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l MATERIALS LICENSE Amendment No. 26

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, f
a Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations g
1 heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, g

I .
1 source, and special nuclear material designated below; to use such material for tne 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 [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
f4 conditions specified below. g

1 b.cem t
I. 1 In accordance with application dated

1 May 20, 1985
1 1. Christian Hospital Northeast 3. License number 24-13383-01 is amended in ,I

l its entirety to read as follows:

] f2. 11133 Dunn Road O '~~

hh N ElpirNion$ ate July 31, 19901 St. Louis, MO 63136
- ,

g {

h )b
1 |r\ 5. Docket or ,''f M 030-02382 L
j
j Reference No. * t,

1 6. Byproduct, source,and/or 7. Chemical and/or physical L8 Maximum amount that licensee f43 special nuclear material form m Qmay possess at any one time Ie s

h\ g ,u[nder this licenses

1 A. Any byproduct materiaV %A Any radiopharmaceutical A. As necessary for t
1 listed in Groups I /% d listedCin Grou (.I uses authorized L' |Qind II ff Sche'p's gIj")

J

1 and II of Schedule.Ap dttle At Q in Subitem 9.A E
1 3Sectioits35/10 'ofM ESection 35.100 of M J

.

f
I 10 CFR 35 }- h $ 10[CFR'35 ' ./ N / ( E

D$i NDMTTTTk6 ,M, T. !I1 ( ,

forts r11steMin f, ' s eB7 2 curies
r 0 B. Any,iid III}bf[Scheduls A,'

J B. Any byproduct matori 1
g

N O 9 Gro1 listed in Group III of- i N of each byproduct t
1 Schedule A, Section N 9 kSel:tloii!3511003ffM~ material authorized [] 35.100 of 10 CFR 35 h h h U10 CFRi35 $ ' S h in Subitem 6.B E

u (. |' & &jf Y [f
C.Anyr|s,IiGroupIVo

J 1

) C. Any byproduct material /h o' pharmaceutical C. As necessary for '

listed in Group IV of listed I uses authorized g
Schedule A, Section Schedule A, Section in Subitem 9.C g

)e35.100 of 10gCFR235 g35.100 of 10 CFR 35
} Q W y 7' g

) I D. Any byproduct material D.Anyrad[o' pharmaceutical D. As necessary for L
l listed in Group V of listed in Group V of uses authorized

j Schedule A, Section Schedule A, Section in Subitem 9.D p i

) 35.100 of 10 CFR 35 35.100 of 10 CFR 35 Ig
J

L
E. Any byproduct material E. Any sealed source E. 2 curies [

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

] (35.100 of 10 CFR 35 35.100 of 10 CFR 35 in Subitem 6.E
l [

1 F. Any byproduct material F. Prepackaged kits F. 3 mil 11 curies p
1 listed in Section of each byproduct g
I 31.11(a) of 10 CFR 31 material authorized i
I in Subitem 6.F F
I I
l i
1

1
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11 |
| Amendment No. 26

1
N

] 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that |
] and/or special nuclear physical form licensee may possess |
1 material at any one time N

under this license
{

'G. Xenon-133 G. Gas or gas in solution G. 2000 mil 11 curies
] that is the subject
] of an active (i.e., not |
I withdrawn or terminated) i
1 "New Drug Application" |

(NDA) approved I
C kactivil (19, by FDA or,fnot1

j 1p withdrawn, terminated
g

f h oron"clinicalhol'd")fg |
} h " Notice of Claimed / ||
1' A InvestigationalExemption)4 I
J % for a New Drug" (IND) I

(gg .
that has been accepted 7 ' / |

] ,D k M5I |_

9. Authorized Use '

l A.Anydiagnosticprocedurelistedt.iNGroupsbundwIl[ofScheduleA;-Section35.100 9
1 of Title 10, Code of federalfRegulitleris. d;f# f / / h |I

'

b N3 f/ || db >B. Preparation and use of radiophar., b $~id|a|ls|efo|rpany diagnostic procedure listed in3: maceut g

h, Sect 1 Erd,35.J60 fo]4fkg0GroupIIIofSchedule[M
Title Code'of Federal Regulations. pj

~(/I!? % h [d ||

C. Any therapeutic procedura listed I@CGroup TV 'of Sche'dule A, Y
1

1 Section 35.100 of i

Title 10, Code of Feder'El,<Regulatio'"s.M/ &'Q3 "*i/
1 n I
1 < fj, Q |v

fl D. Any therapeutic procedure lis ed in Group V of Scheduleth Section 35.100 of |
}' Title 10, Code of Federal Regfilations. p g
1 #f' 4 A Mr P $ ,

1 E. Any procedure listed in Group VI of Sdh*edule A,FSection 35.100 of Title 10, Code b {1 of Federal Regulations. E
l hj

|
F. In vitro studies.

1 F|I G. Blood flow studies. Pulmonary function studies.
p

] >
l CONDITIONS |

1
N

] |
10. Licensed material shall be used only at Christian llospital, Northeast, 11133 Dunn

j Road, St. Louis, Missouri. Licensed material listed in Group I, II, III and VI of
g

}, 10 CFR 35, Section 35.100, Schedule A may also be used at Christian !!ospital y

J| Northwest, 1225 Graham Road, Florissant, Missouri. p
1

J I
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C

fAmendment No. 26

ThelicenseeshallcomplykiththeprovisionsofTitle10, Chapter 1,CodeofFederal h11.
Regulations, Part 19, " Notices, Instructions and Reports to Workers; Inspections" and r
Part 20, " Standards for Protection Against Radiation." t

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: p

\-
James Walton Debnam, Jr., M.D. Groups I, II, III, IV, V and VI L

Xenon-133 L

In vitro studies [
L

8 R E G ') ""*""-'
"*d'""' """"'"' '

|9William L. Walter, M.D. 6
MI$ Groups I, II and III [

WalterG.Holloman,Jr.,h~4
^

Xenont133 L

'

Iodine-133fortreatmentof f

hyperth'yr61dism and cardiac L

(g '1_.V. dysfunction C
,

Ifg.D. Y .N
Donald E. Callahan ps II(andIV

I Iii vitro studi)s L( +h f [ g

FredR.Zivnuska,kf~D. h p VI
d) %; w a y''e w' > j

Fransiska A. Lee, M.D. >p3 e,t

~

Group VI Q th ,

G i ,gV % [

] t gw%p; % p*W
q

Gyoup VI C ERobertJ.Baglan,M.D)
u (c ; Cp)

u
C( 1 G/oupVLily A. Hanes, M.D.

| Karen F. Goodhope, M.D. -Q GrouphI,IIandIII h
I %f ) Xenon-133 t'Y d ,A,,. A $In vitro studies t
'

#% A F' iodine-131 for treatment of L

hyperthyroidism, cardiac C

q dysfunction and thyroid carcinoma I
C

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

1 is authorized to use licensed material for human use under the terms of this license, t
provided the visiting physician: L

C

(a) lias the prior written permission of the hospital's Administrator and its Medical L

Isotopes Committee, and

C(b) Is specifically named as a user on a Nuclear Regulatory Commission license g
authorizing human use, and y

C

L

l

L
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| |Amendment No. 26
| E| (c) Performs only those procedures for which he is specifically authorized by a p
1 Nuclear Regulatory Commission license. |
| E
I The licensee shall maintain for inspection by the Commission, copies of the written N

| permission specified in Subitem (a) above and of the license (s) specified in |
y Subitems (b) and (c) above. These records shall be maintained for five (5) years y
g from the time the licensee grants its permission under Subitem (a) above. p

I I
I 14. Licensed material shall be used in accordance with the provisions of f
I Section 35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulations. I
I R
| n D t- e pPatients containing Iodine 131,fof the. treati6ent' ofr thyroid carcinoma (or patients15. tg

f # y
g containing therapeutic quantitiis o'f Gold 198)lliall remain hospitalized until the y
| residual activity is 30 miI11'chries or less. NQ g

I d~ '. >
I 16. The licensee shall est'ablish a bioassay program for individuals handling millicurie B
I amounts of iodine-131'irkaccordance with frequencies and prochdures contained in U

| Regulatory Guide 8.20; " Applications of Bioassay for,.1-125 and*I-131." lI
gf cf g f "

PursuanttoSection20.105(a),of. Title,10,'-Chapterh'p,hodeofFederalRegulations,| 17.
^ g p

i Part 20, " Standard I for Protect 1on Against Radiation'<" and in rcIliance of statements, p
~

,

1 procedures and repNsentations mado'by 4he lice'ndee in his applidation dated W
I November ' letters dated Februdry!-22.p198'4]_and May 20,7-1985 (with D

14,1983,illowin'g" maxim'um radiation Ic6els:are herebyinuthorized in theN attchments), the f U

| following unrestricted a'rea's; fl .
Q '~ , f ', y |

*

| 'v>.th n d : 4 g,;
g Maximum Radaition L ,evel FQ%j Unrestricted-Area

.

p

"|k 2' \ *9 ;[Dy = .~ v3 %1, p
di SmR/ hour V \ / ..; Areas adjscent to Room 326 h
d Ys ' 74;p j G/F. G ||U

g Christian,Ilospital Northwest
|| j/7,
f 18. Except as specifically pEov'ided otherwise by this licen'so, the licensee shall possess ||
g! and use licensed material described in Items 6, 7,,and'8 of this license in I

g
g' accordance with statements, represent!ations,Jand" procedures contained in applications p.
i dated July 23, 1979 and November 14;41983; let'ter with attached application dated

M>N May 20, 1985; letters dated February 22, 1984, October 11, 1984, and February 5, 1985;
'

$ and the Model ALARA Program as contained in Appendix 0 of Regulatory Guide 10.8, h

f October 1980. The Nuc1 car Regulatory Commission's regulations shall govern the |
#||

licensee's statements in applications or letters, unless the statements are more g
restrictive than the regulations. pl

N P

Nj f
4 >
I! R

f For the U.S. Nuclear Regulatory Commission
il 5
d >
N! >
l' Original Signed D

I|DateJuly17, 1985 By J.R. Madera I

f Materials Licensing Section, Region III
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