U.S NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Pursuan’ to the Atomic Energy Act of 1954 as amended, the Energy Reorganization Act of 1974 (Public Lsw 91 43K), snd Titie 10,
Code of Federal Regulations, Chapter 1, Parts 30, 31
i heretofore made by the heensee, a livense 18 hereby asued authonzing the licensee to receive, acquite. possess, and transfer hyproduct,
fll source, and special nudlear matenal designated below 1o use such matenal for the purpose(s) and at the place(s) desipiated helow; to
deliver or transfer such matenal to persons authonized 1o receive it in acvordance with the regulations of the apphicable Part(s). and to
import such byproduct and source matenzt This hense shall be deemed to contaun the conditions specified in Section 183 of the

Amendment No. 39

Licensee

L. St. Joseph Hospita)

L]

128 Strawberry Kill Avenue
Stamford, Connecticut

Byproduct source. and ot
special nuclear matenal

>

. Any byproduct material
listed in Groups | and
Il of Schedule A, Section
35.100 of 10 CFR 35

B. Any byproduct material

listed in Group 1!l of

Schedule A, Secticn

35,100 of 10 CFR 35

C. Any byproduct material

listed in Group IV of

Schedule A, Section

35.100 of 10 CFR 35

D. 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 CFP 35

F. Any byproduct material

Jisted in Section 3).11{(a)

of 10 CFF 3]
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Atomic Energy Act of 1954 as amended. and s subject to all appheable rules, '§
Commussion now or hereafter in effect and to any conunions specified below

06504-1222

April 2, 1985,

3 License number

P+ - -

| S Dockevor
N J - -Rcfﬂcu. e \o
7T Chemical and/or physi sl
form

A. Ary radiopharmaceutical
iisted in Groups I and
Il of Schedule A, Section
35.100 of 10 CFR 35

B. Any form listed in Group B.

Il of Schedule A, Section
35.100 of 10 CFR 35

C. #ny radiopharmaceutical 4P

11:ted in Group 'V of
Schedule A, Section
35.100 of 10 CFR 35

0. Any radiopharmaceutical 0.

listed in Group V of
Schedule A, Section
35.1C0 of 10 CFR 35

T. Any sealed source listed E.

in Group VI of Schedule
R, Section 35,100 of
10 CFR 35

F. Prepackaged kits F.

Ui

entirety to read as follows:

|4 Expiatondate September 30, 1990

32,33, 34, 35,40 and 70, and in rehance on statements and representations
030-01266 l

|

|

'

el

In accordance with letter dated

06-06922-02 is amended in its

- —————————

8 Muavimum @mount that licensee
may poussess 3t any one time
under this license

A. As necessary for uses
authorized in Subitem

9.A,

2 curies of each
bygroduct material
authorized in Subitem 6.8B.

As necessary for uses
authorized in Subitem 9.C. |

[
!g
As necessary for uses t
authorized in Subitem 9.0.15
¥,
i

sources authorized 1n

1000 mill curies total for 'y
Subitem 6.F. 5

I millicuries of each
byproduct raterial
authorized 1n Subitem 6‘F.,g

Mg
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llnenu number

06-06922-02 _ .. ._____|g

Docket or Kefercrice numbes

MATERIALS LICENSE
SUPPLEMENTARY SHEET | ‘
[ .. 030-01266 . BB

Asendment No. 39 M

‘____,_.__n PG ELE S S o

G. Xenon 133 G. Gas or gas in solution G. 500 millicuries
: that 1s the subject of

an active (i.e., not
withdrawn or terminated)

“New Drug Application”

(NDA) approved by FDA

or an actiwve (i.e., not
withdrawn, termjnated or

on “cliplcal hold") , ,

“Natice of Claimed In- J
vestigational Exemption <?
for a New Drug" (IND) ,>\

that has been accepted (:)
by FDA e |
9. Authorized use o~ /,‘ :f; s !‘
A. Any diagnostic procedure listed in Groups I and ll of Schedase A Sectvon 35.100, !
Title 10, Code of Federal Regulations. 5%
B. Preparatxon and use of radiopharmaceuticals for any dragnost\c procedure listed in
Group Il of Schedule A, Section 35,100 of Title 10, Code of Federal Regulations. ~§
C. Any therapeutic nrccedurs listed in"Group IV of Schedule A, Se<tzon 35.100 of Title f
10, Cede of Federal “egulations. STERLE RS 4 |
D. Any therapeutic procedure listed ‘n GrOup V of Schedule A Section 35.100 of Title :
10, Code of Feceral Regulations, . —e s i~ o G ¥
E. Any procedure listed 1n Group ¥1 of Schedule A, Sect1on 35. 100 of Title 10, Code of
Federal Regulations, . 'g
In vitro studies. \v; 5
BTood Tlow and pulmonary function studies. Ty :5
hY '
CONDIYTONS - o

)

R T

-

10. Licensed material shall be used only at the licensee's facilities, 128 Strawberry
Hi1ll Avenue, Stamford, Conrecticut.

-

11. The licersee shall comply with the provisions of Title 10, Chapter 1, Code of Federal E
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Regulations, Part 19, "Notices, Instructions, and Peports to workers; Inspectior. ™
and vart ¢0, "Stengards for Prutection Against Radiation.” n
by
12. Licensed material listed in ltem 6 above 15 authorized for use by, or under the >
supervision of, the following individual(s) for the materials and uses indicated: :5
James ! McSweeney, M.D, Groaups 1, 11, 111, IV, V and VI ib
In vitro studies Iﬁ
Yenon 133 .ﬂ

James M, Rini, M.D. Groups 1, 11 and 1i] i
In vitro studies h

Xenon 133 ;

lodine 131 for trcatment of hyperthyroidism and ,

cardiac dysfunction |
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MATERIALS LICENSE 06- 069:2 0d

. Docket or Reterence numbxe
SUPPLENENTARY SHEET

C30-Clcot

- { Amendment No. 39

|

|
'(Continued) -
! |
william . Caragoi, M.D. Groups 1, 11 end Iil
In vatro studies
xenon 133

lodine 131 for treatment of hyperthvroidism and
cardiac dysfunction

<,.__.,h.

-

Frank A, Masino, ™.D. Group VI

3 e Lwcer;ed materié] shall be used in accordance with the provisions of Section
35.14(b)(c)(e) and (t) of Title 10, Code of Federal Regulations.

e e TR

14, For a period not to exceed sixty (60) days in any calendar year, a visiting physician
15 authorized to use licensed material for human use under ghe terms of this license,
provided the visiting physician:

(a) mas the prior written permission of the hos,nta] ¢ Administrator and 1ts Medical
Isctopes \cmn1ttee. and

(b) Is specifically named as a user on a Nuclear Regulatc:y Commissicn license
authorizing human use, ond . 4§ .-

b S

(c) Ferforms only those procedures” for which he is specifically authorized by a
Nudlear PeCu1a?ory Commission license,:

' ) ;.’-:ni"'-‘
The licensee shall ma\nta\n for thé-insnection 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 reccrds shall be maintained for five (5) years from
the time the licensee grants its permission under <ubitem’ (a) above.

o ‘ h‘

15. Patients centaining lodine 131 for the treatment of thyro1d carcinoma or patients

containirg therapeutic quantities of. \Gold, 198 shall remain hospitalized .ntil the
residual activity is 30 millicuries or less.

- T

16. The ventilation systems in areas where xenon-133 is ysed and stored shall be tested
at least semi-annually to determine that system porfrrm nee meets the specifications
submitted in applicaticn dated November 21, 1978 and letter dated March 28, 1980,

17. The xencn-133 charccal trap shall be tested weekly in @ccordance with the aroc -dures
specified in letter dated February 20, 1980, to assure thzt frne device 15 funct o irg
properiy and that filter saturation has not occurred.
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minimum of ten (10) half-lives.

-

remcved or obliterated,

-

us ‘k AR REGULATOHRY COMMISSION
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MATERIALS LICENSE Mo 06-06922-02
ket or Reference number
S PPLEMENTARY SHEET
030-01266
- Amendrzent No. 29
(Continued)

A. PRadioactive waste to be dispesed of in this manner shall be held for decay a

B. Prior to c¢isposal 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.

Al
~ &7

18. The license: is authorized to hold radicactive material with & physical half-life of
less than €5 days for decay-in-storage before disposal in ordinary trash provided:

A11 radiation labels will be

Generator columns shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposel;)

>
19. Except as specifically provided otherwise by this license, the licensee shall possess

(9 Ty Y i g Ta e T
o

and use licensed material described in Items 6, 7, and 8 of this license in accordance

"

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

ta November 21, 1978; letter dated October 1, 1979; Items 1 through 5 of letter dated
i February 20, 1980 and letters dated March 28, 1980, August 5, 1980, November 7, 1980,
i August 3, 1981, Pfarch 15, 1983 and April 2, 1925.  The Nuclear Regulatory Commission's
g requlations sha:l govern <ie licensee's statements in applications or letters, unless
4 the statements :-- uure restrictive than the regulations. »
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