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-

MATERIALS LICENSE

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
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, p

$ source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to
4 deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This

g license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is
|

g subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any
conditions specified below.

g

bIC'"8"
In accordance with letter dated

% August 1, 1984 9
1. St. Vincent Medical Center 3. License number 34-01216-03 is amended in f! Department of Nuclear Medicine its entirety to read as follows. f5

'~
2' 2213 Cherry Street O '

O 4! 'Eiptr i n date June 30, 1990Toledo, OH 43608-2691 *
,,

W (b W
g gV 5. Docket or * */ \ 030-02672 N
q *1 Reference No. /. p'

.

6. Byproduct, source, and/or s4 7. Chemical and/or physical L:8._ Maximum amount that licensee 5<

Nspecial nuclear material form {may possess at any one time E% r

C #

+ der this license N,Q NN f/ c'n

7 g a >Any radiopharmaceutical ,A. As necessary for
,,, .p+

A. Any byproduct materihl '

~iA
listedinGroupsIh. Q 11sted''in; Groups {I , () uses authorized
and II of Schedule,A, Njan'dIIlofScieduleA, (l in Subitem 9.ASection 35.100 of M -r:Section,35'.100 of- k'#

2102, h TT r k N ,$ b [<
10 CFR 35 H On CFR"35 4 f,

(f do)B. Any byproduct materi)al W ^.g.B,.'Anyiform listed'in '
q , .

rB

h.2 curies
t >

| listed in Group III of Q GrobpjIIIjdQSchedule A', of each byproduct
j Schedule A, Section # % 4 Secticin" 35 !.'00)of o k e? material authorized
# 35.100 of 10 CFR 35 h H %1FCFR;35 X "'~% ' M in Subitem 6.B
A Lf|;\[$ hfy

'

C.Any'da'diophtrmaceutical~@&b C.Anybyproductmateria(l/A
U

C. As necessary for

| listed in Group IV of 7p/
M, Schedule A, Scction D

listed"in Group IV of W uses authorized
#

y Schedule A, Section in Subitem 9.C
M 35.100 of 10 CFR 35 35.iOO of 10 CFR-35

-1g ; -. c- p
A D. Any byproduct material D. Any radiopharmaceutical D. As necessary for

listed in Group V of listed in Group V of uses authorized

g Schedule A, Section Schedule A, Section in Subitem 9.D g
g 35.100 of 10 CFR 35 35.100 of 10 CFR 35,

$y|
N E. Any byproduct material E. Any sealed source E. 3 curies $
N listed in Group VI of listed in Group VI of total for all D

N Schedule A, Section Schedule A, Section sources authorized E

$ 35.100 of 10 CFR 35 35.100 of 10 CFR 35 in Subitem 6.E k
N

|
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6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that L

and/or special nuclear physical form licensee may possess I

fmaterial at any one time
under this license

L

i
F. Xenon-133 F. Gas or gas in solution F. 300 mil 11 curies t

that is the subject
{of an active (i.e., not
Cwithdrawn or terminated)

"New Drug Application" (
a'h'DA) approved-babetive di.kI, not.

L

( FDA or g
l l

4dh ( t/ithdrawn, termior on " clinical hold")
" Notice of Claimed [
Investigational Exemption hfor a New Drug" (IND) h 7h \' ,,/,, th) . that has been accep[te'db FDA t

G. Any byproduct mater 1 Pre ac
listed in Section Q dkits[

3 millicuries
of each byproduct f

'

> %g31.11(a) of 10 CFR [3L h material authorized g,
- V in Subitem 6.G g

'
,

h t N C
'"

Se 'ed sourca !$: ,
a

M One curie [H. Cesium-137 '

0 C ~ n _AN R |||8 A' h [a

M ff p [ {u W i |x .df CO t
( p' V/9. Authorized Use

VA. Any diagnostic procedure Jfated in Groups, and II of Schedulb A, Section 35.100 g
of Title 10, Code of FederU/ Regulations. V g

"'

'/) g
*

B.Preparationanduseofradiopharmacsuticals,foranyjdiagnosticprocedurelistedin [
Group III of Schedule A, Section 35(10,0fofgtle *10/ Code of Federal Regulations. {4

C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of f
] Title 10, Code of Federal Regulations. p
1 g

]D.AnytherapeuticprocedurelistedinGroupVofScheduleA,Section35.100of L

Title 10, Code of Federal Regulations. E

C

E. Any procedure listed in Group VI of Schedule A, Section 35.100 of Title 10, Code f
of Federal Regulations. g

I
F. Blood flow studies. Pulmonary function studies. t

L

G. In vitro studies

: H. To be used in J. L. Shepherd and Associates Model No. 28 Series, Submodel No. 28-6 f
calibrator for calibration of survey instruments. g

i
cm
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CONDITIONS
-

i
10. Licensed material shall be used only at the licensee's facilities located at |2213 Cherry Street, Toledo, Ohio. g

N
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
Part 20, " Standards for Protection Against Radiation."

5

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: y

ChUI [/f N

S. T. Pinsky, M.D. S/ CrouppyI, II, III, IV, V and VI |
Xenon-J33 I
In vitrd htudies

vv ,
R. M. Myers, M.D. Groups,I, II III, IV, V and VI g3.h Xenon-J33 3 y

Qj p $7itrostudies 1

|$:$ 0 Y& f% *m,
\ gGroup VI EE. Ho, M.D. e. s

k N- $3 S |~ y ,'
K. J. Williford, M' L % / Licensed mateilal listed in.

[' Y%y ., ,,, 95Subit'ed 6.HM'

.Y FfSW D |Yttf
'

i i<
! Groups 31 and Il IG. B. Glassberg, M.D. G j

h 9 JJ" M
s

'~((t)Xnon'-133 p E9

M ft - Ii/ vitro studies N

y/ @p~) ~0 60 |
roups K II and III gP. M. Royen, M.D. f

. Xenon-{33 g

! h I_r3 vilro studies W
sd s >\

Y f- O k }Gr'oups I and II'
ND. E. Hoover, M.D.

4 A F NXenon-133
Iodine-131 for treatment of
hyperthyroidism and thyroid y
carcinoma |

| Phosphorus-32 for treatment of R

polycythem!a vera, leukemia and 5
bone metast,ses I

I_n vitro studhs
i

M. F. Fadell, M.D. Groups I, II and III y

Phosphorus-32 for intracavitary p

treatment i
Iodine-131 for treatment of thyroid I

carcinoma and hyperthyroidism E

I
i
N
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i
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.

S. E. Gordon, M.D. Groups I, II and III h
Phosphorus-32 for treatment of :

polycythemia vera, leukemia, and r

bone metastases '

Xenon-133
_

'

_I_n vitro studies |

S. L. Mayes, M.D. Groups I, II and III
_

Iodine-131 for treatment of thyroid r

carcinoma and hyperthyroidism :

X
_

R h enon-133hyitrostudies
'

h '

Richard W. Siders, M.D. Gr u h II and III |

Xenon-15}h r

I_n vitro \ studies :

Phosp]horudf2insolubleformfor r

h tr'eaident,o1 polycythemia vera, i
f4f. [ Ndufemiaandorbonemetastases
M ine-131 fo,r4 herapy -

RichardB.DoerfleNM.D. h A jGoupsI,II III ~'

Td( Xerion-133

%%- ,
.

'In# vitro, stud @ies _

p g
'

Nff . ? ,INTVGroupsfi,II*& Ef
'e

T. T. Loh, M.D. W. and III,.

[, ,.1 ( X,enon-133 p [( -

h f In'sv'itro s dies ;

G. W. Marsa, M.D. / [ up V

Chun Il Mah, M.D. h GrouRVI |

Steven Zeldner, M.D. ( boupVI
_

William D. Eggleston, M.D. Group VI j
William K. Mueller, M.D. Iodine-131 for treatment of thyroid |_

carcinoma |
Group VI -

13. 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 r

f

i
COPY r=
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} l
} (b) Is specifically named as a user on a Nuclear Regulatory Commission license I

authorizing human use, and
|

(c) Performs only those procedures for which he is specifically authorized by a |Nuclear Regulatory Commission license. p
1 |The licensee shall maintain for inspection by the Commission, copies of the written a

permission specified in Subitem (a) above and of the license (s) specified in N
I Subitems (b) and (c) above. These records shall be maintained for five (5) years I
l from the time the licensee grants its permission under Subitem (a) above. f| o R Pn i
J . ' * . LicensedmaterialshallbeusedtinS1ccordance-withftheprovisionsof g

1 Section 35.14(b)(c)(e) and (f)gp'f' Title 10, Code of%doral Regulations. I
~

g kJ N Il
Each sealed sottrhe containing licensed materialpi 15. A. (1) , other than Hydrogen 3, E

] withahalf-Qfegreaterthanthirtydaysandin'adyformotherthangas |
) shallbeteytedsforleakageand/orcontaminationrat)fntervalsnottoexceed y

3 six monthsl/)In theD bsence of a certificate' fro'm a ,tiansferor indicating g

that a teltyhas beciiC 'a'de within six month's7p'rlor to the transfer, a sealed i1 m
J source received froM &nbtiter person, shill' dot'be put Gto use until tested. N
1 $Q) f'| Q2 >

'

l (2) Notwithstanding the $cilodic leak test reifuihed by this condition, any N
-

] licensed [ sealed sicurc~eiikexedpt=Irhm sdchil'eak, tests ' shen the source |100 micNcur''es'"oEless of bTta*an'd/or',g'amma emitting material or
contains$dr'ies o'r$hss 6fd

i3 g y p
10 micro a emitfing? Material'. > g1

D[.[)testbrequired b|y|; tilisn condition does not apply to sealed|| |k D@ h 1
^

1

The periodh leak;idrMitarid*ndt Ee' inns 7diY The soitr7ces excepted from this1 (3) E

1 sources thatdare s
~

kl test shall f>eetested forDieakaieTpribr t'o)$ny use 'o't; transfer to another E

3 person unlesdNthey have beer @lsak t'e'stef within six~) months prior to the |bh date of use or #'rhnsfer. *"
t

al '// h g

a

1|
j B. The test shall be capable of / detecting the prbsence of 0.005 microcurie of Eg

radioactivematerialonthe'tesCsample.iTheTestsampleshallbetakenfrom P
1 the sealed source or from the surlac6s' of she device in which the sealed source N

is permanently mounted or stored on which one might expect contamination to
accumulate. Records of leak test results shall be kept in units of microcuries yg

j! and maintained for inspection by the Commission. p

1 Ef C. If the test reveals the presence of 0.005 microcurie or more of removable N

1 contamination, the licensee shall immediately withdraw the sealed source from E

] use and shall cause it to be decontaminated and repaired or to be disposed of in |accordance with Commission regulations. A report tha.1 be filed within five y
j (5) days of the test with the U. S. Nuclear Regulatory Commission, Region III, p

] 799 Roosevelt Road, Glen Ellyn, Illinois 60137, describing the equipment p

1 involved, the test results, and the corrective action taken. 5
1 W
l D. Tests for leakage and/or contamination shall be performed by the licensee or by Ej

other persons specifically authorized by the Commission or an Agreement State |
j to perform such services. g

I M
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1 i
i 16. Patients containing Cobalt 60, Cesium 137 or Iridium 192 implants shall remain i
I hospitalized until a source count and surveys made with an appropriate radiation N

| detection instrument indicate that all implants have been removed. The results of

j these surveys shall be recorded and maintained for inspection by the Commission for y
j five (5) years from the time the implants are removed. p

17. Patients containing Iodine 131 for the treatment of thyroid carcinoma (or patients
I containing therapeutic quantities of Gold 198) shall remain hospitalized until the N
I Iresidual activity is 30 millicuries or less.

1
} 18. The licensee is authorized to hold radioactive paterial with a physical half-life of y

a less than 65 days for decay-in-stoIagObefcirE-dispbsal in ordinary trash provided: |
I ~N I

Radioactive waste to b(ejdisposed of in this manner;shall be held for decay a I1 A. 3
1 minimum of ten (1 %h'alf-lives. /' I
1 O I
J e iB. Prior to disposa.1 asenormal waste, radioactive waste shell be monitored to y3

1 determine that fLt) ra'diohetivity cannot be distinguished,fi.om background with p

j typical low-le0s) laboraTo^rbsurvey instrumentis'.ZIll radiation labels will be p

j removed or ob,11[erated. 'jM, q:,g O N
*

1 tty rI s |a n.-

Generator columns shall be segregate _d p thay, disposal.
they may be monitored separatelyC.

to ensure decay,to background'tlevels prior'to;
-{- y

]19. The licensee shall(e$tabl sh a bi6 ass % M'inflividuals? handling millicurieWO W (M i

'

3 ay p"rogram,foF y1

l! amounts of iodine-13 in ad6ordadce flth: frec I
RegulatoryGuide8.10."AppliEations'loffB'16as[uin'ciesandjprocedurescontainedin/

M TM I MI sg%fJ M |
hforcI-125 andM -131." N,

3|20.
1

Except as specifically,ial} described is;ise:b(y this$' license,E'this license inprovidedotIlerw the licensee shall possess

tIUraf,d procedups) contained in application |] 7, find 8 p
~

'

and use licensed mater

1 accordance with statements (,r,epresentations, an y

j! dated October 27, 1978; lett,ers dated January 15,1979R0ctober10, 1979, August 21, p

dj 1981, January 14, 1982, January'18_, 1983, June 14,%2983 and August 1, 1984 (except i

1 Item 5. A.); and ALARA Program daind 'Augusth21k19817 The Nuclear Regulatory h
Commission's regulations shall govern'the" licensee's statements in applications or
letters, unless the statements are more restrictive than the regulations. y

1 1

1I N

JI E

f|
p

1 P

1 N

1 i
l I
I I
I >
} For the U.S. Nuclear Regulatory Commission 5

J P

1 5

1 N

1 I
|

Original Signed y

| D:te May 17, 1985 By Evelyn R. Matson p

| Materials Licensing Section, Region III I
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