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Amendment No. 03 [MATERIALS LICENSE
[

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

g
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 t
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 L

conditions specified below. ( [
- Ucensee In accordance with application dated g

April $, 1985
[

1.~ Shenandoah Memorial Hospital 3. License number 14-18903-01 is amended in [
. its entirety to read as follows: L

I
2. 300.Pershing - 7O I

f* hgh "4I 'IEp r ihdate May 31, 1990 hShenandoah, IA 51601
. r

gj 5. Docket or ,7 % 030-17340 [
Reference No. b t

6. Byproduct, source, and/or 7. Chemical and/or physical (,8 Maximum amount that licensee ;
special nuclear material form #g

y anay possess at any one time rh / ,,/nder this license L'A.Anybyproductmater/ap) yradiopharmace$1c'al' I.Asnecessaryfor h
listed in Groups I h ted;in~ Group's /If C uses-authorized ]A

,dIIfofSchedule.,Af in Subitem 9.Aand II of Schedule A an y ;
Section 35.100 of %g SectionJ5,$00) [ [e

g.10 CFR 35 H FR~35-
y p,

B.'Anybyproductmate[11
. ..

B."A oh(1hte in f y* e Q72 curies
i . ') Grg.p;III) yISchedul.listed in Group III ,of ' N of each byproduct g,

~ "tFR?
' uTbf %

LSectio(|35 sq%p$ h material authorized

[
Schedule A, Section V r
35.100 of 10 CFR 35 h 0 in Subitem 6.B

f {h h [

C. Any ra 'ri ' Group IV ofarmaceutical hC. As necessary for [pk.C. Any byproduct material
listed"i v nses authorizedlisted in Group IV of

Schedule A, Section h Schedule A, Section ni Subitem 9.C
:

f
hp5 1 0_ o - 10 CFR)y'5

35.100 of 10 CFR 35 y b3 [
c

3 6- L-
,

Di:Any byproduct material D. Any rad harmaceutical D. As necessary for L -|

i

' listed in Group V of listed in Group'V of uses authorized [ |
-

Schedule A, Section Schedule A, Section in Subitem 9.D p )35.100 of 10 CFR 35 35.100 of 10 CFR 35
[
LE. Xenon-133 E. Gas or gas in solution E. 500 mil 11 curies p

that is the subject (
of an active (i.e., not L

withdrawn or terminated) I
"New Drug Application"

f(NDA) approved by FDA or t
an active (i.e., not

[
withdrawn, terminated t
or on " clinical hold") L
" Notice of Claimed L

Investigational Exemption I

for a New Drug" (IND)
.

|
850604021'7 850515 that has been accepted 4 ( ]' REG 3 LIC30 by FDA s L14-18903-01 PDR A, COPY ] [
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License number u

14-18903-01 |
I'

Docket or Reference number
SUPPLEMENTARY SHEET 030-17340 N

l I
] IAmendment No. 03

} '9. Authorized Use |
} |
3 A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section 35.100 N

of Title 10, Code of Federal Regulations. |
3 I
J - B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in |
) Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations. I
l I
l C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of N

|Title 10,. Code of Federal Regulations.

[GhpVofSheduleA,Section35.100of |D. Any therapeutic procedure listed t UTitle 10, Code of Federal Re 1 ons.

1 E. Blood flow studies. Pulmonary function studies. # E

l N b N

l * CONDITIONS I

b W d-. |Licensed material s' hall be used^o ly at the license / Y
i 10. e acilities located at |
1 300 Pershing, Shenanloah, IolEAhh gm ~ Q |x

Thelicenseesha11Nomplywith3h${provi[siodsoft1I10, Chap $r1,CodeofFederal I
) ''

/ N

l 11.
l

Regulations, Partj, "NotfcedInstrud1EiY:$fhnli eh"rts to Wo(%kars; Inspections" and I
l .Part 20, " Standard forP'$tecI[dn' ainst ddtii>n. '
! dg w it :i r w// a |,

12. Licensed material listedtidJ d6 ovei :, orizedgoruseby,orunderthe p
J

j supervisionof,thdjo11offnA3nd tfil the adderialg'and uses indicated: E

'

l Ty D k
1 Walter G. Dukstein, . R. ' youps I,CII, III, IV and V E

s

V [ ' enon- 3[y

William E. White, M.D. -h GrotTp I, II, III, IV and V yj]| V KXenon-133 E,

T vl A ~ b ^* p'

n y% ni

William C. McClain, D.O. Groups I, II and III:

; Xenon-133
j Iodine-131 for therapy

y

) b
] 13. For a period not to exceed sixty (60) days in any calendar year, a visiting physician g

] is authorized to use' licensed material for human use under the terms of this license, p

] provided the visiting physician: I
l N

] (a) Has the prior written permission of the hospital's Administrator and its Medical |
) Isotopes Committee, and g

) N

] (b) Is specifically named as a user on a Nuclear Regulatory Commission license |
1 authorizing human use, and b

(c) Performs only those procedures for which he is specifically authorized by a
1 Nuclear Regulatory Commission license. |
l i
1 I
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I W
License number |

| 14-18903-01 |
| -MATERIALS LICENSE g**

**'***"b0-17340 II SUPPLEMENTARY SHEET
I I
I N
g Amendment No. 03 y

1 N
| The licensee shall maintain for inspection by the Commission, copies of the written i
N permission specified in Subitem (a) above and of the license (s) specified in 1
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 i
y 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. I
I I

15. Patients containing Iodine 131 for the treatment of thyroid carcinoma (or patients I
containing therapeutic quantities of Gold 198) shall remain hospitalized until the

y

g residual activity is 30 millicuries 1 s

#16. Thelicenseeisauthorizedge 1 ra ioactive mat rialswith a physical half-life of
I lessthan65daysfordecayjin-storagebeforedisposaiyingordinarytrashprovided: 1
1 y s E

N A. Radioactive wastelto be disposed of in this manner shal'1 be held for decay a I
I I

Q% d? $)| minimum of ten (10) Aalf-lives. |
B. Prior to disp 6 sal as n dbwaste,radioactivhaIesha1Tbemonitoredto#

| determine that'its radio'adivity cannot b[dfst[in'guished (fitm background with p
~

typical low-fe$el laboralo % s'arve3 }1ns'trumenis72 All radiation labels will be
I 5

removedoroQiterated.(g[g f
V

g b-= h?2. A C /, y
g Generator columns shal1< b'essegrp ated s,o atpthey/paybePC. monitored separately -

3 g g

to ensure deEay to haw rourid,M| 'p|| h 'riogthdisposal.
y'le dls *

i

N f'Niqass progra bfor individuals, handling millicurie i
.bf

~

I1.

The.licenseeshallhtabl| 17. . v

Regulatory Guide 8.2"Q,r" App'11 cat'$ce"N }Idas'sagfor I-125 6nd I-131."ffEjU$1[eifandpro'cidurescontainedin
Namountsofiodine-13Cina'cI5r"d'a1

| ihns of'B E

| Y j[ T Y
Thelicenseeshallmeasofp'gheairflowratesinitiallyqind' semi-annuallythereafter

p
18. yg

y to assure proper ventilatib,n' system performance. Rec 6}dsoftheresultsof R

g! ventilation measurements, instrument used to perform measurements, instrument g
E calibration data and person peridim^ing tlie- airf1Ed' rate tests, shall be maintained. F
q "* rw s% b

19. Except as specifically provided otherwise by this license, the licensee shall possess |and use licensed material described in Items 6, 7, and 8 of this license in
g y
y accordance with statements, representations, and procedures contained in application y
gl dated April 5,1985 and Item 24 in application dated March 3,1980; letter dated g

lI May 9, 1985; and Model ALARA Program as contained in application dated April 5, 1985. 5

1 The Nuclear Regulatory Commission's regulations shall govern the licensee's N

N statements in applications or letters, unless the statements are more restrictive E

| than the regulations. |
' i N

g For the U.S. Nuclear Regulatory Commission. p

I |
I W
I N

Original Signed

y' Date May 15, 1985 By James R. Mu11auer y
g Materials Licensing Section, Region III g
| P

! | COPY p
!
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