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MATERIALS LICENSE Amendment No. 39

*f

-'! 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 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.
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7. Chemical and/or physical

030-02672
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.| l In accordance with letter dated

. | August 1, 1984

8 1. St. Vincent Medical Center | 3. License number 34-01216-03 is amended in

. Department of Nuclear Medicine its entirety to read as follows:

y 2. 2213 Cherry Street ———— T SUUULF S ——
j Toledo, OH 43608-2691 | 4. Expiration date June 30, 1990

: :

l

- —

6. Byproduct, source, and/or 8. Maximum amount that licensee

special nuclear material form . may possess at any one time
o ' dnder this license
l A. Any byproduct material A. Any radiopharmaceutical A. As necessary for
4 listed in Groups I listed in Groups I uses authorized
. and II of Schedule A, and II of Schedule A, in Subitem 9.A
. Section 35. 00 of Section 35,100 of
. 10 CFR 35 10 CFR 35
4 B. Any byproduct material B. Any form listed in B. 2 curies
j‘ listed in Group III of Group III of Schedule A, of each byproduct
6 Schedule A, Section Section 35.700 of material authorized
s 35.100 of 10 CFR 35 10 CFR 35 in Subitem 6.B
o}
S C. Any byproduct material C. Any radiophérmaceutical C. As necessary for
4 listed in Group IV of listed in Grouvo IV of uses authorized
. Schedule A, Section Schedule A, Secction in Subitem 9.C
; 35.100 of 10 CFR 35 35.100 of 1Q CFR'35
A D. Any byproduct material D. Any radiopharmaceutical D. As necessary for
4 listed in Group V of listed in Group V of uses authorized
of Schedule A, Section Schedule A, Section in Subitem 9.D
} 35.100 of 10 CFR 35 35.100 of 10 CFR 35
ﬁ E. Any byproduct material E. Any sealed source E. 3 curies
o listed in Group VI of listed in Group VI of total for all
o Schedule A, Section Schedule A, Section sources authorized
ﬂ 35.100 of 10 CFR 35 35.100 of 10 CFR 35 in Subitem 6.E
:
i
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. 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

. Xenon-133 . Gas or gas in solution . 300 millicuries
that is the subject
of an active (i.e., not
withdrawn or terminated)
"New Drug Application"
D@?‘apﬂyagpd-by FDA or
- eg active (4.0, ‘not
"Withdrawn term1nét‘
or on "clinical hold"j
"Notice of Claimed
Investigational Exemption o
for a New Drug" (IND) )
. that has been accepted
\ by FDA .

7
)

;"v., i. b :
. Any byproduct material C!r ackaged kita» z » 3 millicuries
listed in Section "« v " f;7 of each byproduct

. ".

31.11(a) of 10 CFR 31 ' . W “material authorized

e N . "0 11 ""¢' “% in Subitem 6.G
(¥ . f': 3; ]

. Cesium-137 o~ ' )l Seq,le #9}& .R:. One curie
e Lf_lLu‘ ol .

— -_—

. Authorized Use N -
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. Any diagnostic procedure }{ ted in Groups {L nnd II of Scheanb A, Section 35.100
of Title 10, Code of Federii'Rggulatxons

= ‘r,
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Preparation and use of radxopharm;g! als for anyAtiagnostlc procedure listed in
Group III of Schedule A, Section prtr# 10, Code of Federal Regulations.

&

. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of
Title 10, Code of Federal Regulations.

. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of
Title 10, Code of Federal Regulations.

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

. Blood flow studies. Pulmonary function studies.

. In vitro studies

. To be used in J. L. Shepherd and Associates Model No. 28 Series, Submodel No. 28-6
calibrator for calibration of survey instruments.
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CONDITIONS
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Licensed material shall be used only at the licensee's facilities located at
2213 Cherry Street, Toledo, 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."

Licensed material listed in Item 6 above is authorized for use by, or under the
supervision of, the following individwal(§) for the materials and uses indicated:

S. T. Pinsky, M.D. = Groups. I, II, IIT, IV, V and VI
\J Xenon-133
In vitré studies

Groups I, TI, III, IV, V and VI
Xenon-133

In vitro studies
. Ho, M.D. Group VI

. J. Williford, M.S. S / Licensed materi@l listed in
" _Subitem 6.H:

S8 8 T8 8 AR e T

. B. Glassberg, M.D.. : (101111, Groups T and i3
N 1188 Xegon-133
'«p vitro studies

8 ‘s . n

5

Gtoups Iy, II and III
Xenon-]133

In vitro studies

. E. Hoover, M.D. s R : Groups I and II

Xenon-133

Iodine-131 for treatment of
hyperthyroidism and thyroid
carcinoma

Phosphorus-32 for treatment of
polycythem‘a vera, leukemia and
bone metast. ses

In vitro studi.s

ks

-

Phosphorus-32 for intracavitary
treatment

Iodine-131 for treatment of thyroid
carcinoma and hyperthyroidism

- » « - . . » - = - » 8 ‘4 s

4 8 s s

.

, M. F. Fadell, M.D. Groups I, II and III
|
o
i
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S. E. Gordon, M.D. Groups I, II and III
Phosphorus-32 for treatment of
polycythemia vera, leukemia, and
bone metastases
Xenon-133
In vitro studies

C R IR T RS R R VR MR TR R

S. L. Mayes, M.D. Groups I, 1I and III
Iodine-131 for treatment of thyroid
carcinoma and hyperthyroidism
Xenon-133

I! vitro studies

Richard W. Siders, M.D. %, Group' I, IT and III
) Xenon- 133
In vitro'studies
Phosphotus-ﬁ& in soluble form for
treatment @f polycythemia vera,
‘leukemia and/or bone metastases
Iqﬂine~l3l fér ‘therapy

2 e e
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Groups I, II amd 1II
+ Xenon- 133
;-:!}w” }g vitro studtos

R R T

Groups I, II nld ITI
XQn-n-133
—I! vitro sm’d‘ies

G. W. Marsa, M.D. ey oroup vxf*

Chun I1 Mah, M.D. Group. v

Steven Zeidner, M.D. al 75 & & E}oup VI
William D. Eggleston, M.D. Group VI
William K. Mueller, M.D. Iodine-131 for treatment of thyroid

carcinoma
Group VI

i
|
‘
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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:

g 8 '8 8 8

8 e

(a) Has the prior written permission of the hospital's Administrator and its Medical
Isotopes Committee, and
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Is 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.

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.

Licensed material shall be used 1n~1céordance WIth the provisions of
Section 35.14(b)(c)(e) and Lf) o¥'T1tle 10, Code of Federal Regulations.

o
—
w

A. (1) Each sealed sontae containing licensed material, other than Hydrogen 3,
with a half- &6]5 greater than thirty days and in amy form other than gas
shall be tested for leakage and/or contamination at .dntervals not to exceed
six months . 'In the absence of a certificate from a ttansferor indicating
that a test has been mede within six months prior to the transfer, a sealed
source received from lpi&her persan shnl} fpot be put into use until tested.

R

Notwithstapnding the petibdic leak test rh!uited by this condition, any
licensed sealed source is exempt from such leak tests when the source
contains 100 microcuries or lp;g,nf beta and/or gamma emitting material or
10 microcdries or less of alpha 1F‘$txn3 matverial.

.
.
*
-
*
-
.

The periodLC'leak todt :equxqpl QV thi( condition does not apply to sealed
sources that are stored and not being used. The sources excepted from this
test shall be tested for leakage prior £o any use of transfer to another
person unless they have been leak tested within nfi months prior to the
date of use or Grﬁnsfer

The test shall be capable of detecting the presence of 0.005 microcurie of
radioactive material on the testiga jlhe test sample shall be taken from
the sealed source or from the surfaces of the device in which the sealed source
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
and maintained for inspection by the Commission.

I[f the test reveals the presence of 0.005 microcurie or more of removable
contamination, the licensee shall immediately withdraw the sealed source from
use and shall cause it to be decontaminated and repaired or to be disposed of in
accordance with Commission regulations. A report %ha.l be filed within five

(5) days of the test with the U. S. Nuclear Regulatory Commission, Region III,
799 Roosevelt Road, Glen Ellyn, Illinois 60137, describing the equipment
involved, the test results, and the corrective action taken.

Tests for leakage and/or contamination shall be performed by the licensee or by
other persons specifically authorized by the Commission or an Agreement State
to perform such services.
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Patients containing Cobalt 60, Cesium 137 or Iridium 192 implants shall remain
hospitalized until a source count and surveys made with an appropriate radiation
detection instrument indicate that all implants have been removed. The results of
these surveys shall be recorded and maintained for inspection by the Commission for
five (5) years from the time the implants are removed.

L L R T L L] v . - s
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AL S

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

The licensee is authorized to hold radioa€tive material with a physical half-life of
less than 65 days for decay-in-storage before dispogal in ordinary trash provided:

i

A. Radioactive waste tokﬁn,ﬁigposed of in this mannefwsnlll be held for decay a
minimum of ten (10)“half-lives.

8 s

Prior to disposal 4s normal waste, radioactive waste shdll be monitored to
determine that €3 radioastivity cannot be distinguished from background with
typical low-letel laboratetry survey instruments.. All radiation labels will be
removed or obli;erated %4

£ s s s

Generator coln.ns shall be sdgregated so that they may be monitored separately
to ensure decay. to backgrouﬁdtlevels prior ﬁov618posa1.

The licensee shall GStablilh,A bxonls‘ ,‘ﬁaﬂ for individuals handling millicurie
amounts of iodine-131 in actordance wi fgjdpaqcies and procedures contained in
Regulatory Guide 8. lDJ "Applicﬂt4ons oﬂ doassay for I-125 and T-131."

i
4
1

Except as specifxcallprTowxded otherwise by this ltcense. the licensee shall possess
and use licensed material described in Items 6, 7, and 8 of this license in
accordance with statementgy representations, and procedures contained in application
dated October 27, 1978; letters dated January 15, 1979,'GCLober 10, 1979, August 21,
1981, January 14, 1982, January b‘, 1983, June 14,1983 and August 1, 1984 (except
Item 5.A. )i and ALARA Program dated !igusgz21.3198 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
By Evelyn R. Matson
Materials Licensing Section, Region III
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