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6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that
and/or special nuclear physical form licensee may possess
material at any one time
under this license
F. Any byproduct material F. Prepackaged kits F. 3 millicuries
listed in Section of each byproduct
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31.11(a) of 10 CFR 31 material authorized

in Subitem 6.F

G. lodine-131 G. lodomethylmnorcholesterol G. 50 millicuries
manufactured by and
received from the
Nuclear Pharmacy of the
University of Michigan
9. Authorized Use

Any diagnostic procedure listed in Groups I and 11 of Schedule A, Section 35.100
of Title 10, Code of Federal Regulations.

Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in
Group I11 of Schedule A, Section 35,100 of Title 10, Code of Federal Regulations.

Any therapeutic procedure listed in Croup I' of Schedule A, Section 35.100 of
Title 10, Code of Federal Regulations.

Any therapeutic procedure listed in Croup V of Schedule A, Seetion 35.100 of
Title 10, Code of Federal Regulations,

E. Blood flow studies., Puimonary function studies.
F. In vitro studies.
G. For adrenal imaging used in accordance with Notice of Claimed Investigational Exemption
for a New Drug (IND) Number 21818,
CONDITIONS
10. Licensed material shall be used only at the licensee's facilities located at

11.

2200 Jefferson Avenue, Tolede, Ohio.

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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12, 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:

LI T L] - " . . - . - .

John Brunner, M.D. Groups I, I1I, III, IV and V
Xenon-133
Licensed material listed in
Subitme 6.G,
In vitro studies

Daniel T. Bolovan, M.D. Groups I, II, III, IV and V
Xenon-133
Licensed material listed in
Subdtem 6.G,
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Michael Gordon, M.D, Groups Ly I1 and III
Xenon-133
In vitro studies

) 3 * .

Bernard J. Lemieux, M.D. Groups I, II and 111
Xenon-133
In vitro studies

Chan Soo Shon, M.D. Groups 1, IT.and III
Xenon~133
In vitro studies

Gunvancray Bhimji Mehta, M.D, Groups 1, ¥l and 1II
Xenon-133
In vitro studiee

Frederick H. Mattes, M.D. Groups I, II and III
Soluble phosphorus-32 for therapy
Iodine-131 for treatment of
hyperthyroidism, cardiac
dysfunction and thyroid carcinoma

Jyoti Chakravarty, M.D. Iodine~131 for treatment of
hyperthyroidism, cardiac
dysfunction and thyroid carcinoma

Bruce L. Hammond, M.D. Groups 1, II and III
Xenon=-133

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

(a) Has the prior written permission of the hospital's Administrator and its Medical
Isotopes Committee, and
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(b) 1s specifically named as a user on a Nuclear Regulatory Commission license
authorizing human use, and

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

LJ

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.
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Licensed material shall be used im accordance with the provisions of
Section 35.14(b)(c)(e) and (£) of Title 10, Code of Federal Rcgulations.

Patients containing lodime 131 for the treatment of thyroid carcinoma (or patients
containing therapeutiec quantities of Cold 198) shall remaim hospitalized until the
residual activity is 30 millicuries or less.

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

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

Prior to disposal as normal waste, radioactive waste shall be monitored to
determine that its radieactivity cemnnot be distinguished from background with
typical low-level laboratory survey instruments. All radiation labels wil  be
removed or obliteérated.

Generator columns shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal.

The licensee shall notify the U.8. Nuclear Regulatory Commission within thirty (30)
days of the termination of a "Notice of Claimed Investigational Exemption for a
New Drug" (IND) for licensed material described in Subitems 6.G. and 7.C.

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 procedures contained in application
dated February 22, 1985; letter dated June 17, 1985; and ALARA Program dated

February 22, 1985. 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.

For the U.S. Nuclear Regulatory Commission

| Original Signed
. Date July 10, 1985 By James Mullauer
‘ Materials Licensing Section, Region III




