thirty days and in any form other than gas f
' shall be tested for leakaga-and/orrcontamination at intervals not to exceed t
q six months. IntheabseEceIbfalc7r$1dicatefromatransferorindicating g

| that a test has been mIdb within six moriths' prior to the transfer, a sealed t
rom"another person shall nl>tgbej ut into use until tested.I source receive p

I (2) Not'withstandi'agtheperiodicleaktestrequiredhhthiscondition,any L
I licensed sealed source is exempt from such leak tesCs when the source
| contains 160) micro' curies or less of beta and/dr/ gam'ma* emitting material or h10 microcsries or less'of alpha emitting'ina'teFial. t

~~i
g

Dh \ p.;:n ' /N ) Ecleaktesttrequire$byrthsfconditiondoe(s-notapplytosealed
i
I (3) The peri [
l sources tl[at are stored fand no't being \ised.If The sourhes excepted from this

f
~

I test shall', be tested;for\ leakage %91orjo' any use or transfer to another
I

person uhless th'ey' have'bEen$ leak. te' fAdSithiri six mo'nths prior to the hs

f
date of had or hrdusferP[ff | 8 v

M b p

The test shallh cap'alile[id detecting ||
'

[D v YO', h h [MIk '1
~ 'Ipresenc, eof 0.,005microcurieof [

|
| B. c
l radioactive materlal o'nT'3h'e W est s'a'mple O Th'eT est samp1'e9 hall be taken from [#

t
l the sealed sourc'e,or fr'o'm tiidisurfaceFof)thefdevice irCwhich the sealed source [i

U| is permanently mounted or stored'ord which onE m'ight eipect contamination to
{f accumulate. Records]of leak test 'r'esitIts shall be 4'ept in units of microcuries g

y and maintained for inspection by the Commission. Y t,

l N. .h I
C. If the test reveals the presence ~4I{i

\ofsd.005 microcurie or more of removable [
l contamination, the licensee shall'immedidEely withdraw the sealed source from E

|| use and shall cause it to be decontaminated and repaired or to be disposed of in ff accordance with Commission regulations. A report shall be filed within five
g

g (5) days of the test with the U. S. Nuclear Regulatory Commission, Region III, t
4 799 Roosevcit Road, Glen Ellyn, Illinois 60137, describing the equipment t
|! involved, the test results, and the corrective action taken. E

g L

I D. Tests for leakage and/or contamination shall be performed by or by other [
persons specifically authorized by the Commission or an Agreement State to f

g perform such services. t
I L

1 E
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I L

1 I
I f
| COPY L

1 C

kr r-m=%iiWr2rW.mEfmWEwWiaOnisiaDumsmerinMm2simimTritisedWiNC#NW
_-__-_-



p-----------------------mm--mmmmmmmm-Ammmmmmmmm----mmmmuy
| NRG Form 374A . U.S. NUCLEAR REGULATORY COMMISSION !PAGE oF PACES
| p so'

License number - |
1 13-15993-01 |
| MATERIALS LICENSE Ipocket or Reference number
I SUPPLEMENTARY SHEET 030-10047 N

I R

I P
g Amendment No. 09 y

I >
| 16. Patients containing Cobalt 60, Cesium 137 or Iridium 192 implants shall remain N

1 hospitalized until a source count and surveys made with an appropriate radiation N

I detection instrument indicate that all implants have been removed. The results of E

| these surveys shall be recorded and maintained for inspection by the Commission for |
g five (5) years from the time the implants are removed, y

i N
q 17. Patients containing Iodine 131 for the treatment of thyroid carcinoma (or patients |
I containing therapeutic quantities of Gold 198) shall remain hospitalized until the 1

I residual activity is 30 mil 11 curies or less. E

1 i
N 18. The licensee is authorized to hold radioactive material with a physical half-life of

| 1ess than 65 days for decay-in-sto9ageibe'f'or'el disp # ( 9
'osal in ordinary trash provided: |

1 \k N,

| A. Radioactive waste to..bejdlsposed of in this mannerjshall be held for decay a N

1 minimum of ten (10 half-lives.

-|
B. Prior to disposal'as, normal waste, radioactive waste,shall be monitored to

y
determine that'its radioactivity cannot be distinguished,from background with |g
typical low-level laborator'yxsurvey instruments.M All radiation labels will be i

g removed or oblijerated. . Q \ c.g |%[;s/ () N
'

.

E|t S= } je ! nGenerator co16 ,ns shall be segregated s'o that 4 hey may be monitored separately Nl' C. m
NN to ensure decay; to background: levels prior / 6[ disposal. p
N

t
g

i g ;rm;. '.
% # . . -

. ;c am / s. .T %, ~ ~ ' y4 Except as specific #a,allyprovidedotherwiso;)yithis-lice,nse,'the;1icenseeshallpossess y19.g

( and use licensed material' described 'IMItems f6is7, and 8,of this;11 cense in E

~

g accordance with sta{cinents",' representatio'ns! [5ndSprocedures c6ntained in application [
~

Rj receivedOctober23Q1984; 1sterf receipe'd'Nov'emberc13, 1984,bletter dated I
Gj June 10, 1985; model ALARA p'rograsas/corit'ained in; A'ppendix(0)of Regulatory Guide
I

the licensee's statement (/in,applicatidris or;Commiks~1on's regulations shall governg:10.8, October, 1980. Thd Nuclear Regulatory
letters, unfess the statements are gi

g! more restrictive than the' reg'ulations. '@ g

g( s4 if E;
-p 1, t, k, y g:

g r. jr ,s g;

g E
lg E

pt E

p' E

E
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gi N
l W
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1 >
g For the U.S. Nuclear Regulatory Commission te

i
N U

4 P

'4 Original Signed |fDateJune21, 1985 By James Mu11auer y

! g Materials Licensing Section, Region III pi
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