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Amendment No. 10 I
i MATERIALS LICENSE yg

| . Pursuant tu the Atomic Energy Act of 1954, as amended, the Energy Reoiganization Act of 1974 (Public Law 93-438), and Title 10,

g Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations y
g heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, tg
N source, anu special ruclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to ||
N deliver or transfer suu material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This b
I 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

y conditions specified below. jy
N

@lLicensee
H In accordance with letter dated ;
N June 26, 1985 @

|l- Winona Memorial Hospital Limited 3. License number 13-16404-01 is amended in
g Partnership its entirety to read as follows: !

N . r-. . ,N

, gp}
a $ (ir tion'date ||

2. 3232 N. Peridian Street. i' /
4- P September 30, 1990 ;lIndianapolis, IN 46208 De

N -p- - -

ig 5. Docket or _^f A Ig
Ig d) Reference No. # ,, 030-10966 ,
$j 6. Byproduct, source,and/or E.h 7. Chemical and/or physical b8. Maximum amount that licensee |N

, m fmay possess at any one timeN| special nuclear material form 'NN

$ h) \ S., f/ *doder this license
I

! !- b
A. Any byproduct mater'ial W@hAny radiopharma / f ,ral- ceut c A. As necessary for 4

listed in Groups I b Elliste'dtiri' Groupsf1IM uses authorized f'

I and II of Schedule;A', hk hn'd II"of SchInduie I, O in Subitem 9.A
| Section35.100of[ , Q Sectidn23511,00}}fh [ p !g

!
,

10 CFR 35 G10-CFR 35 Wire 7 ,/- ;%
| ff) QaH, Nf%fG f? 6%, 1

*,

%)

| B. Any byproduct material st'ed in [ . 5 curies !S$YB.Anhform;j
#

ScheduleA,Section@p('yg] Sectio |n,J5,100lofg
M Group III fp. Schedule'A, [ of each byproduct !| listed in Group III f

(f) material authorized Q35.100 of 10 CFR 35 v O 3 in Subitem 6.B

$C. Any byproduct material /h C. Any radiopharmaceuticaO C. As necessary for

Q chedule A, Section $
listed in Group IV of listed in Group IV o uses authorized j

y Schedule A, Section S in Subitem 9.C j

gI 35.100 of 10 CFR 35 ^(35.100,of_10tCFR'35
y|bl

-

-

% g p
I
| D. Any byproduct material D. Any radiopharmaceutical D. As necessary for h
R; listed in Group V of listed in Group V of uses authorized %
E Schedule A, Section Schedule A. Section in Subitem 9.D !j
Ni 35.100 of 10 CFR 35 35.100 of 10 CFR 35 |-
MI $

E. Any byproduct material E. Prepackaged kits E. 3 millicuries,

g listed in Section of each byproduct >

'31.11(a) of 10 CFR 31 material authorized
i in Subitem 6.E i
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MATERIALS LICENSE
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g 030-10966 y

I I
| Amendment No. 10 |
I N

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

materialg at any one time g

g under this license p

1 N

I F. Xenon-133 F. Gas or gas in solution F. 1 curie N

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

g withdrawn or terminated) y
g "New Drug Application" |

(NDA apiroved@y FDA or |

b {,. ashA)c, tide' (1.'e7,f u'ot
|
| Ny #b withdrawn, terminatcd. I|
N or on " clinical hold'')I " Notice of Claimed
h h Investigational Exemption p

g

|| for a New Drug" (IND) g 5
t

I that has been accepted 4 - iq 'by FDAI! k/ jM / dp+/ C I
/I I

l{ k A \ c%

h
'

, ,,

g A. Any diagnostic procedure listed inMrou'ps I and f,Schedu.le A,qSectio., 35.100 !p

q! ofTitle10,Codeofg#ederAIMRegu'lalions u T ,5 'N'e |'*"/hF OWP HI 2ddq4 (6g
Panydiago$ticp'QNf B. Preparation and use obradikifa.rNa"ceurd)c|,a . or rocedure listed in E

I # '

0GroupIIIofSchedule\A,Section535pID0}IoL{ i;le h Code of Fede'ral Regulations.
'

!

Y kbSN W ( |g! C. Any therapeutic procedur.e listed in Group jIV\of Sch,e;ddle A, Se?ction 35.100 of
|pg| Title 10,CodeofFederaVJtegulations. ifj%p "" |

D. Any therapeutic procedure 1 d in Group V of Schedule Section 35.100 of
f Title 10, Code of Federal Regulatiofus. 4 4%

i
y

g n n rA y
'giE. In vitro studies. Ig ,

IE-!F. Blood flow studies. Pulmonary function studies. t
| A ,

f
j CONDITIONS

E
al i

10. A. Licensed material shall be used only at the licensee's facilities located at ( !
-i 3232 North Meridian Street, Indianapolis, Indiana.

M |

5 I+

| B. Licensed material listed in Subitems 6.A. and 6.B. (except W )molybdenum 99/ technetium-99m generators) may also be used at 3171 North Meridian N

Street, Indianapolis, Indiana.
t ,
! 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 I l

i

Part 20, " Standards for Protection Against Radiation." l '
,
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) SUPPLEMENTARY SHEET l.

) 030-10966 ;
I N
] Amendment No. 10 N

1 1

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:

; ,
. -J N
j Norman D. Gardner, M.D. Groups I, II, III, IV and V |
| In vitro studies N

1 Enon-133 N
I N

James D. Schroering, M.D. Groups I, II, III, IV and V

j _In vitro studies y
j Xenon-133 p

Ronald I. Veatch, M.D. Gr,oups I, II, III and IV
{b1

|engn7133
1

l %g - Iodine-)31 for treatment of thyroid
y

i J carcinoma
h h y

|I
f , M. D .S Groups-I,David B. Goldenburg,W \. - Xenhnd33 M.andIII !|1 i

For a period not ty. exceed s % NkJ
1| 13. ixty4(60) dayiT,in an//f/ |8

isauthorizedtouselicensed:materialfoil'um$ypalendaryeahavisitingphysician
|

1 h
l

i lusebnderthegrmsofthislicense,f provided the visit'15g physiciani;[ /%.y.
/ g_ p
.I ;p

1!
Has the prior p'rittinjernil51on'.,f' the homb]W'il'fd/dminis(tratoranditsMedical

;pf-= On tW % /,

f)
(a)

i
'

t A

|kIsotopes Comm'it tee, -and d T% M; 9 If ~@
1 I
1 m :;

. rn a
. s w ,,

Is specificall -named'-as? Iuse_ 7g <% .-;y

clear Regulatoryg% .h9 (b) go a ommission license
d q

! authorizing humYn*use,isnd % A'79 b iY h Sb s
p

!

Performs only those,, procedures fobjl W'he is'specif1

.whiYh ally authorized by a >j|
(c)

1 Nuclear Regulatory CoInmission license.
~

1 "/ T[ j)
ti;

1 Thelicenseeshallmaintainfor]i'nspectionbygthe$C'ommission, copies of the written |
1 permission specified in Subitem (a) Abiv~e'sndjof t'he license (s) specified in 1

ji Subitems (b) and (c) above. '1hese records'shall be maintained for five (5) years !

f from the time the licensee grants its permission under Subitem (a) above. !
f !

(1
Patients containing Iodine 131 for the treatment of thyroid carcinema (or patients |

14.
containing therapeutic quantities of Gold 198) shall remain hospitalized until the I
residual activity is 30 millicuries or lesc.
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MATERIALS LICENSE |13-16404-01
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g 030-10966 y

I I
| Amendment No. 10 |
| I
1 15. The licensee is authorized to hold radioactive material with a physical half-life of I

| less than 65 days for decay-in-storage before disposal in ordinary trash provided: |
| N
g A. Radioactive vaste to be disposed of in this manner shall be held for decay a p

| minimum of ten (10) half-lives. 1
I il
1 B. Prior to disposal as normal waste, radioactive waste shall be monitored to I
I determine that its radioactivity cannot be distinguished from background with |
| typical low-level laboratory survey instruments. All radiation labels will be g
g removed or obliterated. |
n nARFO, I
| C. Generatorcolumnsshall,bepsegregatedsothatjtheymaybemonitoredseparately i
I to ensure decay to background levels prior to disposal. I

|! 16
f

. Individuals who work in'or'whose duties may require them [to' work in restricted areas
g

or in the vicinity of411 censed materials, shall be instructed in the items specified ||
* #

g
in 10 CFR 19.12 at the limesof initial employment and at-lent annually thereafter. [p

i

g|H W Mb g/ A !i
lThelicenseeshalle'atablishtaqbioassayprogramfodindividualshandlingmillicurie !II 17.

I amounts of iodine ,131 in accorda'cehwith!ffequenciskand proceilu'res contained in kt n
I

Regulatory Guide 8_.20, "Applican hnd of,B'ioissa doiEcJ-125 and g 131." |l

!! % W Cl%A JM .p
Except as specifidally pro,vided otherwise by th'isslicense,, the < licensee shall possess !g

_
g 18.
g and use licensed 15atyria e,scrlb}dkIgems6(hnd$6fthfs"licensein E

| accordance with statements Jrepresentations d procedures contained in application jE,

26,1980hlettiedsidstedrMayy/,j,y80, Novembdr 17 ' ldated March| ;

26,1985; 'and AL5RAMograddatedLNoveziber912,1980,f.1980, June 4,1985
l

g The Nuclear Regulatory f'

| and June

|!! Commission's regulat'ilons shall' govern the111ceiE5E!Ustatemer'its in applications or Ibf
g letters, unless the staf ement's arm more Nst'rictfydjthan th'e" regulations. Ig
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i
i For the U.S. Nuclear Regulatory Commission I

|
i.

'

I
Original Signed I

Date September 3, 1985 By Evelyn R. Matson i
Materials Licensing Section, Region III E
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