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( MATERIALS LICENSE Amendment No. 27 p

f 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 y

$gheretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, p
i source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to n
i deliver or transfer such material to persons authorized to receive . . 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. i

t i

Licensee {t

; In accordance with application dated i

| February 22 1985 | :

Mercy llospital 3. License number ,34-00305-03 is amended inI- ' ''
,

its entirety to read as follows:
< >_, _

d)p( f\ b
iFis /r ji2200 Jefferson Avenue'-

f 4. E"xpiration date July 31, 1990 EToledo, OH 43624

.i)g
s

e
I5. Docket or

~ '| / \ 030-02641
s

4 s) Reference No. p

4 6. llyproduct, source,and/or ,.h 7. Chemical and/or physical V 8. Maximum amount that licensee ,1f

' [[may possess at any one time jE
Nspecial nuclear material form .''r

N k) NN - u'nder this license i

A y |

!q J, y(>g , A.. y: *

s gs ,- '

g A. Any byproduct materidl ',1Al.Any radiopharmace~utical (A.Asnecessaryfor I
,

i

y listed in Groups I . S listedlin' Groups;I C
b, uses authorized |

I'' i
~

-.

h and II of ScheduleTA, 1 'an'd IIIof Schidule A, in Subitem 9.A
% Section 35.100 of 6, ' fSecti6iU35'.i100 6f- y |

'
,

d 10 CFR 35 L 4 E10'CFR 35 h,- <. - ~ ;2
'

Sj M;d4g k !'kp.3 G) ~y. oj,6f - lv,J,,''''
Wd B. Anyj fom> JJ.z

i

%,
g &+

]1isted in v CB. 2 curiesq B. Any byproduct material
' 9.1 Group!III(of9Schedul'e A, % of each byproduct !y listed in Group III(of U

y Schedule A Section p ] $ 'QSectionM 5.*100 df d [h2 material authorized !
4 35.100 of 10 CFR 35 y \10 CFRj35 Q ,(g' J in Subitem 6.B |

'

i] \/y,sf WjGP '4 Q j
C. Any byproduct material /[, C. Any radiopharmaceuticals) C. As necessary for j

/ listedinGroupIVof@ uses authorizedlisted in Group IV of
'*

Schedule A, Section *ASchedule A,,Section in Subitem 9.C
p:

' i35;100d, ,f 10 CFR> 3535.100 of 10 CFR 35 p
. o

N D. Any byproduct material D. Any radiopharmaceutical D. As necessary for F
j%i listed in Group V of listed in Group V of uses authorized

U Schedule A, Section Schedule A, Section in Subitem 9.D k
f35.100 of 10 CFR 35 35.100 of 10 CFR 35

(
( E. Xenon-133 E. Gas or gas in solution E. 500 millicuries
N that is the subj ect
5 of an active (i.e., not

withdrawn or terminated)
y "New Drug Application"
q (NDA) approved by FDA or
4 an active (i.e., not
W withdrawn, terminated I

$ or on " clinical hold")
4 8507290238 850710 " Notice of Claimed ;

W REG 3 LIC30 <

q 34-00305-03 PDR Investigational Exemption !

q for a New Drug" (IND)
|

| that has been accepted g} ;
i by FDA i

G -- - M) ___ %)13985 Coy 5

..
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1 Amendment No. 27 |
1 1
I 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that I

and/or special nuclear physical form licenseemaypossess|
j material at any one time y

1 under this license .g

1 II
1 F. Any byproduct material F. Prepackaged kits F. 3 millicuries 'l

| listed in Section of each byproduct |31.11(a) of 10 CFR 31 material authorized
3 g

1 in Subitem 6.F g

i I
| G. Iodine-131 G. lodometlIyln5rcholesterol G. 50 millicuries |

1 C manufactu'rkd'b'v (addr i

Y received from the (,g/ [ O
l I
l "Nuclear Pharmacy of thes

University of Michigan I[d
3

6* pa

1 9. Authorized Use v fy /} ||

A.Anydiagnosticprocedu,r)elisted1nGroupsIandII/ofjScheduleA,).Section35.100
1 Ey~ .,4Q ,,gLp e-~
1 3

3 of Title 10, Code of Federal Regul'ations.'7 M ggi ( I\

]B.Preparationanduse(ofradiopharmac|euticals;fo{ranydiagnosticprocedurelistedin;' :( | Y YW ? 0
g

_
p

1 Group III of Schedule A, Section~.35.=100 of Title 10s Code,of Federsl Regulations. N^

DIdi h%4T }#9 M [ l1 f2
1 C. Any therapeutic proc (edure listiediinI roup{f'7TG IV LSc$iedulei As Section 35.100 of I

Title 10,CodeofFederalR'egulations."j{{
#d!MM[ ( |:

D.Anytherapeuticproce%dure listed {Iir M N 4piniGroup V/of Schedule A Sec @ tion 35.100 ofg;hj
g

Title 10, Code of Feder'al' Regulations.L(Li|7 M M j*f Q(
// (
f|Wf /j,

function studies.
.

)
E. Blood flow studies. Pulmona

>

gl v v Fj F. In vitro studies, e 4 4 J,. 'p p
p a n p g

11 G. For adrenal imaging used in accordance with Notice of Claimed Investigational Exemption g
I for a New Drug (IND) Number 21818. li
d E

CONDITIONS

$ $
10. Licensed material shall be used only at the licensee's facilities located at gq

1 2200 Jefferson Avenue, Toledo, Ohio.

A
1| 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 fPart 20, " Standards for Protection Against Radiation." g

1 a
1 8
1

1

1

1 F
1 J
1 ||

COPY ||
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I * Ucense number |
I 34-00305-03 I
I MATERIALS LICENSE |* * ' ' ' * * "| SUPPLEMENTARY SHEET 03 02641
i ,
| Amendment No. 27 |
I 1
1 12. Licensed material listed in Item 6 above is authorized for use by, or under the i
I supervision of, the following individual (s) for the materials and uses indicated: I
| N

| John Brunner, M.D. Groups I, II, III, IV and V |
| Xenon-133 y

I Licensed material listed in |
| Subitme 6.G. i l

M vitro studies
1 i
g Daniel T. Bolovan, M.D. Groups I, II, III, IV and V g

e\ 8'fA D A Cp r b3 (Xenon-133
| n |

C. 1:icensed material listed in ||
(Subitem 6.G. |N

| s V ,, "'f A |I
Michael Gordon, M.D. g) Groups"IgIIandIII

y y Xenon-133 4 y

g :~. In vitro studies y

.n (g. .N. -. -

~
' / -

g >.~c 4, . /~Gro~ups I, II, and III1 Bernard J. Lemieux,,JM.D. 's.e is
t ~',Q /1 /% [i. ;) / Xenon-133 () E

k V -In " vitro studies
EI - b' Ir *sI tQ, ~.j > ,w . 1

% %) >/ \ g ,O<. pg

g Chan Soo Shon, M.D., ['g 9 [ Q j "'~~ g ( #gGroups I, IIrand III
-

y

4 (f) Qdj K J%,4 ~ --- g Xenoit-133 ," N

00' 7o4 f -In' vitro studi'es N
(| 1r p h4o - - -

4 yg
I r\ - Qy 4;,] .

3 :?lO.kGroupsI,I E
-

N

^ V Q '' ~ Xenon-133 ,I'and III gi|
Gunvancray Bhimji Mehta, M.Dh4pJh.

Q) j4JM J
'

p
h w''

D U /| Q, N 4/In vitro's2udies y
~/s %) T

g ,

4 FrederickH. Mattes,M.D.h3 Groups,-I, II and III N |
~"

N ' /' , Soltible phosphorus-32 for therapy N

'2 ',. - / Iodine-131 for treatment of Ed la f ii

f NRN# hyperthyroidism, cardiac f
g dysfunction and thyroid carcinoma p

4 I
. il Jyoti Chakravarty, M.D. Iodine-131 for treatment of N

If hyperthyroidism, cardiac N!

Ej dysfunction and thyroid carcinoma

,
l|> l'

N
|i| g Bruce L. Hammond, M.D. Groups I, II and III y

'

g|l Xenon-133 E

| N

1 13. For a period not to exceed sixty (60) days in any calendar year, a visiting physician E

I is authorized to use licensed material for human use under the terms of this license, E

provided the visiting physician: )
i N,

'

q (a) Has the prior written permission of the hospital's Administrator and its Medical N

| Isotopes Committee, and N

N E

I N

N |
COPY

% ----a~xm_ ,
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g 030-02641 y
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1 N
N (b) Is specifically named as a user on a Nuclear Regulatory Commission license N
I authorizing human use, and E

I N

I N
q (c) Performs only those procedures for which he is specifically authorized by a p

1 Nuclear Regulatory Commission license. y

I jl
1 The licensee shall maintain for inspection by the Commission, copies of the written |E1 permission specified in Subitem (a) above and of the license (s) specified in I

Subitems (b) and (c) above. These records shall be maintained for five (5) years f
y from the time the licensee grants its permission under Subitem (a) above, y

erp. I
. s

M f~
.* na

1 14. Licensed material shall be used;in'accordance with/the provisions of H

I Section 35.14(b)(c)(e) and-('f)/of' Title 10, code lifdFederal Regulations. N

1 %) ' '1 K N

15. Patients containing Iodini 131 for the treatment of thynid carcinoma (or patients |y
j containing therapeuticfquantities of Gold 198) shall remain hospitalized until the y

j residual activity is 30 mil 11 curies or less. - g "P
:d [' 7g of/ A !p

E

il 16. The licensee is authorized toihold radioactive material with a, physical half-life of E

:l less than 65 days /for decay-in-storage before disposal in ordinary trash provided: I!
1 .> a y,+ t a - >-

1 ey ,// / [ i q e f1 g
j A. Radioactive vaste to,be disposed of in3thisjmanner shall be~ held for decay a g
:j minimum of tien- (10) half-lives.'j LMJ /, < g

1 ( f) D, M.\ M ; liTfThf Y , >' 2" E

|1 B. Prior to disposal asinormal waste,! radioactive waste shall'be monitored to E
,

}k
determine that-its r'a'dioactivityicahnotLhe distinguished [from background with N

typicallow-ldvellaboratory5urdoylinst'ru$entsi All radiation labels vil.. be:

removed or obli drated'.y %. M ~~] i

k
-lj if ;j,- c -- ~f# %- H

! C. Generatorcolumns*shallbesegregated)sothat they may"be monitored separately N

|j
to ensure decay to'b'ackground levels prior to dispo' sal. ;

I '/ %~ ;

$ 17. ThelicenseeshallnotifytheU.$.NuclearRegulatbryCommissionwithinthirty(30) |
'

f days of the termination of a " Notice 6fEClaimad Investigational Exemption for a I

f New Drug" (IND) for licensed material described in Subitems 6.G. and 7 G. |

f
1 18. Except as specifically provided otherwise by this license, the licensee shall possess
h and use licensed material described in Items 6, 7, and 8 of this license in

k accordance with statements, representations, and procedures contained in application

f dated February 22, 1985; Ictter dated June 17, 1985; and ALARA Program dated y
February 22, 1985. The Nuclear Regulatory Commission's regulations shall govern the p

p|] licensee's statements in applications or letters, unless the statements are more H ,

f}
1; restrictive than the regulations.
:

{ For the U.S. Nuclear Regulatory Commission [
2

I>1 g

h
$ Original Signed N

fDateJuly10, 1985 By James Mullauer I
j Materials Licensing Section, Region III

a ,
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