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5 SIATERIAlS LICENSE Amendment No. 39

; Pursuant to the Atomic Energy Act of 1054.'as annended the Energy Reorganuation Act of 1974 (Pubbe Law 93 438), and Teile 10 p
I Code of Federal Regulations. Chapter I. Paris 30. 31,32. 33,34. 35.40 and 70 and in rehance on statements and representations ),

heretofore made by the I censee, a heense is hereb3 inued authorising the hcensee to recene, aeymre. possess, and transfer byproduct, p

| souree, and special nu tcar material designated beh w. to use such matenal for the purpo>e(s) and at the placeN designated below;to ||

t , deiner or transfer such matenal to persons authoeved to recene it in accordance with the regulations of the appheable Part(s),and to h
. , import such byproJoet and source materiyl Thi, beense shall be deemed to contam the conditions specified m Section 183 of the f
! Atomie Energy Act of 1454. as amended, and is subject to all appheable rules, rp w 4 ogo.Q N clear R,egulatory p
, Commission now or hereafter in effect nd to any conj tions speeiried below. ]" h.lg, yg
r

-

q,

p
' '**

In accordance with letter date.d b
A I"

3 L'pril 2,1985,' ' " ' ' " " " * * * 06-06922-02 is arr, ended in its h
3-i: St. Joseph Hospital

v e
H entirety to read as follows: >1

l'|~-
128 Strawberry Hill Avenue

- - " ~ ~ ~ - -

[
Stamford, Connecticut 06904-1222 4 Espiration date September 30, 1990

t' 5. Docker or
Referens e No. 030-01266*-

.

6 ByproJuet. sourec. and or 7 Chennsal and/or phyu,al 8 \taumurn amount that beensee
special nuclear matenal f, tm may possess at any one time I4

under this beense '

e| A. Ar.y radiopharmaceutical A. As necessary for uses -

'

{ ' A. Any byproduct material
'

listed in Groups I and listed in Groups I and authorized in Sinbitem .

f' !! of Schedule A. Section 11 of Schedule A, Section 9.A.

['B.Anybyproductmaterial35.100 of 10 CFR 35 35.100 of 10 CFR 35
y: B. Any form listed in Group 8. 2 curies of each
T- listed in Group !!! of !!! of Schedule A. Section byproduct material 8
|: Schedule A, Section 35;100 of 10 CFR 35 authorizedinSubitem6.B.y
* 35.100 of 10 CFR 35 l$
[C.Anybyproductraaterial C. iny radiopharmaceutical C..As necessary for uses
t listed in Group IV of 11:ted in Group IV of authorized in Subitem 9.C. p
F Schedule A Section Schedule A. Section W,
f 35.100 of 10 CFR 35 35.100 of 10 CFR 35 ~ ij
[ 0. Any byproduct material 0. Any radiopharmaceutical 0. As necessary for uses $
J- listed in Group V of listed in Group V of authorizedinSubitem9.0.g-
L' Schedule A, Section Schedule A, Section

'hI 35.100 of 10 CFR 35 35.100 of 10 CFR 35
h E. Any byproduct material E. Any sealed source listed E. 1000 millicuries total for
7: listed in Group v1 of in Group VI of Schedule sources authorized in

I
i Schedule A, Section A, Section 35.100 of Subiten 6.E.
L 35.100 of 10 CFP 35 10 CFR 35 g[ F. Any byproduct rnaterial F. Prepackaged kits F. 3 millicuries of each ). .

j. listed in Section 31.ll(a) byproduct traterial g
s; of 10 CFR 31

authorizedinSubitem6.F.M.9f.
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gl(Continued) ty
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R|G. Xenon 133 G. Gas or gas in solution G. 500 millicuries %
4; that is the subject of >|
I

i an active (i.e., not El

h withdrawn or terminated) f
i "New Drug Application" p;t

q! (NDA) approved by FDA p1

| or an active (i.e., not W
: withdrawn, terctinated or ti

don "clinlcal hold".) f ,/
|

'

| "N o ti c'e' o f C l a iine'd ' In-
', -' vestigational Exemption d i,

for a New Drug" (IND) Ih p

Q'. |P,.

that has been accepted ,F

by FDA >4, ;
,

; ., - ,

,f9. Authorized use . ,
'~

cs. / '; . ,'

3x . .

,/ . y . ,, ps ~
#

4 A. Any diagnostic procedure listed in . Groups l'a'nd ll 6f. Schedule /g Section 35.100, p3
g Title 10. Code of Federal Regulations.

'

\]~;- O p*
~

.

4 B. Preparation and use of radiopharmaceuticals.for any diagnostic procedure listed in
Group !!! of Schedul A, Secticn 35.100 of Title'10. Code of Federal Regulations. ..

C. Any therapeutic precidure listed 'in Group'IV 'of Schedule A, Section 35.100 of Title ibi
10 Ccde of Federal Legulations. 'isji44k' .% i,,.

', D . Any therapeutic prccodure listed in Group V of Schedule A, Section 35.100 of Title 4110, Code of Federal Regulations. . <-- ' ' ' ?tc. . - Os jg
E. Any procedure listed in Group VI of Schedule A, Section 35.100 of Title 10 Code of jl

Federal Regulations. #/ s '; :
N F. In vitro studies. - O'' i

' '

G. IITood flow and pulmonary function studies. Ae

:q'
I

'

'4 |M
'

s CONDITIONS pt
y ...

$ 10. Licensed material shall be used only at the licensee's facilities, 128 Strawberry D

ji Hill Avenue Stamford, Conrecticut.
,4 h
i

h 11. The licer.see shall comply with the provisiuns of Title 10, Chapter 1. Code of Federal .$
4 Regulations , Part 19, "Not1ces , ins truc tions , and Peports to hor 6 ers; inspec tior. , ' .g '

,'4 and Nrt 20 " Standards for Prutection Against Padiation." pi j
,

,

14 tj |

Li !?. Licensed material listed in item 6 above is authorized for use by, or under the . |

f supervision of, the following individual (s) for the materials and uses indicated: i ,'
4

4
James ' McSweeney, M.D. Groups I, !!, !!!, IV, V and vi

[k'4
hp*in vitro studies

4 Tenon 133 ib.
$ %

(g James M. Rini, M.D. Groups I, !! and lil

[nvitrostudies ,h
Xenon 133 g,

lodine 131 for tri.atment of hyperthyroidism and ipi
, cardiac dysfunction y
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(Continued)

pl William J. Caragoi, M.D. Groups I, 11 end 111 i
p In vitro studies l >,'

xenon 133 h
4( Iodine 131 for treatment of hyperthyroidism and .$
g cardiac dysfunction ' ,
4. ; ;,
I4 Frank A. Masino, M.D. Group VI

,

b! '

. . i

d 13. Licensed material shall be used in ac'ccrdance with the provisions of Section ;,
35.14(b)(c)(e) and (f) of Title ,10, Code of Federal Regulations.

h414 For a period not to exceed sixty (60) days in any calendar year, a visiting physician ;pi
N is authorized to use licensed material for human use under the terms of this license, y
h' provided the visiting physician- '

k
d h
( (6) ras the prior written permission of the hospital's Administrator and its Medical El

g Isotopes Ccmmittee, and
' .y

_ !,

;
.

y . ,

j4 (b) !s specifically named as a user on a Nuclear Regulatory Cccmission license ,p.

$ authorizing hurr.an use, and
'hs'_h
'

F.

-

H f. , tj
- u <

, ,
,

M (c) Ferforms only those procedures'fof which he is' specifically authorized by a
d Nuclear Regulatory Comission licens'e'.i
k Thelicenseeshallmaintainfor,thElnsp!$$$!C .' ' IN.OC.

'"
. ,

ection b.y. .t tie'. Commission, copies of thep
,jg written permission specified in subitem (a) above and of the license (s) specified in i

9 subitems (b) and (c) above. These" records,shall be maintained for five (5) years from ,Ff
the time the licensee grants its permission under subitem'(a) above.

@Df[ 5. ' /2 +;Q, " i

d1 Patients centaining Iodine 131 for the treatment of _ thyroid carcinona or patients f
y' containir.g therapeutic quantities'ofsGold 198,shall remain hospitalized .ntil the y
p residual activity is 30 millicuries or less. ~ y
9 F

1 16 T
|g

. The ventilation systems in areas where xenon-133 is used and stored shall be tested
at least semi-annually to determine that system performance meets the spcr.ifications

y submitted in application dated hovember 21, 1978 and letter dated March 28, 1980. '

4 ,$"
% 17. The xenon-133 charccal trap shall be tested weekly in accor dance uth tk pror -dures y
9 specified in letter dated February 20, 1980, to assure that the devic.e is functie ir.g 'i

W properly and that filter saturation has not occurred. !al
4 :
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h
!(Continued) p; )

p i,;

<!!8. The licenset is authorized to hold radioactive material with a physical half-life of N

e! less than 65 days for decay-in-storage before disposal in ordinary trash provided: FI

!'

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

:

Prior to disposal as normal waste, radioactive waste shall be monitored toB.
determine that its radioactivity cannot,be distinguished from background with >

typical low-level laboratory survey inst _ruments. All radiation labels will be >| .

hremcved or obliterated. '. ''''/'
..;

* ' ' <? .
C. Generator columns shall be segregated so that they'may be monitored separately h*, ,j

toensuredecaytobackgroundlevelspriortodisposalp pi .
\ 1>ji

t

L 19. Except as specifically provided otherwise by this license,' the' licensee shall possess bl
and use licensed material described in Items 6, 7, and 8 of this license in accordance bg,

with statements, representations, and procedures contained in application dated e

November 21, 1978; letter dated October 1,~1979; Items 1 through 5 of letter dated h,
February 20, 1980 and letters dated March 28, 1980, August 5, 1980, November 7, 1980, pl
August 3, 1981, March 15, 1983 and April 2,1985. ' The Nuclear Regulatory Comissi~on's >|.

regulations shail govern the licensee's statements in applications or letters, unless h
Rthe statements d N a. ore restrictive'than the" regulations.'
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pj For the U.S. Nuclear Pegulatocj rmssion

j Originni E!.--r * ~ r: k|

(Date g, jSEP4 :r' .7enny n. -

| Nuclear Maten als Safety and .h

| Safeguards Branch, Region 1 |*Pjfing of Prussia, Pennsylvenia 19406 .i'
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