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' Amendment No.

i MATERIALS LICENSE

fi Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 -~ 438), and Title 10,
§l Code of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 40 and 70, and in reliance on statements 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 ‘he 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

In accordance with application dated

conditions specified below.
{ February 12, 1985

1. Stanley H. Levy, M.D. |3, License number 21-07059-01 is amended in
) its entirety to read as follows:
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Licensee

2. 10601 West Seven Mile Road
Detroit, MI 48221

— e —— e — - — —

' 4. Expliration date June 30, 1990
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| 5. Docket or
1} L | Reference No.
7. Chemical and/or physical
form

030-02066

% 5. Maximum amount that licensee
may possess at any one time
under this license

A. As necessary for
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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

. Any 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 Section
31.11(a) of 10 CFR 31

. Xenon-133

1C1E€!§ 850517
LR e

listed in Groups 1
and I1 of Schedule A,
Section 35.100 of

10 CFR 35

. Any form listed in

Group I1I 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

. Prepackaged kits

. 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

. 2 curies
of each byproduct
material authorized
in Subitem 6.B

. As necessary for
uses authorized
in Subitem 9.C

. 3 millicuries
of each byproduct
material authorized
in Subitem 6.D

300 millicuries
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9. Authorized Use

1
8lA. Any diagnostic procedure listed in Groups I and 11 of Schedule A, Section 35.100
-g of Title 10, Code of Federal Regulations.

il B . Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in

-

o Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations.
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Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of
Title 10, Code of Federal Regulations.
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In vitro studies.
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. Blood flow studies. Pulmonq;yAfﬁhction studies.

-

CONDITIONS

LI T A

Licensed material shdl) be used only at the licensee's facilitiés located at
10601 West Seven Milg Road, Detroit, Michigan.
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The licensee shall £§mply with ti&ﬂptovisions of Tiﬁlo 10, Chapter 1, Code of Federal
Regulations, Part 19, "Notices, ﬁn;trucgions and Reports to Workers; Inspections" and
Part 20, "Standards for Protection Agaifist Radig&jgﬂ."

Licensed material ldsted Ln‘f.‘}t.em 5 abmﬁ l‘ ﬁéﬁéiiZed for use by the following
individual(s) for the mater{als and unq?f‘?dutoged: '
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Stanley H. Levy, M.D.\) Groups I, I¥, 111 and IV

* - - » -

l,?-;on- 133
n vitro studies

Henry A. Shevitz, M.D. : Groupg~1, II, III and IV except
2 Jscolloidal Phosphorus-32 for
therapy
Xenon-133
In vitro studies

&

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.

The licensee shall obtain a properly calibrated survey meter capable of registering
IR/hr prior to obtaining Mo99/Tc99m generators.

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 I-131."




A 8 8 4 S B EAEEARSSE RS AT T 8 88 S AR 8 E e e e A S SRS AT AT TR e e
S . S .. N - T . . . W . _—t et = - 2 2 0 9%

NRC Form 8744 J U.S. NUCLEAR REGULATORY COMMISSION PAGE 3 OF 3

License number

21-07059~ 01

MATERIALS LICENSE et

Docket or Reference number
030-02066

SUPPLEMENTARY SHEET

E—

Amendment No 19
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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 12, 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.
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For the U.S. Nuclear Regulatory Commission

Original Signed
Date May 17, 1985 By John R. Madera

Materials Licensing Section, Region 111
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