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- Amendment No. 18 |

| MATERIALS LICENSE y

~ Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization 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. |
| source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to g

1 d; liver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This R

U license shall be deemed to contain the condit;ons specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is N

subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any

( conditions specified below. g

L.icensee In accordance with application dated

| October 22, 1984 y

I g, Veterans Administration Medical Center 3. License number 21-12916-01 is amended in its i
1 entirety to read as follows: 5
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on o tain, MI 49801 1
, p1 tion #date July 31, 1990 |
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% 5. Docket or "/ A 030-02138 ||
Reference No. # gg _

| 6. Byproduct, source, and/or M 7. Chemical and/or physical V8s Maximum amount that licensee |
$may possess at any one time EI special nuclear material formN

/ y'/ under this license I
q

I (/) Nn %.- avg y--

y A. Any byproduct material D A. Any radiopharmaceutical A. As necessary for g

andIIofSchedule%,, M 1'isted Qn;Grouhs/I(~[ () uses authorized |listed in Groups I|

N %, @C$((
A anilIIJofSchedu1EA,
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N B. Any byproduct material $BkAnyffEEm12stedC16 EB'i 3 curies E
f

I *A E

M Group $nl35/100;'f'>III of[Schediile( A,$| ScheduleA, Sectio'bof!
listed in Group III 3 of each byproduct

f/U4' 4> material authorized|
,

TSe'cif ofn
bH $'l 107CFR' 35 ;@ in Subitem 6.B. g

"'

g 35.100 of 10 CFR 35 *

N ' N dM J $i r E

| C. Iodine-131 \M y) .TS6dlum(bdid *as#f d C. 100 millicuries N

Degtila' e'd'pu'rsusittf to h NN t~g/ Grou'p|s' IVjarid V,' D \> NN

I 10 CFR"Part 35.100 I

! O **
|

| D. Xenon-133 DdGas or gas in so'loti D. 300 mil 11 curiesj
''i thitt-isthe(sitbjeEtI of an a;ctive (i.e., notI

I withdrawn or terminated) E

"New Drug Application" |(NDA) approved by FDA or _g
-

|
i an active (i.e., not g

| withdrawn, terminated g

I or on " clinical hold") N

I " Notice of Claimed 1

I Investigational Exemption U

| for a New Drug" (IND)
; that has been accepted g

| by FDA y
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1 MATERIALS LICENSE
] SUPPLEMENTARY SHEET nocket or Reference SY3"0-02138 i

der

'
IAmendment No. 18
y

1 N9. Authorized Usej |
) A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section 35.100 |
| of Title 10, Code of Federal Regulations. N

I

1 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. g)
i I
) C. For treatment of hyperthyroidism, cardiac dysfunction and thyroid carcinoma. |
| 5

l D. Blood flow studies. Pulmonary function studies. I
1 N

'

I . ,s n R F r: ,. I
l ''V/
I e %*f,* CONDITIONS %'A i

V S N1 U
j 10. Licensed material shall,b,e used only at licensee's facilities located at Iron R

| Mountain, Michigan. g C N
1 N ,4 I
1 11. The licensee shall comply With the provisions of Title-10[ Chapter 1, Code of Federal El
3 Regulations, Part 19',j"NoticeskInstructions and Rep' orts to Workers; Inspections" and

Part 20, " Standards"for Protic' tion \ gainst Radiat' ion "'I g gA .

b [M Y/[hd RLicensed material di'sted in Item- 6 a)bove is ; authorized for use lby,', or under the,,.,

| 12. N
supervision of, th P fo11owing:in'div'idual'(s)2for/the--mnterials and:uses indicated: Bl1

1 t~ ~ iN W< '/- % N
^

h GF6EjNiI3II,'fand51II C E
#1 James S. Arnold, M.D.

M Ndnhnjj33 Y $ |'b [y Io'dldo'131 fos t'reatment ofQ '
g

g' []O $ hyper"t'hyr'o'ldism, ca~rdiac dysfunction, W'
s / 'Nandsthyroid carcin'om'a Bj

1 fO k '#M .
E

"

f /p ) GroupsIIandIII) E1 Dale R. Shampo, M.D.

Iodine-131 as %f Xenon-133
" sbdium iodide for thyroid g,j g

7 T f .) uptake' studies g
a #T Iodine-125 or Iodine-131 as lodinated W
1 human serum albumin for determination N

1 of blood and plasma volume - E

1 E

Melvin J. Specht, M.D. Groups II and III

) Xenon-133 y

1 Iodine-131 as sodium iodide for thyroid g

1 uptake studies N

1 Iodine-125 or Iodine-131 as iodinated N

l human serum albumin for determination E

] of blood and plasma volume |
i i
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_

) MATERIALS LICENSE IDocket or Reference number
l SUPPLEMENTARY SHEET 030-02138 |
1 I

Amendment No. 18

l N
1 i
j Ron Bude, M.D. Groups I, II and III |
1 Xenon-133 h

I Iodine-131 for treatment of hyperthyroidism,
|cardiac dysfunction and thyroid carcinoma. ,

1 N
j 13. For a period not to exceed sixty (60) days in any calendar year, a visiting physician y
j is authorized to use licensed material for human use under the terms of this license, |
1 provided the visiting physician: B

l i

1 (a) Has the prior written permission,of the hospital's Administrator and its Medical N

4 % M t., (jIsotopes Committee, and

j (b) Is specifically named Ts?a~ user on a Nuclear Regulftory Commission license |
1 authorizing human us V and
J r /'O

#

E

5
1 (c) Performs only those procedures for which he is specifically authorized by a l
1 Nuclear Regulatory Codnission license. M/ '/ U

~

The licensee shall,' maintain for.insp'ection by the/YYl? WhN ~

g
Commission, copies of the written g)

1 permissionspecified'inSubitSm?(S)aboOe'aldoftheilicense(s)ls'pecifiedin p
j Subitems (b) and (c)"above. These? records shall be; maintained for five (5) years Ny

fromthetimethe\"i~censeexgrants'its,pd'rmisdionunder' Subitem (a)above.1 l >
1 Q'I M.f. QR| y 5 Y

*

. Licensed material i,h'all b'e' u's'ed "in5ccordidcYw'ith-the@, rovisions. of El 14

f Section 35.14(b)(c)'(e) aniiN(f$/of Title i10! (C'o' &o~f Federh1 Reg"tilations. |d
~

h bNkNIM EPatients containing Iodine 131'for-the'fh!h@$f b -treatment;of I yroid carcinoma (or patients
%

'

! 15.
'

~ #

containing therapeutidiquant'ities"of G61dM98))sha114emain @ospitalized until the N:
residual activity is 36 millicurie's o'rLi ds Wl/ Y E

'

3] #'/g We Q R

f 16. The licensee is authorized,t3 hold radioactive materialfwith a physical half-life of |
,

f less than 65 days for decay-in-storage before disposal in ordinary trash provided: g
j! $ ,fs b $ h
1 A. Radioactive waste to be disposed'of .in this manner shall be held for decay a N

1 minimmn of ten (10) half-lives. 5
] E

|B. Prior to disposal as normal waste, radioactive waste shall be monitored to

g| determine that its radioactivity cannot be distinguished from background with y
) typical low-level laboratory survey instruments. All radiation labels will be g

a removed or obliterated. p

| N

l|' C. Generator columns shall be segregated so that they may be monitored separately E

1 to ensure decay to background levels prior to disposal. I
1 N
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1 N
]

17. Except as specifically provided otherwise by this license, the licensee shall possess y

] and use licensed material described in Items 6, 7, and 8 of this license in |
) accordance with statements, representations, and procedures contained in application. I

dated October 22, 1984; model ALARA Program dated October, 1984. The Nuclear
Regulatory Commission's regulations shall govern the licensee's statements

] in applications or letters, unless the statements are more restrictive than the |
) regulations.
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] For the U.S. Nuclear Regulatory Commission
] N

1 W
1 5
] Original Signed i
) Dtte June 26, 1985 By Evelyn R. Matson I

Materials Licensing Section, Region III
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