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) $AT$ RIALS LICENSE Amendment No. 22 1

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,

3
Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statemems 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 |
1 ' license shall be deemed to contain the corditions 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

3
conditions specified below.

y

'**"'**
In accordance with letter dated

] January 18, 1985 ||j1.
j Mercy Hospital 3. License number 14-13474-01 is amended in
j its entirety to read as follows: y

I ,-- _ h

,4. E"xpNtion dateJ 2. 800 Mercy Drive R8 a /~p# I

]
Council Bluffs, IA 51501 C,r March 31, 1990

| h 5. Docket or 7h |j h Reference No. / , 030-01741 ,
1 6. Byproduct, source,and/or N 7. Chemical and/or physical L 8. Maximum amount that licensee R

*fmay possess at any one time I1 special nuclear material form
l CQ mD f/ *dnder this license

Ifm

1
#. ,,y,. A

- |
A.Anvbyproductmater[a1' % Anyradiopharmaceutic$1 (A.Asnecessaryfor1 I

1 listed in Groups I b
'

listedr:iiPGrou'ps(E3 uses authorized I#

{ U)d II/of Schadsle?A; O in Subitem 9.A || and II of Schedule g e

1 Section 35.100 of V Sectiorh35b100'ofA?'
g

49 k1 10 CFR 35 h - h Q 10sCFR 35 & J n/f iW w~ pm;orm
_ 'in 9 5 1

1 m 4 a

5%*B.Anijf1 B. Any byproduct material
listed in Group III h Group JI![o'ffSchedule A <18.2 curiesJ of each byproduct I

) Schedule A, Section @gySe6tiont35V100%f% , CgC9 material authorized g~.

30CFR-|35 't in Subitem 6.B

/h) C. Any ra/ n%
"

1 35.100 of 10 CFR 35 y

'f/ l W / \ p
"

1 /
diopharmaceutica1Q C. As necessary for p1 C. Any byproduct material y

/ listedinGroupIVofp uses authorized II listed in Group IV of
J Schedule A Section vSchedule A, Section in Subitem 9.C I
l 35.100 of 10 CFR 35 9 35 100,0f.10iCFRv35 E

I n g n
f D. Any byproduct material D. Any radiopharmaceutical D. As necessary for g

1 listed in Group V of listed in Group V of uses authorized p

1 Schedule A Section Schedule A', Section in Subitem 9.D I

| 35.100 of 10 CFR 35 35.100 of 10 CFR 35 |
'
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License number

14-13474-01
=

MATERIALS LICENSE pock.: or nererence number
SUPPLEMENTARY SHEET

(030-01741

L
Amendment No. 22 (

6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that (
and/or special nuclear physical form licensee may possess

3

material at any one time i

under this license ;.

E. Xenon-133 E. Gas or gas in solution E.150 millicuries ;
that is the subject

z

ofanactive(i.e.,not :

withdrawn or terminated) r

e Dru Application" '

j al rcPo6by FDA or
C jwhadtid S.id foA '

c,Vwithdrawn, termi[na(edy |

or on " clinical hold"7 p~
-

V :

" Notice of Claimed
fh InvestigationalExemtion)h

_

:

for a New Drug" (IND o/ A
"

h that has been accep '

D FDA b'-f O ih- A
le@d/sbu ce Ef g 14 millicuriesF. Americium-241 $ Pt r

erfhamdor.(Ndsl' $ ,||f :
e$ t

W DO k% U
m D%1 i Amonm #e ,wu -

'

9. Authorized Use ~L j- fj y |
''

,

A.Anydiagnosticprocehgliste hd3 aridiItofg/chedul , Section 35.100 -

of Title 10, Code of FMeral R T h / 7$ t

f |}j \'8 hfy &
B. Preparation and use of ra pharmaceuti a3g fo any diagnq ft procedure listed in |

i Group III of Schedule A, Jrpn 35.100 of Title 10, Codg Federal Regulations. ;

C. Any therapeutic procedure listed 3tLar.up4p o_fgchuleA,Section35.100ofTitle 10, Code of Federal Regulations #t f
_

D. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of
-

'

Title 10, Code of Federal Regulations. ;

fE. Blood flow studies. Pulmonary function studies,

F. To be used in Searle Anatomic Marker Model No. SS-10244. [

CONDITIONS ;

10. Licensed material shall be used only at licensee's facilities located at Mercy I
Hospital, 800 Mercy Drive, Council Bluffs, Iowa. [

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 {

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

L>
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SUPPLEMENTARY SHEET I030-01741
I

fAmendment No. 22
I

12. - Licensed material listed in Item 6 above is authorized for use by, or under the
|supervision of the following individual (s) for the materials and uses indicated:

Lawrence W. Keefe, M.D. Groups I, II, III, IV and V [
Xenon-133 |
Americium-241 1

I

Jerome C. Tanous, M.D. Groups I, II, III and IV l

LXenon-133

fAmericium-241

h endar year, a visiting physician13. Foraperiodnottoexceedsxt), a

is authorized to use lice paterial for human us er the terms of this license, i
IAprovided the visiting p an:

(a)~ Has the prior wrihn permission of the hospital's Ah istrator and its Medical [
Isotopes Commit e, p

(b) Is specificalh/ named 'hda r on a Nuclea latory Coqmission license i

authorizing hIuman use, and g) y] (> [
(c) Performs on1 hose roIehiY fohhikh $pecifical authorized by a fNuclear Regu etary CD issfon Q cense /, L

The licensee shal maint i. i spe$ oNni kon,Upiesofthewritten
,of thezl Lpermission specifi n5(6 (a}j;st!
Wa)'Abe 'h,inense(3 specified inSubitems (b) and ( oveQ c intai for five (5) years F

from the time the 1 ee g t it " fs o u' "r Sub (a)above. j
f n

14. Licensed material shall used in acc h wit the sions of f
Section35.14(b)(c)(e)a (f) of Title 10, Code of F Regulations. [

/ \ L

Each sealed source contain't licenged ma 1, other than Hydrogen 3, [15. A.
with a half-life greater th n tdfrtyfdays)ter in any form other than gas

g

~

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

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

B. The test shall be capable of detecting the presence of 0.005 microcurie of [radioactive material on the test sample. The test sample shall be taken from [
the sealed source or from the surfaces of the device in which the sealed source L

is permanently mounted or stored on which one might expect contamination to I

accumulate. Records of leak test results shall be kept in units of microcuries i
Land maintained for inspection by the Connission.

L
L

l
i

I
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MATERIALS LICENSE
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SUPPLEMENTARY SHEET 030-01741 I
|

fAmendment No. 22
I

C. If the test reveals the presence of 0.005 microcurie or more of removable I

contamination, the licensee shall imediately withdraw the sealed source from I
Iuse and shall cause it to be decontaminated and repaired or to be disposed of in

accordance-with Comission regulations. A report shall be filed within five [
(5) days of the test with the U. S. Nuclear Regulatory Comission, Region III, [

799 Roosevelt Road, Glen Ellyn, Illinois 60137, describing the equipment [
involved, the test results, and the corrective action taken. [

[
LD. Tests for leakage and/or contamination shall be perfomed by the licensee or by

other persons specifically authorized by the Comission or an Agreement State to
perform such services. Q

16. Patients containing Iodin Pf6r the treatment of oid carcinoma (or patients [

containing therapeutic g%dllicuries or less. ties of Gold 198) shall
hospitalized until the [tw

residual activity is 3 'O I
hold radioactive material-witfh physical half-life of f17. The licensee is aut ie

#
less than 65 days dec orage before dis ^1' 15 ordfaary trash provided: [Q r

nershall[dheldfordecaya [fA. RadioactiveVestetobe;d s d o~f 36 th; pt

minimumofteg(10) half j O [
i Es

B. Prior to dishesal as rrifali,k e, radio ~ cti aste,shal. e mcnitored to L

Q ip' 01'shed m background with ;determine tha its Ya bac~ti it . s1
typical low-1 el labb sd / uelentsW AIT rad ion labels will be

jj$removed or obyherat{d | *1 |b

Generator colurM hall? ) ey may N monitored separately IC.

hr. pisposap [

eg
to ensure decay ackgroun 1 e

4 O^

18. Sealed sources shall not gp7penedbythelicensee.
-

Except as specifically provided! henwisq(byAist(icense, the licensee shall possess[i 19.
and use licensed material descri edihT T,t ms 4, 7',' and 8 of this license in g

'

ments, epresen tions, and procedures containe in applications tl accordance with sta
| dated'Septemb r 26 1979 andyMay 30 980; letters dated" November 1 1979, r9
| / September 17(1980 and" September 14 982; and Model ALARA Program as contained in
| Appendix 0 of Regulatory Guide 10.8, October 1980. The Nuclear Regulatory
| Comission's regulations shall govern the licensee's statements in applications or hletters, unless the statements are more restrictive than the regulations. ;;

L
-

. .

L

h

| For the U.S. Nuclear Regulatory Comission [
| L

l

! L
Original Signed |

Date March 29, 1985
_

By Bruce S. Mallett t
Materials Licensing Section, Region III L
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