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* MATERIALS LICENSE Amendment No. 60

k Puhuant to the Atomic f nergy A:t of 1954. as amended, the E nergy Reorgamiation Act of 1974 (Pubbe law 93 - 434. and Tide 10, >

Code of f eJeral Regulatwns, Chapter 1, Parts 30,31,32,33,34,35,40 and 70, and in rehance on statements and representations'

(4 heretofore m>Je by the h,ensee, a heente is hereby inued authonimg the hcensee to receise, acquire, possen, and transfer by product. '

g4 source, and spe,ial nuJear material designated below; to use so h material for the purpose (s) and at the plase(s) Jeugnated below ; to
|4 dehser or transfer such nutenal to penuns authoritcJ to rectne it in acsordance vath the regulations of the appheable Part(o Tha

,

I beena shall be deemed to contain the conditior s speaficJ in hestion is3 of the Atomie E nergy Act of 1954, as amenJeJ, and is &
>q wNest to all upph aNe rules, repubnons and orJers of the NuJear Regulatory Commimon now or hereafter in effest and to any

! conditions speaheJ helow.
|C_ _ _ ____ __ ._

* LA ensee
_ _ _ . _ _ _ _ _ _ ______ __ _ . _ _ __

in accordance with letter dated,

!< Veterans Administration Medical Center 3'Qlp'tember9'I907' NI' "'#""'"b'
|4 huclear Medicine Service 06-00092-05 is amended in p
4 Padiation Therapy Service its entirety to read as follows: 4

kld i
~

d|
kest Spring Street I ~I 'rinnon date

~ ~~ ~~~ ~ ~ ~ ~ ' ~ ~

k
''~

| West haven, Connecticut 0651fs' 4' March 31, 1991 _y
la 5. Doaet or p

[4 i Referens e No. 030-01237 L
p e th proJu,t, sours e. anJ or 1 chemial anJ9r rhpial 6. Maumum muount that hcensee M

speaal nu, lear matenal form may possess at any one time >

undei this beense
4

hA.Anybyproductmaterial A. An) radiopharv.aceutical A. As necessary for uses
g4 listed in Gruups I and listed in Groups:I and authorized in p
p !! of Schedule A. Section 11 of Schedule A, Section Subitem 9.A. Sj

H[B.Anybyproductmaterial
35.100 of 10 CFR 35 35.100 of 10 CFR 35 I

>!B. Any fom listed in Group B. 2 curies of each >

f4 listed in Group III of III of Schedule A. Section byproduct raterial f
!q Schedule A, Section 35.100 of 10 CFR 35 authurized in g
la 35.100 of 10 CFR 35 Subitem 6.B.
|4 C. Any byproduct material C. Any radiophamateutical C. As necessary for uses g%
H listed in Group IV of listed in Group ly of authorized in kl
H Schedule A, Section Schecule A. Secticn Subitem 9.C. >
4

}d D. Any byproduct traterial35.100 of 10 CFR 35 35.100 of 10 CFR 35 h

D. Any radiopharmaceutical D. As necessary for uses [
'4 listed in Group V of listed in Group V of authorized in

p#|4 Schedule A, Section Schedule A. Section< Subitem 9.0.
H 35.100 of 10 CFR 35 35.100 of 10 CFR 35 kl
M E. Any byproduct material E. Any sealed source listed E. 1000 millicuries total h
Id listed in Group VI of in Group VI of Schedule for sources authorized F,

I|4
I Schedule A. Section A Section 35.100 of in Subitem 6.E. h35.100 of 10 CFR 35 10 CFR 35 g
14 F. Any byproduct material F. Freyckaged kits F 5 millicuries of each 4
d' listed in Section 31.11(a) byproduct naterial
H of 10 CFR 31 authorized in
14 Subitem 6.F.
e4 $
I4
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SUPPLEMENTARY SHEET 030-01237
'

< Amendment No. 60 h>
i

(4
>

4 (6., 7. and 8. continued) ' > ,

h fj 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum a 4 unt that |p

4
special nuclear material form licensee may possess !

4
at any one tirre j

i under this license j >' .
>

G. Xenon 133 G. Gas or gas in solution G. 100 millicuries )
that is the subject of }
an active (i.e., not

withdrawn 'or terminated) g')

(4
"New Drug Application" %|>,(hCA) approved by FDA .

,f or an active (i.e., not {,

y withdrawn, terminated or 4
y on "clinical hold")'

. ~ "Notice of Claimed in- +; >g ,

14 vestigational Exemption )
14 for a New Drug" (lhD) A

that has been accepted j
f'q by FDA ,' - 4p

{H.Anybyproductraterial H. Any
_ _

H. 300 n.1111 curies of each !>

% uith Atomic Nos. 1-83 radionuclide with a )--
~~~m possession limit of ;>

(,4, 2 curies j,

,

)9. Authorized use ;-
'

|4 .
>

$ Any diagnostic procedure listed in Groups I and II of Schedule A. Section
f,A. 35.100. Title 10, Ccde of Federal Regulations. ~

B. PrepJration ar.d use of radiopharmaceuticals for any diagncstic procedure list.e

ed in Grcup !!! of Schedule A, Secticn 35.100 of Title 10. Code of Federal:

i Regulations.
|4' C . Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of

,

9

$ Title 10, Code of Federal Regulations. >
>lj 0. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of

li Title 10. Code of Federal Regulations. [
E. Any procedure listed in troup VI of Schedule A. Section 35.100 of Title 10, y'

Code of Federal Regulations, p
F. In vitro studies. ;!-

,4 G. BTood fTow and pulmonary function studies. t1

i H Medical research f
f

. Research and development as defined in Section 30.4(q),10 CFR 30.
and tracer studies in human beings as approved by a Radioactive Drug Research ?

Corr 2ittee approved by the Food and Drug Administration (FDA).

C0hDIT10N5 >
'

1
.>

t 10. Licensed raterial shall be used only at Veterans Acministration Medical Center, ?

$[
- West Spring Street, West Faven, Connecticut.

'>
h
v
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Amendment No. 60 )| ._ ,
'

,
i I (Continued) CONDITION 5 I .

>
I

j|yA. Licensed material shall be used by, or under the supervisica of individualsi

|11. designated by the Medical isotopes Committee Lucille Soldano, M.D., Chairman,

|p
:

a I ;
q B. The use of licensed material in or on humans shall be by a physician as
I defined in 10 CFR 35.3(b). it !

ja iI

| C. 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 a :
gi

el Federal Regulations. (Ef fective dated ApM1 1,1987). p

q| ft !
1

4; 0. The Radiation Protection Officer for the activities authorized by this license 'l i,

! [ is George R. Moleman. |

; h 12. A(1) Esch sealed source or detector cell acoutred from another person and
containing licensed material, other than hydrogen 3 with a half-life !)i ,

s
4 greater than 30 days and in any form other than gas shall be tested for p

,

[

% from a transferor indicating that a test has been made within 6 months 1{8
4. contamination and/or leakage before use. In the absence of a certificate

,

l

before the transfer, a sealed source or detector cell received from !

[}
,i

another person shall not be put into use until tested. _ %I
>

q
> |j I. ;

t| (2) Notwithstanding the periodic leak test required by this condition, any ;> '

/(
'

,

I; licensed sealed source or detector cell is exempt from such leak tests

[' when the source or detector cell contains 100 microcuries or less of betai

and/or gama emitting materials or 10 micror ries or less of alpha it ,'
g I

i g| emitting material. t
1 !

I s'

!{!
!II (3) Except for alpha sources, the periodic leak test required by this condi-

tion does not apply to sealed sources that are stored and not being used.
'

[p' The sources excepted from this test shall be tested for leakage before f ;

|

k)t
any use or transfer to another person unless they have been leak testedg

:
sj within 6 months before the date of use or transfer.I

l

a! )j i
,

8 B. Each sealed source or detector ceM fabricated by the licensee shall be

['
inspected and tested for construction defects, leskage, and contamination t

i

prior to use or transfer as a sealed source or detector cell. If the y
'

'
g

inspection or test reveals any construction defects or 0.005 microcurie
| s; or greatte of contamination, the source shall not be used or transferred (r
'

t tI I -

! I; as a sealed source or detector cell until it has been repaired, decontami- t
i

j

{[|
nated and retested,|

C. Each sealed source containing licensed raterial, other than hydrogen 3, f
| with a half-life greater than 30 days and in any form other than gas it t

j t. shall be tested for leakage and/or contamination at intervals not to '3 |
i

| E exceed 6 months except that each source designed for the purpose of ;

[! emitting alpha particles shall be tested at intervals not to exceed 3 j >

months. 4 |
g

> (s- 't !l
i |4

| I: A
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I I Amendment No. 60 g

q > -

(12. continued)' CONDITIONS f

|f
]

$|pD. The test shall be capable of detecting the presence of 0.005 microcurie
.

(|
of radioactive material on the test sample. The test sample shall be

B taken from the sealed source or detector cell or from'the surfaces of the ji'

I, device in which the sealed source or detector cell is permanently or ,I
'

I || semipennanently mounted or stored on which one might expect contamination
to accumulate. Records of leak test results shall be kept in units of ;j |y,

g' microcuries and maintained for inspection by the Commission. Records may g4

'

q s be disposed of following Comission inspection, p

1 I I ;

I E. If the test required by Subsection A or C. of this condition reveals the !I :a

1 !

([
| presence of 0.005 microcurie or r. ore of removable contamination, the

licensee shall imediately withdraw the sealed source or detector cell |
''

from use and shall cause it to be decontaminated and repaired or to bel

sf' disposed of in accordance with Comission regulations. A report shall be )y) I
Il filed within 5 days of the date the leak test resu!: is known with the ili|

U. S. Nuclear Regulatory Comission. Region 1. ATTN: Chief. Nuclear N

1, $[|
t'

I
f|

Materials Safety and Safeguards Branch. 631 Park Avenue. King of Prussia.
q Penasylvania 19406, describing the equipnent involved, the test results, c

iigj q; and the corrective action taken,
1; [1 El

li The licensee is authori:ed to hold radioactive material with a physical half- J t1

! [ 13. {?
[life of less than 65 days for decay-in* storage before disposal in ordinary

| qi trash provided: |

) C k i

: 4; A. Radioactive waste to be disposed of in this manner shall be held for % !

; 4, decay a minimum of 10 half-lives, k j
4 k'

r

f I! B. Before disposal as norn.a1 waste, radioactive maste shall be surveyed to i

i g detennine that its radioactivity cannot tse distir.guished from background. { t

; q. All radiation labels shall be removed or obliterated, j i
f( y

il C. Generator columns shall be segregated 50 that they may be monitored ) .
,,

f separately to ensure decay to background levels prior to disposal. {] [

f 14 Experirental animals administered licensed materials or their products shall {
e not be used for human consumption. 4 |
( y -,

1

I
d' 15. In lieu of using the conventional radiation caution colors (magenta or purple t

,

|
8 on yellow background) as provided in Section 20,203(a)(1). of 10 CFR Part 20 > i

[t
the licensee is heret,y authorized to label detector cells and cell baths.

h[
|!

l e containing licensed material and used in gas chromatography devices. With
7

q conspicuously etched or stamped radiation caution symbols without a color yj
,

4(
requirement, k ;

1 i;
'

f 16. Patients containing lodine-131 for the treatment of thyroid carcinoma (or }
,

qi patients containing therapeutic quantities of Gold 198) shall remain fI
j e hospitalized until the residual activity is 30 millicuries or less. 3 |
1 4. 4 !

4 ) l

4 )
1 (.' 6 r

; .T27.T&TmLTmT&T.T&TmLTmT.TJTmT.T&TmTmT&T.T.TJEILT&TmT.T&TmTmT.Tsas
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Amendment No. 60 | f(
|y>

!
I''

!q)(Continued) CONDITIONS
!

qj ; >>
I

f
. The licensee may transport licensed material in accordance with the provisions

ij j
I 17!

of 10 CFR Part 71. "Packaging and Transportation of Radioactive Material".j if !

g 18. Sealed sources or detector cells containing licensed material shall not be !p [i
.

; I opened or sources removed from source holders or detector cells by the je .

1I licensee.
j q| |>

.

'

19. The licensee shall not use licensed material in field application except as )i(j;
,

provided otherwise by specific condition,5;of this license, 'ng;

. !)> I
1 gj
1 E. 20. Except as specifically provided otherwise in this license, the licensee shall
| 4; conduct its program in accordance with the statements, representations, and ; >'' '

{

procedures contained in the documents including any enclosures, listed below. !i i

[ The Nuclear Regulatory Concission's regulations shall govern unless the f); '

q! statements, representations and procedures in the licensee's application
J ej and correspondence are n<;re restrictive than the regulations. |> i

>
i 4j ;k

;

| d' A. Model ALARA Program, Appendix 0 of Regulatory Guide 10.8 (Rev. 1), October, I
i
h

i 1980 t

B. Letter dated July ll,1980, with enclosed application $"i

h:a C. Letter dated August 10, 1984 !>i

! 4; D. Letter dated February 5, 1986 y

8: E. Letter dated September 9, 1987 y> ;
'

!'. ( b
| - t 't
i (, '

,
- ,' k,( i

g
!> h

.

'

4:
4 '> i

>
,

| ( ,

'

4
,) ;

> ;
: (. ,) -

d' ,
. ,)
| (' 1p

q.i

4 '> |

t ie '

; c' 't 6

>
( ;>l'

> '

> b
'

4-

4! > I44

| >- [i 4
>' t

4
'> ft 6
<

) |l 4
,4 For the U.S. Nuclear Regulatory Commission > j

4 ertrwt signed B78 h !
! I4 Jcha I, Gloca

&|t
|

| case 31 DEC 14A7 By-

huclear Materials Safety and ,
' -~ ~ ,' 'q

Safeguards Branch Region I p' {
| 4

! King of Prussia, Pennsylvania 19 t.06 4' ;
4 i

*
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