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Amendment No. 34 »

"U.S. NUCLEAR REGULATORY COMMISSION g o

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
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.

In accordance with letter dated
August 25, 1983

3. License number 21-02802-03 is amended in
its entirety to read as follows:

— -

Licensee

Providence Hospital

16001 West Nine Mile Road F— SR TR Jp HRs
Southfield, M1 48076 | 4. Explmmndae June 30, 1990
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| Reference No. 030 02022

7. Chemical and/or physical
form

8 Maximum amount that licensee
may possess at any one time
under this license

A, Any radiopharmaceutical A.

6. Byproduct, source, and/or
special nuclear material

A. Any byproduct material As necessary for

listed in Groups 1
and II of Schedule A,
Sectinn 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 Group V of
Schedule A, Section
35.100 of 10 CFR 25

. Any byproduct material

listed in Group VI of
Schedule A, Section
35.100 of 10 CFR 35

listed in Groups I
and II of Schedule A,
Section 35,100 of

10 CFR 35

. Any form listed in

Group IIl1 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

. Any radiopharmaceutical

listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35

. Any sealed source

listed in Group VI of
Schedule A, Section
35.100 of 10 CFR 35

uses authorized
in Subitem 9.A

. 4 curies
of each byproduct

material authorized

in Subitem 6.B

. As necessary for
uses authorized
in Subitem 9.C

. As necessary for
uses authorized
in Subitem 9.D

1 curie

total for all
sources authorized
in Subitem 6.E
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6. Byproduct, source, . 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 . 2 curies
that is the subject
of an active (i.e., not
withdrawn or terminated)
"New Drug Application"

L. mz:ﬁ?&by FDA or

-'withdrawn term
or on "clinical hol
"Notice of Claimed
Investigational Exemptiol
for a New Drug" (IND)
tnat has been accegted
'by FDA ,)

8.8 8 8 88 B8 N S8 NN

listed in Section "« of each byproduct
31.11(a) of 10 CFR 31 ; g.‘ - material authorized
‘ S % in Subitem 6.G

. Any byproduct mate%yl d‘?repach‘ed kp{ 6. 8 millicuries

L N JEPC TRNL TR RN VR N NREC RN RN YREC JENT TR ST NEEY JENT JERT X

Uranium 235) -
- ]
. Strontium-90 ‘ 1. Sealed source %;?e &
4 (ICN Model No. 75143) . to exceed 50

millicuries

-J\- ‘“ 5‘ X —
. Uranium (Depleted iqﬁ’ ; hu M. Cadhi{{ , metal M. 205 kilograms
i3 > k ] »

. One source not

TS

J. Sulfur-35 ? inﬁny & . 1 millicurie

5% 6% 5 8 %o b

. Authorized Use

. Any diagnostic procedure listed in Groups I and Il of Schedule A, Section 35,100
of Title 10, Code of Federal Regulations.

T I T I

. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in
Group II1 of Schedule A, Section 35.100 of Title 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,

s 5 & 5 B8 S 8 R AR RS S e s




2 e 2 e s e

U I. MJCI..IM “WI.A‘IOOV commou

21-02802- 03
'Docket or Reference number
030-02022

MATERIALS LICENSE
SUPPLEMENTARY SHEET

S —— ——

Amondment No 34

R TEEX R VR N

————————————————

. 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.

. and J. To be used for In vitro studies.

N L A R R T

. To be used as shielding in linear accelerator.
. To be used for the treatment of superficial eye diseases.
\ L———M” :

Licensed material shall he\ulod only at the licensee i‘fagilxtios located at
16001 West Nine Mile Ro.() Southfield, Michigan.

3

The licensee shall c ﬁ!y with the provisions of Title 10, G?ﬂptcr 1, Code of Federal
Regulations, Part 19825Noticol, Instructions and Repgsts to Wogkers; Inspections" and
Part 20, Standcrd:4gpt Prot.ﬁtion_Against Radiattod4

Licensed matorulrﬁtptod in Iti above is aut‘\ &od for use by, or under the
supervision of, t following vidual(s) for t . materials and uses indicated:

8 & % % 5% 5 8 8 e

Thomas P. James, r”\ | i a’nroup- I, 11,31, IV, V and VI
i , !h i Xenoa'lss .
-~ ﬁh ' Inyé__rgstu&hs
i 3 « M
!'J

-

Phillip E. Perkins, ¥b. | Gcbups I, M, 111, IV and V
v Jlﬁrontlumtl‘ eye applicator
 , Xenon- 133

In visﬁn studies

-

oup I
W » 19; *ﬂt ﬁv?tro studies

Marcus §. Feldman, M.D. Group VI

a8 % 8 %A s R LY

Boris Silberberg, M.D.

Clarence B. Vaughn, M.D. In vitro studies

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

(b) 1Is specifically named as a user on a Nuclear Regulatory Commission license
authorizing human use, and
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(¢) Performs only those procedures for which he is specifically authorized by a
Nuclear Regulatory Commission license.

R A N R 2 B HEE R JEE N

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 in accordance with the provisions of
Section 35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulations.

A. (1) Each sealed source c‘a:‘)n}éi iit‘aini material, other than Hydrogen 3,
with a half-life,QAQ’ r than thirty days und.in any form other than gas
shall be teste leakage and/or contaminatiom at intervals not to exceed
six months. !q;the absence of a certificate f a transferor indicating
that a test been made within six months pri tp the transfer, a sealed
source received from ancther person shall not be pﬁl into use until tested.

") .
Notwithstdnding the periodic leak test refquired by th}s condition, any
licensed sealed sourde is exempt from s leak testS when the source
contains 100 microcu or less of Bega and/or gamma-emitting material or
10 micrbeuries or lcsi f alpha eqittt :

The test shal}.J le nfhﬂi : ﬂi;’i..encc éf 0.009 microcurie of
erial R 4

radicactive Thé test sample _Shall be taken from
the sealed sougge or' f : f the device in which the sealed source
is permanently mountéed of stored | one méght expect contamination to
accumulate. Ragords of leak téSt results shall be kept 4a units of microcuries
and maintained iQr'inspéction by the Conqiq".‘

If the test reveall presence of 0.005 microcurja. or more of removable
contamination, the Iié:ﬁsee shall immediately witlidraw the sealea source from
use and shall cause it to deqontlmlnated d repaired or to be disposed of in
accordance with Commiss ion igt: ?ﬁﬁ port shall be filed within five

(5) days of the test with thu U S ear 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,

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.
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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 radioactive material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash provided:

L ) LI LJ s L L)

A. Radioactive waste to be disposed of in this manner shall be held for decay a
minimum of ten (10) half-lives.

Prior to disposal as normal waste, radipactive waste shall be monitored to
determine that its tadioac(ivﬁty eammot - be distinguished from background with
typical low-level labcxdtofy survey instrumentsi All radiation labels will be
removed or obliteratg&. ‘

Generator columnséihall be segregated so that they may.be monitored separately
to ensure decay to background levels prior to disposal.

;BN NRE RN

Except as specificaﬂé, provid!d”atherw1se by this 1jgénse, the licensee shall possess
and use licensed material desoi}i;d in Items 6,7,/ gnd 8 of this license in
accordance with statements, repreSentations, and p:bcodures contained in application
dated May 10, 1985, letter dated August 25, 1983 (with attachments), and Model ALARA
Program as contaiggd in Appandix.ﬂaof Rbgulat Guide 10.8, October 1980. The
Nuclear Regulatory‘gzmmiliiol s r%.ulh; shal gpvern the lieénsee's statements

in applications or tte:ﬂ, unless xhei?ddt‘.entc are more restrictive than the
regulations.
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For the U.S. Nuclear Regulatory Commission

Original Signed
Date May 22, 1985 By Patricia J. Whiston
Materials Licensing Section, Region III
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