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f MATERIALS LICENSE Amendment No. 52
\ 1

1 Pursuant lo the Atomic Energy Act of 1954. as amended. the Energy Reorganization Act of 1974 (Public Law 93-438). and Tiite 10. ,

lj cmc of Federal Regulations. Chapter 1. Pans 30,31. 32. 33,34,35, 39. .to atH 70, and in rehance on statements and representations heretofore ;
i !
%j made by the licensee a heense is hereby issued authorains the beensee to recesse, acquire, possess, and transfer byproduct, source, and specialnuclear material deugnated below; to use such material for the purposets) and at the place (s) designated below; to dehver or transfer such rnaterial |

to persons authorued to receive it in accordance with the reFulations of the apphcable Parttst This license shall be deemed to contain the conditions j

y specified in Section 183 of the Atomic EnerFy Act of 1954. as amended, and is subject to all apphcable rules, regulations and orders of the Nuclear i

_f Regulator) Commisuon now or hereafter in effect and to any conditierts specified below. I

A i
>

:i

.: Ucensee i

5 In accordance with letter dated i
!3'{une20.1990,-

' E I' Beth Israel Hospital 29-03047-01 is amended in'*E""' " '

] its entirety to read as follows: |
.i >

.,

:. 70 Parker Avenue 1
~

: Passaic, New Jersey 07055 ( Expinun date January 31, 1990 (extended) |

T 5. Docket or
Reference No 030-02465 |

:: 6 By product, source. and or 7. Chemical and/or physical 6, Maxtmum amount that h:ensee

4 special nuclear material form may possess at any one t2me j
.; under this hcense !

: 1

l A. Any byproduct material A. Any radiopharmaceutical A. As necessary .5 uses |

'i listed in Groups I and listed in Groups I and authorized in
; 11 of Schedule A, Section II of Schedule A St:ction Subitem 9.A.

|i 35.100 of 10 CFR 35 35.100 of 10 CFR 35
.'

iL B. Any byproduct material B. Any form listed in Group B. 2 curies of each
F listed in Group III of III of Schedule A, Section byproduct material

Schedule A, Section 35.100 of 10 CFR 35 authorized in '

35.100 of 10 CFR 35 Subitem 6.B. !
C. Any byproduct material C. Any radiopharmaceutical C. As necessary for uses ;

'
listed in Group IV of listed in Group IV of authorized in

1 Schedule A, Section Schedule A, Section Subitem 9.C.
i 35.100 of 10 CFR 35 35.100 of 10 CFR 35 i

i D. Any byproduct material D. Any radiopharmaceutical D. As necessary for uses
:i listed in Group V of listed in Group V of authorized in
j' Schedule A, Section Schedule A Section Subitem 9.D.

35.100 of 10 CFR 35 35.100 of 10 CFR 35
jE.Anybyproductmaterial E. Any sealed source listed E. 1000 millicuries total
; listed in Group VI of in Group VI of Schedule for sources authorized

Schedule A, Section A, Section 35.100 of in Subitem 6.E. I'

35.100 of 10 CFR 35 10 CFR 35 l

jF.Anybyproductmaterial F. Prepackaged kits F.10 millicuries of each !
j listed in Section 31.11(a) byproduct material '

j of 10 CFR 31 authorized in
i

Subitem 6 F. !t

l i

j j
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b'" Licen,e numbe. jt .

f MATERIALS LICENSE " *
ij . SUPPLEMENTARY $HE ET 02465
I;

- Amendment No. 52 :

+p(6.,7.,and8. Continued) /p. .
..

1
1

I I:I

! '
1 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that
4 special nuclear material fonn licensee may possess

'

I -at any one time :

j under this license
1

1 G. Xenon 133 G. Gas or gas in solution G. 200 millicuries .t
d that is the subject of |
1| an active (i.e., not

''

l withdrawn or tenninated) ! :i

f "New Drug Application" !:

4 (NDA) approved by FDA
$p !( or an active (i.e., not

i withdrawn, terminated or :5.

4 on " clinical hold") >

@f
1 " Notice of Claimed In-
f vestigational Exemption
3

for a New Drug" (IND) !p ,

i that has been accepted 1;

1 by FDA |E

4.H. Palladium 103 H. Sealed source H. 500 millicuries ik.
1 (Theragenics Corporation II
f Model 100) }~
1 'l?
I 9. Authorized use 't
1 if
i A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section h:
1- 35.100. Title 10, Code of Federal Regulations. E

4|:f B. Preparation and use of radiopharmaceuticals for any diagnostic procedure list-
1 ed in Group III of Schedule A. Section 35.100 of Title 10, Code of Federal-

(1. Regulations.
|F-

1. C .
Any therapeutic procedure listed in Group IV of Schedule A. Section 35.100 of1 |
Title 10. Code of Federal Regulations. ,b -

[.D. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of j
4

Title 10, Code of Federal Regulations. y;
q E. Any procedure listed in Group VI of Schedule A, Section 35.100.of Title 10, !g.

1. Code of Federal Regulations. !p

l' F . In vitro studies.. F

1G. BTo~od' flow and pulmonary function studies. 8

f:[N. For interstitial treatment of cancer,

[ ~

CONDITIONS
1. E

110. Licensed _ material shall be used only at 70 Parker Avenue. Passaic, New Jersey. (i
<- -i> q y

fil. Radiation Safety Officer: Sreenivarsa Murthy, M.S. f
f

e
-

j' h; .
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F

4 Amendment No. 52 y
g; t
q[ l

'

E

q (Continued) CONDITIONS y'
E

4 #
4 12. Licensed material listed in item 6 above is authorized for use by, or under
4 the supervision of, the following individual (s) for the materials and uses
| indicated:
4
q Sam 1. Brown, M.D. Groups I, II, 111, IV, Y and VI

In vitro studies .

4|( Tenon 133
4 Palladium 103 for interstitial treatment i'

[| of cancer j

Arthur L. Siegel, M.D. Groups 1. II, 111 and VI |'
h Xenon 133 j

4.
lodine 131 for treatment of hyperthyroidism and 4*

4 cardiac dysfunction
d Palladium 103 for interstitial treatment ! -

i i

f of cancer i.

di
4. Sehedon Lang, M.D. lodine 125 or iodine 131 as iodinated human )4

.

serum albumin for blood volume detemination 14

4: it

d: Michael L. Mund, M.D. Strontium 90 for treatment of |
i superficial eye conditions |4

4 Michael D. Green, M.D. Groups I, 11 and Ill |pf
d'

4

i Glenn Ross, M.D. Groups I and 11 @
Xenon 133 -j

|| I

g| Sung 11 Lee, M.D. Groups IV, Y av.w VI !
q

~ Palladium 103 for interstitial treatment .

4
RI of cancer

|
d'

|I
Suretha D. Khedekar, M.D. Groups I, II and III'

i Xenon 133 16
q

!
4'4 13. The licensee is authorized to hold radioactive material with a physical half- !

4 life of less than.65 days for decay-in-storage before disposal in ordinary |

f[
trash provided:

A. Radioactive waste to be disposed of in this manner shall be held for de-
t cay a minimum of 10 half-lives. ,

4-
,

4. B. Before disposal as normal waste, radioactive waste shall be surveyed to ;

j; ,4 determine that its radioactivity cannot be distinguished from background.
[ All radiation labels shall- be removed or obliterated.
{ j--

!'

i 4 C. Generator columns shall be segregated so that they may be monitored sepa-
% rately to ensure decay to background levels prior to disposal. |

t
<
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j

-01 j| MATERIALS LICENSE
-
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4 f-f
(/ ' Amendment No. 52 !p

(! }

j| (Continued) CONDITIONS

( )
E 14. For a period not to exceed 60 days in any calendar year, a visiting physician :P

?|
4 is authorized to use licensed material for human use under the terms of this
| license, provided the visiting physician
4 !I
i A. Has the prior written pennission of the hospital's Administrator and |p
q Radiation Safety Comittee, and

,

>

I

N B. Is specifically named as a user on a Nuclear Regulatory Comission li- !
| cense authorizing human use, and

|
4
q C. Performs only those procedures which the physician is specifically authorized
4 to perform pursuant to a license issued by the Nuclear Regulatory Comission. ;

$
4; The licensee shall maintain for inspection by thc Comission copies of the written
| permission specified in A. above and of the license (s) specified in B. and C. above

for a period of 5 years from the date permission is granted under A. above. y,
q t
ti l5. Patients containing lodine-131 for the treatment of thyroid carcinoma (or pa- F
4; tients containing therapeutic quantities of Gold 198) shall remain hospital- |F'

[ ized until the residual activity is 30 millicuries or less. [
h'16. Sealed sources or detector cells containing licensed material s, hall not be j
q opened or sources removed from detector cells by the licensee. p

'4!

%p4.17. Except as specifically provided otherwise in this license, the licensee shall
?d conduct its program in accordance with the statements, representations, and

|i procedures contained in the documents including any enclosures, listed below, f
4, The Nuclear Regulatory Comission's regulations shall govern unless the state- 'g
(; ments, representations and procedures in the licensee's application and corre- t
4; spo'ndence are more restrictive than the regulations. ,t

di I

ij A. Application dated September 24, 1984, containing ALARA Program !

f B. Letter dated January 7, 1985 i

qi C. Letter dated March 5, 1985 't
( D. Letter dated September 4,1986 :p

!j!j
4: E. Letter dated September 25, 1987 t
il F. Letter dated February 24, 1988
9 G. Letter dated January 23, 1989

: H. Letter dated April 10, 1989
! 1. Letter dated June 20, 1990 y

11
'

I
! r1

For the U.S. Nuclear Regulatory Comission I*
I

OPICW Al. SiCNCD EY: I

Cate AUG 2 81990 gy 2Ee C#E5'CGSCHUC3TA g
il Nuclear Materials Safety Branch il
(; Region 1 !tl

(i [j
King of Prussia, Pennsylvania 19406

,

b -- vk , ,,,nxx,t, ,xxxxxgesxxxxx - ,gn ,, , , , ,, ,,,-xxsx ,msk
_ _ _ - - - _ - - - - - - - - - - - - - - - _ - - - - - - - - -



_-

O pgL -- ------- -- ,

( uneronuan 1 2 I'#0E C# ' AGE 8
y ps 49) U.S. NUCLEAR RtouLAToRY CoMMIS$loN,

! MATERIALS LICENSE Amendment No. 53'

1 1
g; Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Titic 10, y
g! Code of Federal Regulanons, Chapter 1. Parts 30,31,32,33,34,35,39. 40 arms 70, and in rehance on statements and representations heretofore p

i made by the licensee, a license is hereby issued authoruing the licensee to receive, acquire, possess, and transfer byproduct. source, and special ;I
4 nuclear matenal designat.d below; to use such matenal for the purposets) and at the placets) designated below; to deliver or transfer such maseral |I

to persons authonzed to receive it in accordance wnh the regulanons of the apphcable Part(th This license shall be deemed to contain the condmons
specified in section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, regulauons and orders of the Nuclear igy

y Regulatory Commission now or hereafter in effect and to any conditions specified below. jy

't13
I l
3 In accordance with letter dated i|Licensee

|I3 December 21, 1989, jjj 1.Beth Israel Hospital 3. IJcense number 29-03047-01 is amended in

i its entirety to read as follows: l
'ii I

$ 2 70 Parker Avenue !!
Ill Passaic, New Jersey 07055 4. Expiration date May 31, 1996 ||
11 i

|(I
eren$ No 030-02465

|i 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that beensee
3 special nuclear matenal form may possess at any one time

|funder this hcense

A. Any byproduct material A. Any radiopharmaceutical A. As needed |I

(|gj identified in 10 CFR identified in 10 CFR
j; 35.100 35.100
fB. Any byproduct material B. Any radiopharmaceutical B. As needed |g .

|tidentified in 10 CFR identified in 10 CFR |
@% 35.200 35.200 except generators i

}C.Anybyproductmaterial C. Any radiopharmaceutical C. As needed |Ijidentified in 10 CFR identified in 10 CFR
j; 35.300 35.300 !,
j

iD. Any byproduct material D. Any brachytherapy source D. As needed |g

1 identified in 10 CFR identified in 10 CFR ji
f 35.400 35.400 1

!I3 E. Any byproduct material E. Any diagnostic source E. As needed
II identified in 10 CFR identified in 10 CFR
|| 35.500 35.500

-j!F. Any byproduct material F. Prepackaged Kits F. As needed g

11 identified in 10 CFR g

il 31.11 I
I!G. Iodine 125 G. Seels G. As needed I
5 E

| 9. Autnorizea use ,
I ,a

| A. Any uptake, dilution and excretion procedure approved in 10 CFR 35.100. I
I B. Any imaging and localization procedure approved in 10 CFR 35.200. f
I C. Any radiopharmaceutical therapy procedure approved in 10 CFR 35.300, i

II D. Any brachytherapy procedure approved in 10 CFR 35.400.
E. Medical use of sealeo sources included in 10 CFR 35.500 in compatible devices ||

g registered pursuant to 10 CFR 30.32(g). g

I F. In vitro studies. I
1 6. Treatme't of superficial eye conditions. I
i 1

"
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Ii SUPPLEMENTARY SHEET 010-02465
14.

4 | Tmendment No. 53 .g
4

s

V
n

g4 (Continued) CONDITIONS

10. Location of use 70 Parker Avenue, Passaic, New Jersey (

f|< 11.
Radiation Safety Officer: Sreenivasa Murthy, M.S.

e,

12. Authorized Users: Material and Use:
I

$ Sam I. Brown, M.D. 35.100; 35.200; 35.300; 35.400; 35.500

{ g vitro studies
41

'

'

Arthur L. Siegel, M.D. 35.100; 35.200; 35.400; 35.500 .'

%q; Iodine 131 for treatment of hyperthyroidism '

'4' and cardiac dysfunction
ffi

;4j *
% Sehedon Lang, M.D. 35.100; 35.500
h Iodine 125 or iodine 131 as iodinated human h
b serum albumin for blood volume determination Et b

Michael L. Mund, M.D. 35.400; 35.500
#

f Michael 0. Green, M.D. 35 100; 35.200 35.500

k Glei.n Ross, M.D. 35.1''0; 35.200; 35.500 -

-

:

fSung IL Lee, M.D. 35.300; 35.400: 35.500

#
j Surekha D. Khedekar, M.D. 35.10b; 35.200s 35.500

13. In addition to the possession limits in Item 8, the licensee shall further restrict ! ,

:the . possession of licensed mhtarial so that at no time is a quantity of radioactive:

material possessed in etxess of a quardity which requires decomissioning funding in
y accordance witn 10 CFR 30.35(d), 10 CFR 40.36(b) or 10 CFR 70.25(d). j

14. Except as specifit. ally provided otherwise in this license, the licensee shall $
: conduct its program in accordance with the statements, representations, and )
| procedeves contained in the documents, including sny enclosures, listed below. The M

I
.! Nuclear Ragulatory Comission's regulations shall govern unless the statements,

{ representations and procedures in the licensee's application and correspondence are f
! more restrictive than the regulations. p

fR A. Application dated December 21, 1989
3 B. Letcer dated November 13, 1990 M
L C. Letter dated May 2, 1991 j

W'

' t'
: For the U.S. Nuticar Regulatory Comission

~

,

i RAY 171931
Or. . l S.igned By: j''% ena

Date By Steven R. Courtemana( Nuclear Materials Safety Branch
4 Region I
'|

King of Prussia, Pennsylvania 19406 y I

e -- --w + gsg5mzm v g w+ #rr-x- m -- -w remwmmxmmm.emmmmyfess |

- _ _ - _ - - - _ _ _ _ _ - _ - _ _ _ _ _ _ _ _ _ _ - _ - _ _ _ _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ __ _ _ _ _ _ _ _ _ __ _ _ _



7
ri

s:A,/".. : p.r +

si.. . .

e-p . e. g

.i . " . h.th { * *n h* * * p $ 9 * e Y c .g g. :2 4 t,h: .e x.n : a
. g M E .' y

. ,

C.:'N 4'Tr.m.. x ,'$. x3 .:.1,.,.,-
*i 1

. . ' . at 1

; 32C di Y."IER: D-M4d
. . . . . - . . . . . . . . . . . . . . ......... ........_ ... ..._,,....._.,,__ ...,,,,,,_,,,,,,,,,,,,,,,,,,,,,,,_,,,,,,, _ ,,,,,,,

. n.s.tke
a

. . Vn. r . ..au
g, g

- EEFegv .rit p.,E.ne., c..n.. . .

*( f. E Q,.8[-|$i ,UC Q O, A]LM. '.p f i.. f l.s .O.I .P; F(f.E 0. ?. f f N'
P *

n.e . . . .

# # e MS *. pee . .e. e.e#* be =Segee.g.Oeee.ee,e .q,,,,,q ,,% ,,,, ,,,, . ,

. D I ,,
4

ITEP.: FA!L6'* i' FicT;Q ; 5',RyEt -j (, 9 TIENT AW R;0? AT ;;,'C,131 4 0/ EU:HYTF.MFt-

?

v

T

t

A

b

a

a

.

bM7
.


