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| MATERIALS LICENSE |
Amendment No. B

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 -438), and Title 10 E

) Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations |
1 heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, y
1 source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to |
1 deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This N
d license shall be deemed to contain *he conditions specified in Section 183 of the Atomic Energy Act of 1954. as amended, and is N

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

I j conditions specified below. |
'" S* *

In accordance with application dated
1 February 12, 1985 !|

flI 1. Stanley 11. Levy, M.D. 3. License number 21-07059-01 is amended in
d

l
its entirety to read as follows: I

N

] ]4. Expkr(ationif ate |f-2. _10601 West Seven Mile Road
hhgg j,

1 Detroit, MI 48221 June 30, 1990 g
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5. Docket or M\ 030-02066 hh wp
j

Reference No. /m yj

j 6. Byproduct, source, and/or p* 7. Chemical and/or physical QMaximum amount that licensee i
'

] special nuclear material form may possess at any one time f
h) \A -[/ %" Inder this license

% ,

3 N
3 - - gpg g.g
1 A.Anybyproductmater[al' Q A'. Any radiopharmaceutical

(A.Asnecessaryfor g
1 listedinGroupsI/ I N11steddit-Groups /Il .- ) uses authorized Rf
1 .and II of Schedule Ag i V and II/of S'chedu'lef ,

Q in Subitem 9.A EAl Section 35.100 of N
h. Q'z,Se'ctio'n;. 35}100)ofl[ 710 CFR 35 h-= C 10,CFR 35 Q h.? / e"

%3) M NfTTPTThN Y M , |(fB. Any byproduct materia)l1
wM,B. ' Anyqform!11sted?in qB7 2 curies g41

-

j listed in Group III of T h Grodp' III'of[ Schedule A,
[[N of each byproduct

4
g

1 Schedule A, Section W
h ( B[d M;f Sec[tildnV35'.|10'0Ioff[gM material authorized i

1 35.100 of 10 CFR 35
id'CFR dS h) D

in Subitem 6.B W
1

'

D (j//i[\ fjjj QQ >f
C. Any byproduct material <(Vg

<j , C. Any radiopharmaceutical. C. As necessary for |listed in Group IV of listed in Group IV ofA uses authorizedq yj Schedule A, Section / Schedule A, Section Y in Subitem 9.C g

1 35.100 of 10 CFR 35 'Y35.100oflot CFR*35 5
] 1 ygg* p!

1 D. Any byproduct material D. Prepackaged kits D. 3 mil 11 curies b
l listed in Section of each byproduct E

|31.11(a) of 10 CFR 31 material authorized

} in Subitem 6.D g

) E

E. Xenon-133 E. Gas or gas in solution E. 300 mil 11 curies y

that is the subject B

of an active (i.e., not I
A withdrawn or terminated) E

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

| an active (i.e., not W
J withdrawn, terminated W
I or on " clinical hold") N

) 8506100758 850517 " Notice of Claimed |RE03 LIC30 Investigational Exemption
j 21-07059-01 PDR for a New Drug" (IND)
| that has been accepted dp
| by FDA h f
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1 MATERIALS LICENSE
Docket or aererence number I

l SUPPLEMENTARY SHEET 030-02066 I

! |
| Amendment No. 19 y
1 1
1 9. Authorized Use h
1 I
I A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section 35.100 E

of Title 10, Code of Federal Regulations. |
| |

1 B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in 1
J Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations. I
I I
I C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of 5

Title 10, Code of Federal Regulations.
|

g8 REGq |
D. In vitro studies.

1 E.-Blood flow studies. Pulmonary, function studies. . N

] Q 5-

q p CONDITIONS \./

Licensedmaterialsh[11beDedonlyatthelicensee'sjackl !10. es located at
} 10601WestSevenMifejkoad,'IIcirdit, Michigan. g

""
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1 11.

The licensee shall comply with^th'eyp'ructdons land)Relior'ts to Workers;
tovisions'o Tit 16t10, Chapter 1, Code of Federal E

l Regulations, Part 1% " Notices',linst Inspections" and U
l I,

Part 20, "StandardsJor PrktectiidnM'gaids'tMadiation." p
l

,

e gg. j / ,e A N6 . By
12. Licensedmaterialibted $ (j 6dy'o$ Is InbNoribd'NNuse by;the following |

y
tem 6

J individual (s) for the mate'rfils and'GAe's ddiUt6d: Sjp D p

1 Y % |
1 Stanley II. Levy, M.DM ' ,t'&u?k p % iLGro[ups I, If{JIII and IV N

% y // fXeEon-133[,9
] */ kp itV vitrostudies

b| N
1 llenry A. Shevitz, M.D. h GrouS, I, II, III and IV except p

j; Q Jrcolloidal Phosphorus-32 for [
d ,f, -@O,f Ptherapy P1 #1 D "1 Xenon-133 I

In vitro studies

1 E
1| 13. Licensed material shall be used in accordance with the provisions of g

1|1 Section 35.14(b)(c)(c) and (f) of Title 10, Code of Federal Regulations. p

P
1 14. The licensee shall obtain a properly calibrated survey meter capable of registering B

1R/hr prior to obtaining Mo99/Tc99m generators.

15. The licensee shall establish a bioassay program for individuals handling millicurie |
J amounts of iodine-131 in accordance with frequencies and procedures contained in p

Regulatory Guide 8.20, " Applications of Bioassay for I-125 and I-131."
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i 030-02066

N

Amendment No. 19
1

- |
1 16. Except as specifically provided otherwise by this license, the licensee shall possess |
I and use licensed material described in Items 6, 7, and 8 of this license in N

f accordance with statements, representations, and procedures contained in application N

} dated February 12, 1985. The Nuclear Regulatory Commission's regulations shall |
) govern the licensee's statements in applications or letters, unless the statements

y
) are more restrictive than the regulations. |
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) For the U.S. Nuclear Regulatory Commission )
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Original Signed

jDate May 17, 1985 By John R. Madera g

| Materials Licensing Section, Region III p
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