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‘ MATERIALS LICENSE Amendment No, 60
Putsuant 10 the Atomic Energy Act of 1954, a5 amended, the Energy Reorganization Act of 1974 (Public Law 93 - 438), and Title 10

Chapter | Parts 30, 31, 32, 33, 34, 35, 40 and 70, and in rellance on statements and representations
heretofore made by the liceisee, o license is hereby issued authorizing the livensee to receive, acquire. possess. and transfer by product
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 matenal to persons suthorized 1o receive it \n accordance vith the regulations of the apphicable Part(s) This
Heense shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended. and 1

conditiuns specitied below

Licensee

| Veterans Administration Medical Center

Nuclear Medicine Service
Radiation Therapy Service

kest Spring Street

West Maven, Connecticut 06516

6 Byproduct, source, and. ot
special nuclear material

Any byproduct material
listed in Groups | and
11 of Schedule A, Section
35,100 of 10 CFR 3§
Any byproduct material
listed in Group 111 of
Schedule A, Sectior
35,100 of 10 CFR 35
Any byproduct material
T1isted in Croup [V of
Schedule A, Section
35,100 of 10 CFR 35
Any byproduct material
11sted 1n Group ¥V of
Schedule A, Section
35,100 of 10 CFR 3%
Any byproduct material
listed in Group V! of
Schedule A, Section
35,100 of 10 CFR 3%
Any byproduct material
listed in Section 31.11(a)
of 10 CFR 31

8203283% 078331

all wpplicable ruies. regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and 1o any

In accordance with letter dated

3. REERALLS . 1987

06-00092-0%5 1s amended in
fts entirety to read as follows:

i e

4 F\pinlmudﬁe

< Docket or
Reference No
7. Chemical and/or physical
form

A. Any rediopharmaceutical A,
14{sted in Groups | and
11 of Scheoule A, Section
35,100 of 10 CFR 35

fom listed 1n Group

of &l’r v Section
35 100 of t:l 38

Any radiopharmaceutical
Tisted in Group 1V of
Schedule A, Section
35,100 of 10 CFR 35
Any radiopharmaceutical
1tstec in Group V of
Scheaule A, Section
36,100 of 10 CFR 35

Any sealed source listed F,
in Group VI of Schedule

A, Section 35,100 of

10 CFR 3%

Prepackaged kits F.

cl c.

March 31, 1961
03‘9"01237

& Maximum amount that hcensee

may possess 3t any one time
#ander this license

As hecessary for uses
authgrized in
Subitem G.A,

2 curies of each

by uct material
authorized in
Sudbitem 6.8,

RS necessary for uses
quthorized in

Subitem 9.C.

As necessary for uvses
authorized in

1000 mi) Vicuries tota!
for sources authorized
in Subitem 6.E.

5 millicuries of each
byproduct material
guthorized in

Subitem 6.F,
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(6., 7. and B, continued)

6. Byproduct, source, and/or 7. Chemica) and/or physical B. Maximum awount that
special nuclear material form licensee may possess
at any one time
under this license

G. Xenon 133 G. Gas or gas in solution G, 100 miilicuries
that is the subject of
an active (1.,e,, not
withdrawn or terminated)
"New Drug Application"
(NDA) approved by FDA.
or an active (1.e., not
withdrawn, terminated or
on "clinical hold")
“Notice of Claimed In-
vestigational Exemption
for a New Drug" (IND)
that has been accepted

by FOA
M. Any byproduct material K. Any M, 300 millicuries of each
with Atomic Nos, 1-83 . radionucliide with a
L possession limit of
¢ curies

v - —— —

- -— —— —

st | & s em————
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8. FRuthorized ute

A, Any diagnostic procedure listed in Groups | and 1] of Schedule A, Section
35.100, Title 10, Code of Federal Regulations,

B. Prep.vation and use of radiopharmaceuticals for any diagnostic procedure list-
ed in Group 111 of Schedule A, Section 35.100 of Title 10, Code of Fedaral
Regulations, .

C. Any therapeutic procedure listec in Group IV of Schedule A, Section 35,100 of
Title 10, Code of Federal Pegulations,

D. Any therapeutic procedure listed in Group V of Schedule A, Section 35,100 of
Title 10, Code of Federal Regulations,

€. Any procedure listed in Croup VI of Schedule A, Section 35,100 of Title 10,
Code of Federal Regulations,

F. In vitro studies.

6. BY Tow and pulmonary function studies.

M, HResearch and development as defined in Section 30.4(g), 10 CFk 30, Medical research
and tracer studies in human beings as approved by a Radioactive Drug Research
Conmittee approved by the Food and Drug Aamimistration (FDA),

CORDITTORS

10. Licensed materia) shal)l be used only at Veterans Administration Medical (enter,
West Spring Street, West Haven, Connecticutl,
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Amendment No, 60

i (Continued) CONDITION:

11. A,

C.

(2)

(3)

C.

Licensed material shal) be used by, or under the supervision of, individuals
designated by the Medical lsotopes Committee, Lucille Soldano, M.D., Chairman,

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

Physicians designated to use licensed material in or on humans shall meet the
training and experience criteria established in Subpart J, 10 CFR 35, Code of
Federal Regulatfons. (Effective cated Ap~'1 1, 1987).

The Radiation Protection Officer for the activities authorized by this license
is George R, toleman,

Fich sealed source or detector cell acauired from another person and
containing licensed material, cther than hydrogen 3, with a half-life
greater than 30 days and in any form other than gas shall be tested for
contamination and/or leakage before use. In the absence of a certificate
from a transferor indicating that a test has been macde within & months
pefore the transfer, a sealed source or detector cell received from
another person shall not be put into use until tested.

Notwithstanding the periodic leak test required by this condition, any
licensed sealed source or detector cell is exempt from such leak tests
when the source or detector cell contains 100 microcuries or less of bets
and/or gamma emitting materials or 10 microc ries or less of alpha
emitting material,

Except for alpha sources, the periodic leak test required by this condi-
tion does not apply to sealed sources that are stored and nct being used.
The sources excepted from this test shall be tested for leakage before
any use or transfer to another person unless they have been leak tested
within 6 months before the date of use or transfer,

fach sea'ed source or detector ce'l fabricated by the licensee shall be
inspected and tested for construction defects, leskage, and contamination
prior to use or transfer as a sealed source or detector cell, If the
inspection or lest reveals any construction defects or 0,008 microcurie
or greater of contamination, the source shall not be used or transferred
as & sealed source or detector cell until it has been repaired, decontami-
nated and retested,

fach sealed source containing licensed material, other than hydrogen 3,
with a half-1ife greater than 30 days and in any form other than gas
shall be tested for leakage and/or contamination at intervals not to
excred 6 months except that each source designed for the purpose of
emitting alpha particles shall be tested at intervals not tou exceed 1
months,
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(12. continued) CONDITIONS
D. The test shall be capable of detecting the presence of 0.005 microcurie
of radicactive material on the test sanmple, The test sample shall be
taken from the sealed source or detector cell or from the surfaces of the
device in which the sealed source or detector cell s permanently or
semipermanent |y mounted or stored on which one might expect contamination
to accumulate. FRecords of leak test results shall be kept in units of
microcuries and maintained for inspection by the Commission., Records may
be disposed of following Commission inspection,
£, 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 tomediately witharaw the sealed source or detector cell

\ from use and shall cause 1t to be decontaminated and repaired or to be

‘ disposed of 1n accordance with Commission regulations. A report shall be

o filed within 5 days of the date the leak test resu!: is known with the

o U, S, Nuclear Regulatory Commission, Region 1, ATTN: Chief, Nuclear

. Materials Safety and Safeguards Branch, €3] Park Avenue, King of Prussia,

1 Pen.usylvania 1940€, describing the equipment involved, the test results,

‘ and the corrective action taken,

:} 13, The licensee 1s authorized to hold radioactive material with a physical half-

o 1ife of less than 65 gays 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 & minimum of 10 half-lives.

B, Before disposal as norma)l waste, radiocactive waste shall be surveyed to
determine that its radicactivity cannot be distirguishad from background,
A1) radiation labels shall be removed or obliterated,

3 €. Generator columns shall be segregated 5o that they may be monitored

’ separately to ensure decay to background levels prior to disposal,

14, Experimental animals administered licensed materials or their products shall

3 not be used for human consumption,

15, In lieu of using the conventional radiation caution colors (magenta or purple
on yellow background) as provided in Section 20,203(a)(1), of 10 CFR Part 20,
the licensee is herely authorized to labe! detector cells and cell baths,

. containing licensed material and used in gas chromatography devices, with
conspicuously etched or stamped radiation caution symbols without a color
requireaent,

16. Patients containing lodine-131 for the treatment of thyroid carcinoma (or
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patients containing therapeutic quéntities of Gold 198) shall remain
hospitalized until the residual activity is 30 millicuries or less.
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CONDITIONS »

17. The )icensee may transport 1icensed material in accordance with the provisions

of 10 CFR Part n, “Packaging and Transportation of Fadioactive Material”,

18, Sealed sources or detector cells containing licensed material shall not be
?pcnod or sources removed from source holders or detector cells by the
frensee,

B .

19, The licensee shall not use licensed material in field application except as t
provided otherwise by specific conditions of this license,

20, fExcept as specifically provided otherwise in this license, the licensee shall
conduct its program in accordance with the statements, representations, and
procedures contained in the documents including any enclosures, listed below. ’
The Nuclear Regulatory Commission's regulations shall govern uniess the :
statements, representations and procedures in the licensee's application
and correspondence are more restrictive than the regulations,

A, Mode! ALARA Program, Appendix 0 of Regulatory Guide 10.8 (Rev, 1), October,

1960 ,.
B, Letter dated July 11, 1980, with enclosed application .
C. Letter dated Aygust 10, 1984
D, Letter dated February 5, 1986 B
f. Letter dated September 9, 1987

For the U.S., Nuclear Regulatory Commission
pripinal Signed 1
JQ\JJ ‘. :1"

¥
RucTear Materials Safety and
Safeocuards Branch, Region |
¥ing of Prussia, Pennsylvania 16406
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