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MATERIALS LICENSE Amendment Ne, 4]

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 438), and Tutle 10,
Code of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 40 and 70. and in reliance on statements and representations
i heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer by product,
source, and special nuclear material designated below, to use such matenal for the purpose(s) and at the place(s) designated below . (o
deliver or transfor such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This
license shail be deemed to contain the conditions speciticd in Section 183 of the Atomic Energy Act of 1954, as amended, and «
{ subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and 1o any
conditions specified below

I

. In accordance with application dated
| June 15, 1984

3. License number 12-01087-07 is amended in
| its entirety to read as follows:

R

4 F wpiration date

Licenses

V.A. Edward Hines, Jr., Medical Center

Hines, IL 60141 September 30, 1990

- —

'S, Docket or

| Reference No
7. Chemical and/or physical
special nuclear material forin

030-01391

8. Maximum amount that licensee
may possess at any one tume
gnder this hicense

6. Byproduct, source, and/or

A.

Any byproduct material
listed in Groups I

and 11 of Schedule A,
Section 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 35

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

A,

Any radiopharmaceutical
listed tn Croups I

and 11 of Schedule A,
Section 35.100 of

L0 €FRrR 35

Any form listed in
Croup ILL of Schedule A,
Seetion 35.100 of

10 CFR 35

Any radiopharmaceutical
listed ir Group IV of
Schedule A, Section
35.100 of 10 CFR 95

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

A. As necessary for
uses authorized
in Subitem 9.A

10 curies

of each byproduct
material authorized
in Subiterm 6.B

As necessary for
uses authorized
in Subitem 9.C

As necessary for
usa2e guthorized
in Subitem 9.D

2.1 curies

total for all
sources authorized
in Subitem 6.FE
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: 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that
. and/or special nuclear physical form licensee may possess|
9 material at any one time i
1 under this license @
. F. Xenon-133 F. Gas or gas in solution F. 2 curies
. that is the subject
of an active (i.e., not
& withdrawn or terminated) 1
b "New Drug Application" f
J (NDPA) apptoved by FDA or
| an active ({.e., not
i withdrawn, terminated
4 or on "clinical hold™)
f "Notice of Claimed ‘
} ' Investigational Exemptiom
i for a New Drug" (IND)
i ' that has been accepted
i by FDA
&, Any byproduct materdal G. Any G. 50 millicuries
between Atomic Nos." | ; of each byproduct
and 83, Inclusive ¢ material, except
as noted below:
Hydrogen-3 750 millicuries
Carbon-14 750 millicuries
Cobalt-60 100 millicuries
Lodine-125 750 millicuries
9. Authorized Use v & .
A. Any diagnostic procedure listed im Croups I and Iiief Schedule A, Section 35.100
of Title 10, Code of Federal Regulatioms.,) >
. B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in
! Group III of Schedule A, Section 35,100 of Title 10, Code of Federal Regulations.
C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of
Title 10, Code of Federal Regulations.
!
D. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of
Title 10, Code of Federal Regulations.
% E. Any procedure listed in Group VI of Schedule A, Section 35.100 of Title 10, Code
- of Federal Regulations. ¥
; F. Blood flow studies. Pulmonary function studies. V
I
|
: G. To be used in medical research and development as defined in 10 CFR Part 30, 30.4(q). p
! .
v
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License number

MATERIALS LICENSE 12-01087-07

SUPPLEMENTARY SHEET Docket or Reference number
- 030-01391

Amendment No, 4!

CONDITIONS

Licensed material shall be used only at the licensee's facilities located at Edward
Hines Jr. Medical Center, Hines, Illinois.

The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal M
Regulations, Part 19, "Notices, Instructions and Reports to Workers; Inspections" and

Part

20, "Standards for Protection Against Radiation."

Licensed material shall be used by, or under the supervision of, individuals
designated by the Medical Radipisotope Committee, Ervin Kaplan, M.D., Chairman.

The use of licensed materfal in or on humans shall be by a physician as defined
in 10 CFR 35.3(b).

The Radiation Peotection Officer for the activities authorized by this license
is Lawrence F,. Case.

(1) Each sealed source acquired from another person and containing licensed
material, other than Hydrogen 3, with a half-life greater than thirty days
and in amy form other than gas shall bBe tested for eomtamination and/or
leakage prior to use. In the absence of a certificate from a transferor
indicating that a test has been made within six months prior to the
transfer, a sealed sourre received from another person shall not be put intoR
use until tested. 1

Notwithstanding the periodic leak test required by this condition, any
licensed wealed source is exempt from sucu leak tests when the source
contains 100 picrocuries or less of beta and/or gamma emitting material or
10 microcurfes or less of alpha emitting matertal.

Except for alpha sources, the periodic leak test required by this condition :
does not apply to sedled sources that @te stored and not being used. The
sources excepted from thi® test shal]l be tested for leakage prior to any

use or transfer to another person unless they have been leak tested within
six months prior to the date of use or transfer.

Each sealed source fabricated by the licensee shall be inspected and tested for
construction defects, leakage, and contamination prior to use or transfer as a
sealed source. If the inspection or test reveals any construction defects or
0.005 microcurie or greater of contamination, the source shall not be used or
transferred as a sealed source until it has been repaired, decontaminated and
retested,

E. ch sealed source containing licensed material, other than Hydrogen 3, with a
he if-1ife greater than thirty days and in any form other than gas shall be
tested for leakage and/or contamination at intervals not to exceed six months
except that each source designed for the purpose of emitting alpha particles
shall be tested at intervals not to exceed three months.
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The test shall be capable of detecting the presence of (0,005 microcurie of
radioactive material on tte test sample. The test sample shall be taken from
the sealed source or from the surfaces of the device in which the sealed source
is permanently or semipermanently mounted or stored on which one might expect
contamination to accumulate. Records of leak test results chall be kept in
units of microcuries and maintained for inspection by the Commission.

If the test required by Subsection A. or C. of this condition 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 dieposed of in accordance with Commission
regulations. A report shall be filed within five (5) days of the test with the
U. S. Nuclear Regulatory Commission, Region II1%,.799 Roosevelt Road, Glen Ellyn,
Illinois 60137, deseribing the equipment involved, phe test results, and the
corrective action taken.

Sealed sources contaiping licensed material shall not be opined.

In lieu of using the conventiopal radiation cautiom colors (magenta or purple on
yellow background) as provided in Section 20,203(a)(l), Title 10, Code of Federal
Regulations, Part 20, the licengee is hereby authorized to label detector cells and
cell baths, containing licensed msterial amd used in gas chromatography devices,
with conspicuously etched or stamped radiation €aution symbols wjithout a color
requirement. . - »

Experimental animals adminiémgd 11&“0‘ 'ilpttrials or their products shall not be
used for human consuhp;ion. Al LE

Patients containing Tedime 131 for the treatment of thyroid carcinoma (or patients
containing therapeutic guantities of Gold 198) shall remaln hospitalized until the
residual activity is 30 mi)Ticuries or less.

The licensee is authorized to heold tadioactiye material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash provided:

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, radioactive waste shall be monitored to
determine that its radioactivity cannot be distinguished from background with
typical low-level laboratory survey instruments. All radiation labels will be
removed or obliterated.

Generator columns shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal,




LA AV VR TR T e e TR e Te e e e Ve Te T ¥ 88 el Ve TV T T8 B 78N T8 818 e IR et N7, .78
— e = .2~ > = % ¥ 2 2 2 % 2 90 O

NRC Form 374A U.S. NUCLEAR REGULATORY COMMISSION |

(5-84)

PAGE 9

License number

MATERIALS LICENSE | 12-01087-07

[ Docket or Reference number
SUPPLEMENTARY SHEET
030-01391
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i " el Amendment No. 4!
The licensee may use the Lineator device for doing linearity tests of his dose
calibrator provided he follows the procedures in the Atomic Products Corporation
Lineator Instructions Manual dated June 20, 1983.

Except as specifically provided otherwise by this license, the licensee shall possess
and use licensed material described in Items 6, 7, and 8 of this license in
accordance with statements, representations, and procedures contained in application
dated June 15, 1984 and letter dated September 10, 1985. 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
William J. Adam

Materials Licensing Section, Region ITI




