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MATERIALS LICENSE Amendment No. 22 .

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 438), and Title 10, |3
Code of Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 40 and 70, and in reliance on statemenis and representations |
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
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part{s). This
license shall be deemed to contain the corditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is
subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any

conditions specified below

* Licensee
. Mercy Hospital

2. 800 Mercy Drive
Council Bluffs, IA 51501

6. Byproduct, source, and/or
special nuclear material

A. Any byproduct material
listed in Groups I
anda II of Schedule A,
Section 35.100 of
10 CFR 35

B. Any byproduct material
listed in Group III of
Schedule A, Section
35.100 of 10 CFR 35

C. Any byproduct material
l1isted in Group IV of
Schedule A, Section
35,100 of 10 CFR 35

D. Any byproduct material
listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35
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[ In accordance with letter dated

| January 18, 1985

' 3. License number  14-13474-01 is amended in
| its entirety to read as follows:

— =

' 4. Expiration date March 31, 1990 %
 —— ks - B =RE = = alissiniand |
| 5. Docket or '
| Reference No. 030-01741 ) |
7. Chemical and/or physical !
|
i
'
|

-

8. Maximum amount that licensee

form may possess at any one time :
under this license
A. Any radiopharmaceutical A. As necessary for
listed in Groups I uses authorized
and 11 of Schedule A, in Subitem 9.A
Section 35.100 of . I
10 CFR 35 .
8. Any form 71§ted in B. 2 curies !

Group 111 of Schedule A,
Sectfon 35,100 of
10 CFR 35

of each byproduct !
in Subitem 6.B
As necessary for

uses authorized f
in Subitem 9.C

C. Any radiopharmaceutical o
listed in Group IV of
Schedule A, Section
35.200 of 10 CFR 35

D. Any radiopharmaceutical D.
listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35

As necessary for
uses authorized
in Subitem 9.0

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

. under this license

E. Xenon-133 E. Gas or gas in solution . 150 millicuries
that is the subject
of an active (i.e., not
withdrawn or terminated)
"New Drug Application"
&m&a r‘mgd\by FDA or
. acti ﬁ

\5» “withdrawn, termina
or on "clinical hold
"Notice of Claimed
Investigational Exemptiogw'
for a New Drug" (IND) ’)
.. that has been accep;e¢ Z

3 ‘hx FDA b 2, -~
J" ¥ . f ’ ‘ ’
F. Americium-241 ¥ : L?ed sbu ce( (% 14 millicuries
- A -xﬁ'c“" Eo,r,w Wode! '~
I, &3

. T RN P 8 VY
9 Authorized (se e S IA 4 © ' r=p ,?7
. Any diagnostic proceﬁggE “ih 6oy ?i&f i} of Gcheduleﬂr Section 35.100
of Title 10, Code of Federal Rpgu11£ ONS.

. Preparation and use of r zgpharmaceuticdns for any Jgagnqg)ft procedure listed in
Group III of Schedule A, n 35.100 of Title 10, Codg5 Federal Regulations.

....0—1 L .. L] L I ] L) L]

/ .j
’ -
y A

. Any therapeutic procedure listed Grg_p !}_o§!§chﬂﬁule A, Section 35.100 of
Title 10, Code of Federal Regu1at1 nse , '

. Any therapeutic procedure listed in Group V of Schedule A, Section 35,100 of
Title 10, Code of Federal Regulations.

£ 78 8T T TR e e T e s

.

. Blood flow studies. Pulmonary function studies.

. To be used in Searle Anatomic Marker Model No. SS-10244,

CONDITIONS

10. Licensed material shall be used only at licensee's facilities located at Mercy
Hospital, 800 Mercy Drive, Council Bluffs, Iowa.

Sl

2 " s

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
Part 20, "Standards for Protection Against Radiation."
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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:

Lawrence W. Keefe, M.D. Groups I, II, III, IVand V
Xenon-133
Americium-241

- . L] L J K3 . LJ " . . . LJ - . L )

L2

L]

Jerome C. Tanous, M.D. Groups I, II, III and IV
Xeron-133
Americium-241

For a period not to exceed 53‘ f)o’gdays *ﬂ‘ih i?endar year, a visiting physician
is authorized to use 11ceni:q
provided the visiting p\:j

,material for human us quer the terms of this license,

(a) Has the prior wrt{}en permission of the hospital's Ag;) istrator and its Medical
Isotopes Commi t,tse and 45}

Is specifica]‘flnamed as) Jser on a Nuclear Reguqatory ngmission license
authorizing human use, and.’ ) (

(c) Performs onl"&hose rocedy ( foﬁ:uhiQh hb i; $pec1f1ca1§iaauthorized by a
Nuclear Regujetory C r cense - “

The licensee sha]fjmaintuiﬂéfpr 1ﬁspeq the Commission, ies of the written

permission specifiednin Sub (ag the 1icense($) specified in

Subitems (b) and ( bove. intained "for five (5) years

from the time the 1fe see granta\it; penn1ssion u r Sub}fg (a) above.

Licensed material sha1Y’ used in acco#d&Océ with the vﬁs1ons of
Section 35.14(b)(c)(e) andgff ) of Title 10, Code of ngs Regulations.

A. Each sealed source conta1n tﬁT 3§fer$ﬂl, other than Hydrogen 3,
with a half-1ife greater than t};Ha and in any form other than gas

shall be tested for leakage and/or contamination at intervals not to exceed
six months. In the absence of a certificate from a transferor indicating

that a test has been made within six months prior to the transfer, a sealed
source received from another person shall not be put into use until tested.

The test shall be capable of detecting the presence of 0.005 microcurie of
radioactive material on the test sample. The test sample shall be taken from
the sealed source or from the surfaces of the device in which the sealed source
is permanently mounted or stored on which one might expect contamination to
accumulate. Records of leak test results shall be kept in units of microcuries
and maintained for inspection by the Commission.
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C. If the test reveals the presence of 0.005 microcurie or more of removable
contamination, the licensee shall inmediately withdraw the sealed source from
use and shall cause it to be decontaminated and repaired or to be disposed of in
accordance-with Commission reguiations. A report shall be filed within five
(5) days of the test with the U. S. Nuclear Regulatory Commission, Region III,
799 Roosevelt Road, Glen Ellyn, I1linois €0137, describing the equipment
involved, the test results, and the corrective action taken.

D. Tests for leakage and/or contamination shall be performed by the licensee or by
other persons specifically author1zed by the Commission or an Agreement State to

x perform such services. . R ES{F\
1 16. Patients containing Iodin 31,$fr the treatment of<& oid carcinoma (or patients
of containing therapeutic g \:j‘tﬁties of Gold 198) shall hospitalized until the
e residual activity is 3%} 1licuries or less. <:>
17. The licensee is aut 1zq}t.9 hold radioactive material mtﬁ‘a physical half-life of
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less than 65 days f decay-i torage before disp sn].;n ordthary trash provided:
.. e
Sed of’{n\thté naﬁngr shall b@ held for decay a

O

¥ 4
d%b(h:1!aiﬁaste shal¥be menitored to
be ﬂipiingudshed m background with
ruuents Al1 radigtion labels will be

b
EN & ‘\

C. Generator colu halt, be gﬁpregiteﬂ t they ma §J|mnﬂtored separately
to ensure decay \(s)ackgroun léve]s pr\ r F'lsposat

A. Radioactive ubsxe to be d
minimum of tgﬂr(IO) half—l?v s
B. Prior to dispesal as() rmtf
determine thag)its ¥a activ
typical low-Tével lubegdtocy sur
removed or obkj:pratga Pea g

. Sealed sources shall notzﬁcypened by the 11censee. «Q;

Except as specifically provided. eﬁis ygi 1cense, the licensee shall possess
and use licensed material described 7, and 8 of this license in
accordance with sta nts, represe d;tions and procedures contained in applications
dated Septemb jr 26 ¥1979 and' May 30,}980; letters dated November 1\/197?

 September 17 1980 and ‘September 14 1982; and Model ALARA Program as contained in
Appendix 0 of Regulatory Guide 10.8, October 1980. The Nuclear Regulatory
Commission's regulaticns shall govern the licensee's statements in applications or
letters, unless the statements are more restrictive than the regulations.

For the U.S. Nuclear Regulatory Commission

Original Signed

j Date March 29, 1985 N By Bruce S. Mallett
I

Materials Licensing Section, Region II]
COPY 4
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