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MATERIALS LICENSE Amendment No. 23 ;

t

| 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 |g
heretofore made by the licensee, a license is herehy 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 conditions 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

April 22, 1985

| 3. License number 48-00919-03 is amended in
i its entirety to read as follows:

l In accordance with application dated
|. St. Mary's Hospital Medical Center

o

4. Expiration date

2 720 South Mills Street = B
Madison, WI 53715 June 30, 1990

030 03613
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8. Maximum amount that licensee
may possess at any one time
under this license

A. As necessary for

——

| 9 Docket or
Reference No.

7. Chemical and/or physical
form
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6. Byproduct, source, and/or

special nuclear material "

A. Any byproduct material A. Any radiopharmaceutical
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listed in Groups I
and II of Schedule A,
Section 35.100 of

10 CFR 35

. Ary byproduct material

listed in Group III of
Schedule A, Section
35.100 of 10 CFR 35

. Any byproduct material

listed in Group IV of
Schedule A, Section
35.100 of 10 CFR 35

. Any byproduct material

listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35

. Xenon=133

IJIO(I!7 850517
REGN! LIC
48-0091

listed in Groups 1
and II of Schedule A,
Section 35.100 of

10 CFR 35

. Any form listed in

Group I11 of Schedule A,
Section 35.100 of
10 CFR 35

. Any radiopharmaceutical

listed in Group IV of
Schedule A, Section
35.100 of 10 CFR:35

. Any radiopharmaceutical

listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35

. Gas or gas in solution

that is the subject

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withdrawn or terminated)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

(NDA) approved by FDA or

an active (i.e., not
withdrawn, terminated
or on "clinical hold")
"Notice of Claimed

Investigational Exemption

for a New Drug" (IND)
that has been accepted
by FDA

uses authorized
in Subitem 9.A

. 3 curies
of each byproduct

material authorized

in Subitem 6.B

. As necessary for
uses authorized
in Subitem 9.C

. As necessary for
uses authorized
in Subitem 9.D

. 500 millicuries
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License number
48-00919-03
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MATERIALS LICENSE
SUPPLEMENTARY SHEET

— e

Amendment No. 23

6.

G.

Byproduct, source, . Chemical and/or 8. Maximum amount that

and/or special nuclear physical form licensee may possess

material at any one time
under this license

. Any byproduct material . Prepackaged kits . 3 millicuries

listed in Section of each byproduct
31.11(a) of 10 CFR 31 material authorized
in Subitem 6.F

Americium-241 . Sea Qj squree G. 14 millicuries
- (Amersham Co'rpoxat ion
“Model AMC- 24) L

. Authorized Use

. Any diagnostic procedurg Iisted in Groups I and II of Schedule 14 Section 35.100

of Title 10, Code of Fodﬁral Regulatxons

. Preparatiun and use qi radiophar:&s\utic*‘s for any dﬁlgnostxc procedure listed in

Group III of ScheduleJA, Section 3"!00 of Title 10‘ Oode of Fede)&l Regulations.

Title 10, Code of Fe

. Any therapeutic procgdnre listed 13 ﬂ(oup IV of SCdeule A, Section 35.100 of

al Remat tmb. y

Title 10, Code of redau‘a Regulations

1151
i
¢
. Any therapeutic proceduze litttd in Gromi V%i tc'hedule A; Section:35.100 of
l‘f j i L . v g -

. Blood flow studies. Puhupnary function studies. %71

A
F

In vitro studies.

A'\ .

. To be used in Searle Analytic Anatqg;cal Marker Moded, S5-10244.

g i

—
(=]

CONDI .S

Licensed material shall be used only at the licensee's facilities located at
707 §. Mills Street, Madison, Wisconsin.

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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‘ MATERIALS LICENSE Docket or Reference number
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] Amendment No. 23

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:

Stephen Dudiak, M.D. Groups I, II, III, IV and V
Xenon-133
In vitro studies

L] . LJ .. L L - . .:.‘. - ~ L]

Ivan Knezevic, M.D. Groups I, II, III, IV and V
Xenon=-133
In vitro studies

George F. Roggensack, M.D. < "y \ & JJ,G'bpps I, IT and III
e A\ Y xe‘OQ{1*33

Richard D. Lindgren, M.Dv) Groups {1, I1°, IV and V
- Xenon-133.
In vitro studies

$ 8 4 8 A e e e s
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Tamnit Ansusinha, MiD; Rk Groups 1, II and III
bY 1on-133
sphorus - 32, 4soluble) for therapy
1¢dtne 131 for-treatment of
hyperthyroidjtm and thyroid
_carcinoma

J! 35; :
For a period not to nxceed'six;y (60) 4 i agy cala;‘gr year, a visiting physician
is authorized to us(.?icenScd i@te:ltl use. under ths terms of this license,

provided the visiting ,,ﬂhys ician:
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(a) Has the prior writpéu permission of the hospitil s Aﬁn!nistrator and its Medical
Isotopes Committee, ‘Id,

.

-
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P,

(b) Is specifically named as a user on a Nuclear ﬂfgulatory Commission license
authorizing human use, and o 'if ﬂﬁg

.

(c) Performs only those procedures for which he is specifically authorized by a
Nuclear Regulatory Commission license.

The licensee shall maintain for inspection by the Commission, copies of the written
permission specified in Subitem (a) above and of the license(s) specified in
Subitems (b) and (c) above. These records shall be maintained for five (5) years
from the time the licensee grants its permission under Subitem (a) above.

Licensed material shall be used in accordance with the provisions of
Section 35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulations.
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(1) Each sealed source containing licensed material, other than Hydrogen 3,
with a half-life greater than thirty days and in any form other than gas
snall 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.

Notwithstanding the periodic leak test required by this condition, any
licensed sealed source is exempt from such leak tests when the source
contains 100 microcuries or less of beta and/or gamma emitting material or
10 microcuries or less of a}pha ﬂpttt)qg material.

The test shall be capablapt detecting the presmceqof 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 ipwhich the sealed source
is permanently moqphed or stored on which one might expect contamination to
accumulate. Recprds of leak test results shall b. kept ‘4 units of microcuries
and maintained fdy inSpect&on by the Commission.

If the test rqugals the pxdyqnce of 0.005 micpbtut1e or more of removable
contamination, the licensee shall immediately withdraw the sealed source from
use and shall ‘eguse it to be decontaminated dr‘ repaired or+to be disposed of in
accordance with.Commigsion r.julutions A report shall be filed within five

(5) days of the. test with the U. QQQJ?Q !bgulatory Commi®sion, Region III,
799 Roosevelt Road, Glen Ellyu._( l' ﬂﬁf6b137 describing the equipment
involved, the tgnt resultg, and §¢dr§cgive action taken.

Tests for leakage.and/or cuntamfﬁation sha!! ‘be performed'by the licensee or
by other persons gpbcifxcally authorized by the. Commxsstdn or an Agreement
State to perform such,services. :

Patients containing lodine 131 for the treatment of thyxoid carcinoma (or patients
containing therapeutic quantitiessof Gold 198) sha*ﬂ remain hospitalized until the
residual activity is 30 millicuries or less. -;?%f

The licensee is authorized to hold radioactive material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash provided:

A. Radioactive waste to be disposed of in this manner shall be held for decay a
minimum of ten (10) half-lives.

Prior to disposal as normal waste, radioactive waste shall be monitored to
determine that its radioactivity cannot be distinguished from background with
typical low-level laboratory survey instruments. All radiation labels will be
removed or obliterated.

Generator columns shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal.
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Sealed sources containing licensed material shall not be opened.

The licensee shall establish a bioassay program for individuals handling millicurie
amounts of iodine-131 in accordance with frequencies and procedures contained in
Regulatory Guide 8.20, "Applications of Bioassay for 1-125 and I1-131."

Except as specifically provided otherwise by this license, the licensee shall possess
and use licensed material described in Items 6, 7, and 8 of this license in
accordance with statements, representations, and prccedures contained in application
dated April 22, 1985; letter dated August 30, 1978; and Model ALARA Program as
contained in Appendix O of Regulatory-Guide 10.8, October 1980. The Nuclear
Regulatory Commission's regulations shall govern the licensee's statements

in applications or letters, uhless the statements Aré mogre restrictive than the
regulations.

For the U.S. Nuclear Regulatory Commission

Original Signed
May 17, 1985 By James Mullauer -
Materials Licensing Section, Region III
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