
ymasm M .inNELamIl -

|| NRC Form 373
'R*Amm maramm m a-mm----mmmm y

Ig 4 NES !ggj 15 84 . U.S. NUCLEAR CEGULATORY COMMISSION oFl

b|
% *

iij MATERIALS LICENSE Amendment No. 03
I

3| 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 ,
y 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 nuclest material designated below; to use such material for the purposeb) and at the place (s) designated below;to jI deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This i
1 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 ef fect and to any
); conditions specified below.
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Ucensee I
1 i

In accordance with application dated
i@l3) l-

November 15, 1985
Radiologists, Inc. 3. Ucense number 24-20047-01 1s amended in j

f its entirety to read as follows: i,

|gli 6724 Troost t, ,,J, Suite 900- f Pn . _ . - . -I'
4. Expiration 0 ate January 31, 1991 |IV ,C. ." *

Kansas City, M0 64131
1 . y1 5. Docket or N'3

l !g.

j s% Reference No. ' A 030-17683 y
-1 6. Byproduct, source, and/or 7. Chemical and/or physical L8. Maximum amount that licensee I...

special nuclear material form 'ymay possess at any one time
'

,

g G . ,under this licenx-

"g A. Any byproduct material V Ai Any radiophannaceutical CA. As necessary for
', Rj$li.sted;inGroupsI:

%' )
g listed in Groups I uses authorized y
-]! and II of Schedule A' Ok land II of Schedule A, in Subitem 9.A y
3' Section 35.100 of W Secti6ni35;100,0f. j'

- -

1 10 CFR 35 7 d 9 1,0;ijy,a. ]E 4.h h::: |p
,

CFR 35 |
t '' ~, l; , ,,y

"f .x' Any; iodide;that has J EB.30 millicuries !'#
,

% B. Iodine-131 B

|| .

,'

$;, labeled,' pacliaged,i y fW y, been' manufactured. , 'jj and R
Tdistributedinaccordanceh)

y,

i '

jil
'

with a specifi Flicense N 't.I -

k
|ly^ issteed pursuant to V t

1 Section 32.72 of 10 CFR '

f v Part 32 or a specific
'

[
'

q! < license 1 issued'to a g
3 manufacturer by an !b
i Agreement State pursuant |i:
d to equivalent State

(kj regulations
J L
1 M
j C. Gadolinium-153 C. Sealed source (s) C. 3 curies t
] (Lunar GD Series) (2 sources not to f
4 exceed 1.5 curies %
4 each) { -i
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1 24-20047-01
1 MATERIALS 1.ICENSE

nock.: or aererenc. numb.:
1 SUPPLEMENTARY SHEET
1 030-17683
a --

1 Amendment No. 03
1

1 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount thatI and/or special. nuclear' physical form licensee may possess
j material at any one time
a under this license
1
1 D. Xenon-133 D. Gas or gas in solution D. 250 millicuries
1 that is the subject

| of an active (i.e., not
; withdrawn or terminated)
j "New Drug Application"

, 9, .(NDA) approved,by_FDA or
1

1 * 9 'jan active (i.e.,.notJ withdrawn, teminated . I

] or on " clinical hold") h |
J

j " Notice of Claimed ^
i

J Investigational Exemptioni. I
1

'

for a New Drug" (IND). - ' > . I
-

-

1 . A that has been accepted 4 I

) A. b,'by FDA ,y (
"

gm: x n -O ; ,
-

,
j 9. Authorized Use

_ j p' 4 \j g y
1 *i ~m *4

~ f' '

1 A. Any diagnostic procedure listed 'in Group's I and II of Schedule A,'~Section 35.100
1

1 of Title 10 Code of Federal Regulations.,, , ,' '

l'' J

.;y
3 ,

1 ;; i, ':;y: ~ v
d

fB. For treatment of hyperthyroidism 'nd, cardiac; dysfunction...a 4

| 't _ E '

.

,, %.- g-
1 C. One source to be used as a component'of Lunar ~ Radiation Corporation Model DP3 Spine [] Scanner for measuring bone mineralLcontent~1n humans. One source in its shipping i
1 container for replacement in the spine scanner. I

'

i 1 , I
| D. Blood flow studies. Pulmonary function studies. '

(
) s

g
a CONDITIONS [
1 L
# 10. Licensed material shall be used only at the licensee's facilities located at I

] 6724 Troost, Suite 900, Kansas City, Missouri. [
] 11. Licensed material listed in Item 6 above is authorized for use by the following
j individual (s) for the materials and uses indicated: p
1 >
1 Roger W. Lambie, M.D. Groups I and II >
1 Xenon-133 I

| Iodine-131 for treatment of |j hyperthyroidism and cardiac pj dysfunction >j Gadolinium-153 >
1 >
1 >
i >
1 >
1 P
I >
l COPY >
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g 030-17683 y

i I
Amendment No. 03 I

I 1
1 Edwin M. Herman, M.D. Groups I and II b

| . Xenon-133 |
g Iodine-131 for treatment of g
g hyperthyroidism and cardiac I
I dysfunction 'N
I Gadolinium-153 I
I I

| Mordecai Kopperman, M.D. Groups I and II |
g Xenon-133 g
g Iodine-131 for treatment of I

, , O g[ dysfunction%, ,M*Q*
I H ['- hyperthyroidism and cardiac

|
-

5 "(sI ? Gadolinium-153
,

| g
-.I ),.

| Curtis S. Hammerman, M.D. Groups I and II |
#

| Xenon-133 o b
i Iodine-131,for treatment of I-

|
_ y ,chyperthyroidism and cardiac |

i
,.N / c ' dysfunctions

I/ Gadolinium-153g f. ;yj\\. ya s,

g . . ej n - ~
g~

.

g 12. A. (1) The source (s) specified in Item (s) 7.C. shall be tested for leakage and/or i
I contamination at intervals not^to exceed 6 months. Any source received N

i from another person which is not. accompanied by a certificate indicating i
I that a test was performed within 6 months before the transfer shall not be I

| put into use until t,ested.' 3y- . j ,- |,,

, .- - ,-

g (2) Notwithstanding the periodic 11esk test required by'this condition, any I
q licensed sealed source =is exempt from such leak tests when the source I
i contains 100 microcuries or less of beta and/or gama emitting material I
i or 10 microcuries or less of alpha emitting material. |a

1 b
B. Any source in storage and not being used need not be tested. When the source is yg

q removed from storage for use or transfer to another persons, it shall be tested b

N before use or transfer. >
y b

|
N C. The test shall be capable of detecting the presence of 0.005 microcurie of |
| radioactive material on the test samp!e. If the test reveals the presence of )|

g 0.005 microcurie or more to removable contamination, the source shall be removed
g from service aiid decontaminated, repaired, or disposed of in accordance with
a Commission regulations. A report shall be filed within 5 days of the date the
i leak test result is known with the U.S. Nuclear Regulatory Comission,
i Region III, 799 Roosevelt Road, Glen Ellyn, Illinois 60137, ATTN: Chief,i

| | Nuclear Materials Safety and Safeguards Branch. The report shall specify the p

t g source involved, the test results, and corrective action taken. Records of leak >
|

g test results shall be kept in units of microcuries and shall be maintained for >,
g inspection by the Commission. Records may be disposed of following Commission >

|
4 inspection. (
i >
I >
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! | COPY >

b umm mmmmmm m -m v.m v wmmmxmusummuar fiitiwishciCF, u.f 5i.fz3r.Em c.nr.xmuxT rmN<
,



% k _D +A
g NTC Form 274A U.S. NUCLE AR CEGULATORY COMMISSION 4 4 hO '' O PAGE OF PAfg1
g Ltcense number I

| 00 MMATERIALS LICENSE ,
* * * " ' * " " "

1,
SUPPLEMENTAR Y SHEET h030-17683 y

I P
g Amendment No. 03 |
|

|I D. Tests for leakage and/or contamination shall be performed by the licensee or by
I other persons specifically licensed by the Comission or an Agreement State to |
| perform such services. ,
i I
i 13. Sealed sources containing licensed material shall not be opened or removed from i
R their respective source holders by the licensee. I
I l

i|
I 14. Airflow rates in the ventilation system in areas where xenon-133 is used or stored
| shall be measured at least semi-annually to determine that system perforr.ance meets y
g the specifications submitted in applicati.on dated November 15, 1985. p

I . e f2 N i- c? I
i 15. Except as specifically provided otherwise in this _ license, the licensee shall I
I conduct its program in accordance with the statements, representations, and |
| procedures contained in the documents including any enclosures, listed below. g

, The Nuclear Regulatory Comission's regulations shall govern unless the statements, 'y
g representations and procedures in the licensee's application and correspondence are )
g more restrictive than the regulations.

A. Application dated November 15,1985(withattac5ments)and
|s

g . . - . p
s

g B. Letter dated January 7, 1986 (with attachment), p p

| ] - , &1 6-
'

h |
'

,

, .

.
. ,

g -
4 3 )'

bg .

.,

i >
i . .

| ._
h_< .-

. n
i >
i b
i I' i n
i >
1 >
d k
i >
g h

i >
d N

4 >
d >
d >
1 k
I >
d >
d >

| For the U.S. Nuclear Regulatory Comission f
i >
d >
4 >
W Original Signed E

[Date JAN 2 4 886 By J. R. Madera
g Materials Licensing Section, Region III p

i >
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