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! MATERIALS LICENSE Amendment Nc. 41

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 rehance on statements and representations y
j! heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,

1 source, and special nudear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to |y

||.h( deliver or trar sfer such material to persons authorized to receive it in accordance with the regulations of the applicable l' art (s). Thisl '

i license shall be deemed to contain the conditions specilkd in Section 183 of the Atomic Energy Act of 1954, as amended, and is ;N
y subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in ef fect and to any

i 9 conditions specified below. !
:1L

_
i,

;d 1.ieensee Y;j In accordance with application dated |I
: June 15, 1984 |Nj: d 1. V.A. Edward Hines, Jr., Medical Center 3. License number 12-01087-07 is amended in
[f its entirety to read as follows. ig
R, |h

,4. IEpir:ition'date
-,

J m

Q- h,^ %~
7 i e .; / , :N

--

N Hines, IL 60141 September 30, 1990 [Igj -g~ v ~m
- j! d(f S. Docket or '7 %* fbf
i Reference No. / 030-01391 j

'1, 6. Byproduct, source, and/or ch, 7. Chemical and/or physical L8. Maumum amount that licensee }f
ew =*-4--

3 special nuclear material - form dmay possess at any one time if
'

O / o'nder this license

fA.AnybyproductmateriY1
. O., f|,,j

,h'hAnyradiopharmachukicr[1 qA. As necessary for f
'

j! listed in Groups I /* , ylisted iti~CrouhsfIf ; j uses authorized
7 and II of Schedule AT l and IIjof SchedulefA, t,) in Subitem 9.A g
j! Section 35.100 of [ p ', 3 (Seetioth35.100'[ofF: ;,7 'p.

' J; 10 CFR 35 V a f/
j {p, .710'CFR 35%M Q {5 Q[p '

2 )si 'e <

1| f[J ; g !It
''

. . ,':
.. ;; ,2B. 10 curies it1 B. Any byproduct material w n !B.:Any, form J1sted'in

f listed in Group III oG e - N GroupjIIllbf! Schedule A', K of each byproduct 8
j Schedule A, Section } } $ jSistion/3'51100 Mff K Cg material authorized if
j 35.100 of 10 CFR 35 'i ^10 CFR'35' ' < .; l' Q in Subitem 6.B pf s

M||| [ y My y; yi N
~y/// C.Anyradiopharmaceuticalth~ C. As necessary forT C. Any byproduct material

|Y
'

3 listed in Group IV of f) listed in Group IV ofp uses authorized
#

lf
$ Schedule A Section ,. Schedule A, Section in Subitem 9.C A,d

35.100 of 10 CFR 35 135.'100 oL.10 CFR135 k!
s a n f,1,

jh
Jj D. Any byproduct material D. Any radiopharmaceutical D. As necessary for ').

1 listed in Group V of listed in Group V of uses authorized
|h)l Schedule A Section Schedule A, Section in Subitem 9.D b

/p
' 35.100 of 10 CFR 35 35.100 of 10 CFR 35
1

1
5j E. Any byproduct material E. Any sealed source E. 2.1 curies y

| listed in Group VI of listed in Group VI of total for all p
1 Schedule A, Section Schedule A. Section sources authorized kl 35.100 of 10 CFR 35 35.100 of 10 CFR 35 in Subitem 6.E R
l

b

h
h I>
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License number N

|12-01087-07'

MATERIALS LICENSE -- * ' " * ' * " *
SUPPLEMENTARY SHEET N030-01391 y

i P
! Amendment No. 41 i

h

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

I material at any one time y
! under this license y
! f

iF. Xenon-133 F. Gas or gas in solution F. 2 curies ;l
that is the subject |h

ifof an active (i.e., not

withdrawn or terminated)
! "New Drug Application"
'

NDA) a3 proved f
?. fa(nka'ctive'(i.ie.;py FDA or| ',juot

) withdrawn, termina'tedt
| - oron"clinicalhol'd"dJ. g' #

- " Notice of Claimed
! h Investigational Exemptio
! for a New Drug" (IND) ^

i! h cs'% that has been accep'ted ' M 'E
r ;R

%

!N' h y FDA g/ E

n ], Tt

% /% Op ;j jcW
f G. Any byproduct material t - 0.. 'Any [ g

([G.50 mil 11 curies
y

g': between Atomic NosM 1 Q fq. . y fy [ of each byproduct g,
g and 83, inclusivep-- fm 't A ar ; /, <" material, except

|g
_ _

y| g %w$j 4[, g { [ [y? , | O '; [ as noted below: W%
| q >r[( , h M ,, .T['

Hydr 6 gen-3
.> - :w..

750 millicuries}|-Q 750 millicuries |' ~,dy%Qoj g Carbon-14g- h, j 4m3 100 millicuriesi,
D (,//]ll:\ O .6/j@'f

1:;ypX "; Cobilt-60t

Iddine-125 750 millicuries!g:f p9 IDU M gb:

I|9. Authorized Use y N{ E

E'

A. Any diagnostic procedure listed stikGroups I and,11 o'f Schedule A. Section 35.100 k
of Title 10, Code of Federal Regulations. N II fi

! jE:
| B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in L
| Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations. E!

E;,

C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of fTitle 10, Code of Federal Regulations. p,

[:'

D. Any therapeutic procedure listed in Group V of Schedule A Section 35.100 of L|
Title 10, Code of Federal Regulations. F

E

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

I|F.Bloodflowstudies. Pulmonary function studies, p

i
t

G. To be used in medical research and development as defined in 10 CFR Part 30, 30.4(q). I
t,

; I
I I

l\
a__
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License number N
"

MATERIALS LICENSE 12-01087-07
' " " " " " *

1 SUPPLEMENTAR Y SHEET
O -01391

1 P
t Amendment No. 41 h
1 'Al CONDITIONS I
J W

10. Licensed material shall be used only at the licensee's facilities located at Edward |

]! Hines Jr. Medical Center, Hines, Illinois. !
1 !

4

l 11. The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal |
1 Regulations, Part 19, " Notices, Instructions and Reports to Workers; Inspections" and j
f Part 20. " Standards for Protection Against Radiation." t

1 !

1| 12. A. Licensed material shall be used by, or under the supervision of, individuals !

]! designated by the Medical RadioisotT>pe,~ Committee, Ervin Kaplan, M.D., Chairman. !
gj 4 pli **bQGf !

1 B. The use of licensed materi$l in or on humans shall be by a physician as defined !
I in 10 CFR 35.3(b). V 'l X |1 /
i s O !Wji C. The Radiation Prqtection Of ficer for the activities authorized by this license $
f is Lawrence F.. Case. s
1

. 7 I[t

i{ 13.
[ [M ,42[. n ~e d E

A. (1) Each sealed source' acquired from another1 person and,containing licensed 'E
$ materidle other tha5(Hydrogen [3i witti a$5alf-life gro'ater than thirty days fN

and in,any form other th5n gas'sl[all, b|c[ tested for contamination and/or !f
j leakagepriortouse.'kIntheabsencejofacertificatefromatransferor hs

indicating thatia tics't hEs" lie ~eWide within six months prior to the !j

transfer;; a s'ealed sotircejreceived(@fr'amfanother person shall not be put into!gg

|Ruse unt!il' tested.M 4 'N$ 11

Notwithstandingthe[perfodfc1dadff|I| h
7 <?2

' *'

E'

l n^ % l >7 [ E
3

test required bg,this condition, any k(2)
| licensed 's'e* led sourcAjs ex'em)t|friin[suhi leak tests when the source fa

I contains 100 microcuries or less;of' betafand/or, gamma emitting material or !);s
s' 10microcuriEsjorlessofalphd|emittinhmaterial.

{y>!
;

y / ')
v

/ i3 (3) Except for alpha < sources, the periodic lea test required by this condition f
3 s'

' ~ fdoes not apply to sealed, sources that-aie stored and not being used. The
sources excepted from 'thisTtept[sliall be tested for leakage prior to any hy use or transfer to another person unless they have been leak tested within Ipj

1 six months prior to the date of use or transfer. I
h h
J B. Each sealed source fabricated by the licensee r,Sall be inspected and tested for h
3 construction defects, leakage, and contamination prior to use or transfer as a hf scaled source. If the inspection or test reveals any construction defects or h
3 0.005 microcurie or greater of contamination, the source shall not be used or q
j transferred as a sealed source until it has been repaired, decontaminated and Ej
$ retested.
1

(l
-

f C. E.ch sealed source containing licensed material, other than Hydrogen 3, with a
,

3 half-life greater than thirty days and in any forn other than gas shall be '

p
3 tested for leakage and/or contamination at intervals not to exceed six months

p
$ except that each source designed for the purpose of emitting alpha particles )
]! shall be tested at intervals not to exceed three months. |
T b
1, >
1: R
|
|I >

;

I
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1 License number |

|MATERIALS LICENSE 12-01087-07'
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1 SUPPLEM ENTARY SHEET N
1 030-01391 p

1 p '

Amendment No 41

D. The test shall be capable of detecting the presence of 0.005 microcurie of |
3 radioactive material on the test sample. The test sample shall be taken from g
j the sealed source or from the surfaces of the device in which the sealed source p

'

1 is permanently or semipermanently mounted or stored on which one might expect j
1 contamination to accumulate. Records of leak test results shall be kept in i

l units of microcuries and maintained for inspection by the Commission. i
1 i

E. If the test required by Subsection A. or C. of this condition reveals the
y presence of 0.005 microcurie or more of removable contamination, the licensee !

IT shall immediately withdraw the sealed source from use and shall cause it to be
|f1 decontaminated and repaired or tib, b5? disposed ,of in accordance with Commission Wl; regulations. A report shs11!!3e' filed' Eithi(,five (5) days of the test with the ;Ej

f U.S.NuclearRegulatoryCo'mmission,RegionIllgf99,RooseveltRoad,GlenEllyn,
f Illinois 60137,describ'ingtheequipmentinvolved/,thetest results, and the |p' f corrective actionstaken.

Q+_ !p
i N 13 % .<G i

f

1{14. Sealed sources containing;% Q s
l licensed material shall not bejopened. /

3[
y , pag ye

In lieu of using the/ conventional \ radiation caution; colors (magenta or purple on I
f,15. yellow background) as provided tin Section 20,20'3(d)(1), Title \l0, Code of Federal~~

' '
'

Regulations, Parte,0,thelic^enke]e/sheEeb atsthorifed to label) detector cells and |2
3

f cell baths, contaihing licensed 5materialzand_used;infgas chromatography devices, j
~ '

f withconspicuouslketched@rstdap'edlradiationicaution, symbols-sithoutacolor
i

M! requirement. (f) %p c 3 [ ' ]y%2 C ,; Q ;
"

,
q r r - 4 .. e
5 snUw a L _v .A

,

16. Experimental animals * administered li' cense materials or'their-products shall not be I

used for human cons'u tion dit h
i n (" n1, 17. Patients containing I,odine 131 fo% f;:& T s\

1 K..

r the, treatment offthyroid, carcinoma (or patients fik9

i- containing therapeutic'ipihntities of Goid 1'98) shail recdin' hospitalized until the %I
3 residual activity is 30 dill,1 curies or less.

1(j, - o
) The licensee is authorized to hold radioactlye, material with a physical half-life of18.

|p
j less than 65 days for decay-in-storage before~ disposal in ordinary trash provided: 1
1 !>;
2 A. Radioactive vaste to be disposed of in this manner shall be held for decay a f3, minimum of ten (10) half-lives. %3 1
1 IB'B. Prior to disposal as normal waste, radioactive waste shall be monitored to ij p
j determine that its radioactivity cannot be distinguished from background with |p
1, typical low-level laboratory survey instruments. All radiation labels will be jp
i removed or obliterated. Ni
1 '

N

f C. Generator columns shall be segregated so that they may be monitored separately fto ensure decay to background levels prior to disposal. g
] 9
1 IF
3| Il
1 i
! >

-

$ k
I: N

1| 5
T p
1I _ _ _ _ _ _ _ _ _ _ _ _
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' * ' ' ' * " " "

} SUPPLEMENTARY SHEET hj 030-01391 y
1 P
1 Amendment No. 41 )
1 'h
1 19. The licensee may use the Lineator device for doing linearity tests of his dose E

calibrator provided he follows the procedures in the Atomic Products Corporation
Lineator Instructions Manual dated June 20, 1983. y

1 W
1 20. Except as specifically provided otherwise by this license, the licensee shall possess |
1 and use licensed material described in Items 6, 7, and 8 of this license in ,5
l accordance with statements, representations, and procedures contained in application i l

f dated June 15, 1984 and letter dated September 10, 1985. The Nuclear Regulatory
Commission's regulations shall govern the licensee's statements in applications or gj[ letters, unless the statements are more restrictive than the regulations. g
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For the U.S. Nuclear Regulatory Commission
3

)51

I; SEP 24 gg5 Originar Signea |
1| Date sy muam J. Adam R

f Materials Licensing Section, Region III
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