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g Amendment No. 75 I.

l' MATERIALS LICENSE il
kI Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 -438),and Title 10, i

g fg Code of Federal Regulations, Chapter 1, Parts 30,31,32,33,34,35,40 and 70, and in reliance on stateruents and representationsi

g heretofore made by the bcensee, a license is hereby issued authorizing the licensee to receise, acquire, possess, and transfer byproJuct,

I source, and special nuclear material designated below; to use such material for the purpose (s) and at the plase(s) designated below ;to (h,

!
'

I deliver or transfer such material to persons authortied to receise it in accordance with the regulatic.ns of the applicable Part(s). Ihn f)
,

y} license shall be deemed to contain the conditions specified in Section 183 of the Atomie Energy Act of 1954, as amended, and is
,

subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or heicafter in effect and to any I
gl conditions specified below. N}b
g

L
i I I

|p
ueensee

g In accordance with letter dated t

gl December 2, 1987,
3. Ucense number 29-04481-01 is amended in ikg.

gl I' Veterans Administration Medical Center its entirety to read as folicws: }'

j , ,
8: , Tremont Avenue & South Center Street,-

| ,( East Orange, New Jersey 07019 ~ , - 4. Espirition date April 30, 1991 )p~
;

Releren$ No.030-02477

fb1; 6. Byproduct, source, and/or 7, Chemleal and/or physical 6. Maximum amount that licensee
i

i special nuclear material form may possess at any one time 1
j 4

N .

under this license

|1q'| iqN4

>
hA.Anybyproductmaterial A.'Any'radiopharmaceuticall A. As.necessary for uses,

'

listed in Groups I and listed,in Groups I and . authorized in @k
(! 11 of Schedule A Section Iliof,5chedule. A. Section Subitem 9 A.

i{
,

1 g

il 35.100 of 10 CFR 35 35(100 ofc10 CFR 35 .
3'

I t
listed in Group !!! of. ,111<cf S hedule A, Section byproduct material )jI B. Ant form listed ;in Group , B. 3 curies of each

I;B. Any byproduct material
- -

~.

I Schedula A. Section 35:100'of 10'CFR,35 authorized in ik

% A( ' ( f i j id Subitem 6.8. jb
'

I f 35.100 of 10 CFR 35 i "

l' a C. Any byproduct material C.'An'yfadiopharmaceutical C. As necessary for uses j,w

d. listed in Group IV of listed in Group'lV of,* authorized in j

d| Schedule A Section Schedule.A. Section ,/ , Subitem 9.C.

8| 35.100 of 10 I;FR 35 35.100 of'10 CFR 35 k

[l 0. Any byproduct material
0. Any radiopharmaceutical 0. As necessary for uses

)t
;
'

listed in Group V of listed in Group V of , authorized in
! Schedule A. Section Schedule. A,lSection' 4 Subitem 9.0. |'I

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

!

| I{E. Any byproduct material E. Any sealed source listed E. 1000 millicuries total j|

I; listed in Group VI of in Group VI of Schedule for sources authorized i

i l Schedule A. Sectinn A. Section 35.100 of in Subitem 6.E.

['F.Anybyproductmaterial35.100 of 10 CFR 35 10 CFR 35'

F. Prepackaged kits F.10 millicuries of each ,

j s'
1 II listed in Section 31.11(a)

byproduct material 1

authorized in
; d of 10 CFR 31 Subitem 6 F. |
j tj

tjt '

|| !

Ij !>-

R Y
1 1; !)
j I; it

I! :b
i ! 3
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Amendment No. 75 |
>
>

(Items 6., 7., & 8. continued) b

I
6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that

special nuclear material form licensee may possess |
at any one time p

-
under this license i

I
a

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

_

withdrawn or terminated) y

"New Orug Application" )
4(NOA) approved by FDA I

or an active (i.e., not
withdrawn, terminated or |
on "clinical hold") y

"Notice of Claimed in- 'p,

lyestigational Exemption
for a New Drug" (IND) |that has been accepted g

l by FDA j

]H. Americium 241
H. Sealed Source ( Amersham H. 14 millicuries p

Model No. AMC.24) >

1. Hydrogen 3 1. Any 1. 10 millicuries >
>

J. Carbon 14 J. Any J.10 millicuries
! K. Cadmium 109

- K. Sealed source . K. Two sources of |
]

(Cupont-(NEN) Model 50 mil 1icurie5 each ,

NER 465)
p

j
L. Any L. As specified in b

|'L.Anybyproductmateriallisted in Schedule A. Section 33.11(c) of 8

Column 11, Section 33.100, 10 CFR 33 for a Type C |a License of Broad Scope p
| 10 CFR 33
' M. Cerium 141 M. Microspheres M. 25 millicuries p

N. Strontium 85 N. Microspheres N. 25 millicuries >

0. Chromium 51 0. Microspheres 0. 25 millicuries >
)

l P. todine 125 P. Microspheres P. 25 millicuries
1 Q. Iodine 125 Q. Any Q. 75 millicuries |
' R. Cesium 137 R. Sealed source F. 10 millicuries 4

(Nuclear Associates) p

p

'I
i 9. Authorized use t

1 A. Any diagnostic procedure listed in Grcups I and 11 of Schedule A, Section |
35.100 Title 10. Code of Federal Regulations. p

] B. Preparation and use of radiopharmaceuticals for any diagnostic procedure list- p

4 ed in Group !!! of Schedule A. Section 35.100 of Title 10, Code of Federal D

; >
Regulations.i

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

jD. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of j,,
pTitle 10 Code of Federal Regulations,
|>

,

lE. Any procedure listed in Group VI of Schedule A. Section 35.100 of Title 10, ~j,

Code of Federal Regulations,m

#M.R'T M M.R T T T T T T T W T M T T T T W M M.T. T T.W. W.T. M T T T.WTYTITVT'w'1miKVM Ww~wYC'usMICW * \~
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I Amendment No. 75 y
q

>
I >
I (Item 9. continued) >I >

| F. In vitro studies.
G. BTo5d flow and pulmonary function studies. |

I H. For use in Searle Analytic Model 5S-10244 Anatomical Marker. p |

I 1. and J. Tracer studies in humans as approved by a Radioactive Drug Research Comittee t
I established with the Food and Drug Administration (FDA). I

8
I K. Human research on 50 patients in accordance with protocol "Renal Sequelae of

| Excessive Lead Stores" as described in the licensee's letter dated June 28. 1982. |
The Licensee shall file a report no later than December 1, of each calendar year s .

q

I discussing the results of the research, p

I L. through Q. Research and development as defined in Section 30.4(q) of 10 CFR 30; p

>
4 Animal studies.

| R. For use as a calibration source.

I; CONDITIONS
.. 4|>q s

I t
I 10. Licensed material shall be used only at V. A. Medical Center, East Orange, New |8

||
Jersey, f

||l
11. Licensed material listed in Item 6 above is authorized for use by, or under

the supervision of, the following individual (s) for the materials and usesq'
l indicated:
I tt; ,

j|
[;l

.

Tracer. Studies in humans as approved by aI Gerald Salen, M.D.
N Radioactive Drug Research Comittee.

s
< Maimu Ohanian, M.D. ' Group VI >
a; >
e

Ralph Lilienfeld, M.D. Groups I, !!, and !!! ;>>
'< in vitro studies
|| Enon 133 |

P'
8

;))I! Robert Modlinger, M.D. Gr'oup 11 b

I|'
>

9 Richard P. Weedeen. M.D. Groups I, 11, Ill, IV, and Vi
8

8; In vitro studies
h En'oTTI3 |

Cadmium 109 sealed source >i
q

as listed in Subitem 6.K >
! I 4
j u| h

8; John R. Mathew, M.D. Groups 1. II, and 111
! h

in vitro studies |
t Unon~'133 >| s' lodine 131 for treatment of hyperthyroidism, p

s! cardiac dysfunction and thyroid carcinoma .>I )I,

|! Melvin A. Freundlich, M.D. Groups I, II, Ill, IV, and V
In vitro studies ,

gl
Enon 133 >

I gj
1>

I: !P
I)

i( ______________.__________._..___d)h_ _ _ _ _ _ . _ _ _ _ . _ _

|
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1 >I
I (11. continued) CONDITIONS >

>I

| Candido Quinones, M.D. Groups I, II, and III j
in vitro studies y

q
Ten'oTTJ3 p

a lodine 131 for treatment of hyperthyroidism and ,p
I >
I cardiac dysfunction

W
I

| Bodh Das, M.D. Technetium 99m radiopharmaceuticals j

in Groups !! for cardiac imaging I,
q and diagnosis of cardiac function p
I >I >I Jayant N. Barai M.D. Groups I, 11 and !!! l
( *

| Julianna Pisch, M.D. Group VI
Phosphorus 32 as soluble phosphate

si
for treatment of polycythemia vera, %pg

i leukemia and bone metastases A
4 lodine 131 for_ treatment of hyperthyroidism, ~>'

|
cardiac dysfunction and thyroid carcinoma (,

Licensed material listed in Items 6.l..'through 6.R. shall be used by, or under the >iI g
q 12.

supervision of, individucts who meet the requirements set forth in Section 33.15(b) MI k
4 of 10 CFR Part 33'and have been designated by,the'V.A. Medical Center, Radiation i

<

Safety Committee. !;' t

g|13. The licensee is authorized to hold radioactive material with a physical half- % ,

ej life of less than 65 days for decay-in-storage before disposal in ordinary !>
1

>,

d trash provided:
i >
N

A. Radioacth e waste to be disposed of in this manner shall be held for de- j
f] cay a minimum of 10 half-lives. , |

,

q
> t

t|q B. Before disposal as nomal waste, radioactive waste shall be surveyed to >

E detemine that its radioactivity cannot be distinguished from background.
;>|i

p All radiation labels shall be removed or obliterated.

C. Generator columns shall be segregated so that they may be monitored sepa- |
|! rately to ensure decay to background levels prior to disposal, p'
s

)>di

I; 14 For a period not to exceed 60 days in any calendar year, a visiting physician
b

$ is authorized to use licensed material for human use under the tems of this
| license, provided the visiting physician: | ;

; '

>
I' Has the prior written permission of the hospital's Administrator and nA.
q! Radiation Safety Comittee, and >
4 p
d,

B. Is specifically named as a user ori a. Nuclear Regulatory Comission li- j|
j

[|
| cense authorizing human use, and ,) q

I+tI:
lj

!*,n
i

t
--

,h,
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| Amendment No. 75 |
t

I !>I (14. continued) CONDITIONS
>

I

| C. Perfonns only those procedures which the physician is specifically au- |
thorized to perform pursuant to a license issued by the Nuclear y

g

i Regulatory Comission. p

.n
n
i The licensee shall maintain for inspection by the Comission copies of the ;h'

l
I written pennission 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 i|
A. above. y

i
6

e
I 15. The licensee may use the Calicheck device for doing linearity tests of its %

I dose calibrator provided it follows the procedures in the Calcorp. Inc., Manu- 'l

[ al dated March 2, 1982. |

's16. Patients containing lodine-131 for the treatment of thyroid carcinoma (or pa- |
tients containing therapeutic quantities of Gold 198). shall . remain hospital-

I tred until the residual activity is 30 millicuries or less.
'

y
s t

> ;

4j

17. Experimental animals administered licensed materials or their products shall |
'

[! not be used for human consumption. . ,
g

I. 18. A(1) The sources specified in Items.7H. 7K. 7L. 7Q. and 7R shall be tested for h>>
4 j

t| leakage and/orjcontamination'at' intervals not to exceed 6 months. Any source
8 f

,

received from another person which is not accompanied by a certificate
[i indicating thatsa test was performed within 6 months before the transfer shall |g not be put into use until testedh , y

4|!
q

I (2)Notwithstanding'theperiodicleaktestrequiredbythiscondition,any j>>-

'

'4
il licensed sealed source is exempt from such leak tests when the source

contains 100 microcuries or less of beta and/or gama emitting material ?
!

[| or 10 microcuries or less of alpha emitting material. r
q.

V '

a; B. Any source in storage and not being used need not be tested. When the |pn. !

8 source is removed from storage for use or transfer to another person, it I !

{1 shall be tested before use or transfer. | |'

J h C. The test shall be capable of detecting the presence of 0.005 microcurie ||
i

|)pof radioactive material on the test sample. If the test reveals tho
e
I' presence of 0.005 microcurie or more of removable contamination. the ;t

i

8 source shall be removed from service and decontaminated, repaired, or j

8 disposed of in accordance with Comission regulations. A report shall be b4

[i filed within 5 days of the date the leak test result is known with the j
g! U.S. Nuclear Regulatory Comission, Region I. ATTN: Chief Nuclear Mate- 4

s| rials Safety and Safeguards Branch, 631 Park Avenue. King of Prussia, e
,

a' Pennsylvania 19406. The report shall specify the source involved, the I !

test results, and corrective action taken. Records of leak test results )8
|

[h shall be kept in units of microcuries and shall be maintained for inspec- 1
'

i' tion by the Comission. Records may be disposed of following Comission j
4 i

i inspection. I

|s
-

i
! s

> I

I| >
i

bi iiir wwW+wWirwWriiECur_w_wliiGirYuXm.u.mEMmErmidmud iiiiik u WwWu iwVw_w w:w = wJw y- |
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II ItI (18 continued) CONDITIONS
ImI

| 0. Tests for leakage and/or contamination shall be performed by the licensee |
or by other persons specifically licensed by the Cocinission or an Agree- p

q

i ment State to perform such services. p

q )>
I 19. Sealed sources or detector cells containing licensed material shall not be I

Iopened or sources removed from detector cells by the licensee.

h20. The licensee shall conduct a physical inventory every 6 months to account for all !
s! sources and/or devices listed in items 7.H.,.7.K., 7.L., 7.Q. and 7.R., Records p

I of inventories shall be malntained for 2 years-from the date of each inventory, |tt
4

|
21. Except as specifically provided othenvise in this license. the licensee shall |

conduct its program in accordance with the statements, representations, and hg
procedures contained in the documents including any enclosures. listed below, y

a
s- The Nuclear Regulatory Comission's regulations shall govern unless the state- p

tI rnents, representations and procedures in the licensee's application and corre-

|
spondence are more"restrictive than the regulations. [

h A. Item 3 of letter dated Hay' 28,1980 ([ h
q! 8. ALARA Program dated November 3, 1980 )r p

I C. Letter dated' June 28, 1982 ju-

I
>>li D. Application dated May: 25, 1985 e

1*8I: E. Letter dated March 17 '1986
~ ,

'

h

[)
F. Letti.r dated March 12. 1986 .

h>g G. Letter dated Hay 2,1986
s' H. Letter dated September 15, 1986

f{9
d: 1. Letter dated April 15, 1987

8i; J. Letter dated December 2.1987
f K. Letter dated December 24, 1987

|y.
k

d,

n, ,

|y
x ,

g ,

>
d|

|hq.
b

I-
d| |t

{,>pt
l'
,

|i
D

I. . I
-

l
II

[ FortheU.S.NuclearRegulagoryCommission !
**"^t"""-" '

31DEC 77 p h gite4, [f
.. WO I
e-

~

I By

|,Date
n._.

huclear .Naterials Safety and j
Safeguards Branch, Region l' j,

g King of Prussia. Pennsylvania 19406 +
e, 'I
I; !)l' ,W
I'

k bwesws- - w-w .w w . gww - - -- sws wwsrsr raw sww w.r. ww. . . .ww wwww.d
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Amendment No. 75
! MATERIALS LICENSE*'

|1 Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganisatlan Act of 1974 (Public Law 93 -438), and Title to, h
,

q{ Code of Federal Regulations, Chapter 1 Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representationt
'

|| heretofore made by the beensee, a license is hereby issued authortring the lii,ensee to receise, acquire, possess, and transfer b) product, ;h,

i

Ej source, and special nuclear material designated below; to use such material for the purpose (s) and at the plue(s) designated below;to
|)t

,

>E, dehver or transfer such material to persons authorned to receise it in accordance with the regulations of the appheable Part(s). Thi!

j Ii heense shall be deemed to contain the conditions speelfled in Section 183 of the Atomie Lnergy Act of 1954, as amended, and is

f subject to all applicable niles, regulations and orders of the Nuclear Regulatory Comm ssion now or hereafter in effect and to any []4

; y conditions specified below.

"# In accordance with letter dated
)j! December 2, 1987,

3. ueense number 29-04481-01 is amended in
h 3 Veterans Administration Medical Center its entirety to read as follows: )g

g
el -

)a
,

1 8; 2 Tremont Avenue & South Center Streeto ..

April 30, 1991
-

f East Orange New Jersey 07019 L 4 I'rintiendate
,p;

. 4 $. Docket or 8i ( 030 02477Reference N , p
g

7, Chemteal and/or physleal J. Masimum amount that lieensee t1, 6. liyproduct, source, and/or .',, ')^ form may possess at any one umed. special nuclear material
-

'

>
8 under this twense'

%
~

,8 > -'

A. Any 'radiopharmaceuticall A. As necessary for uses |#

f(A.Anybyproductmateriallisted in Groups I and' listed)in Groups I and , authorized in i

35.100.ofL10 CFR 35L .

(j! q 11 of Schedule A. Section ll.cf f$cheoule A \Section Subitem 9.A.<

1 s' 35.100 of 10 CFR 35 *

W 111 of'$6Fidule A.gGroup , B. 3 cur.ies of each' byproduct materialrd.B. An/sform listedfi iI I'B. Any byproduct material'
Sect, ionti listed in Group 111 of)

8 Schedule A, Section 9 . 355100'o 109(FPg35 , authorized in )

(tC.Anybyproductmaterial'dC.* Any Yadi ph|arinateuticaIJ ' . Subitem 6.B. [35.100 of 10 CFR 35 O E Ne < A r | tGi C As necessary for uses ,
.I a

e' listed in Group lY of \. - listedinGroupIVof,; tauthorized in g

i Schedule A. Section V. Schedule A. Section s; Subitem 9.C. ),

l (4, 35.100 of 10 CFR 35
r/, 35.100 of110 CFR 35 i/

' D. Any byproduct material E O.' Any radiopharmaceutical y D. As necessary for usesi

i listed in Group V of listed in Group V o(7 authorized in j'- '

! Schedule A. Section Sche'dule.A.LSectioni- Subitem 9.0. 4i

! q. 35.100 of 10 CFR 35 35.100"of 10 CFR'35 i

I!E. Any byproduct material E. Any sealed source listed E. 1000 millicuries total p

I listed in Group VI of in Group VI of Schedule for sources authorized n

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

i E 35.100 of 10 CFR 35 10 CFR 35
hF.Anybyproductnaterial F. Prepackaged Lits F. 10 millicuries of each {1

I, listed in Section 31.ll(a) byproduct material ,!

authorized in p
! I of 10 CFR 31 Subitem 6.F. b
| g,

>4 I; ,8
| 1, T
! 1

D1

l I.
b

i| .)
r

| |
.b

! I 't
| I )
i l'

.h
| I

"Q % C k N.bO b b h
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| Amendment No. 75 |'

>I >
I (Items 6., 7., & 8. continued) I

'

I

| 6. Byproduct, source, and/or 7. Chemical and/or physical B. Maximum amount that |
special nuclear material form licensee may possess y

,

at any one time p
I

I - - -- - - under this license _
b

>I I

| G. Xenon 133 G. Gas or gas in solution G. 200 millicuries
that is the subject of |

g an active (i.e., notqi

I|
withdrawn or terminated) b'

I; "New Orug Application" t
BI (NOA) approved by FDA
>

h|l
or an active (i.e., not
withdrawn, terminated or |
on "clinical hold") |,

t f

|p"Notice of Claimed in-
s| vestigational Exemption t
4

8

8| for a New Orug" (IND)

h'. Americium 241
that'has been accepted

'
by FDA ,'

s|H H.SealedSource(Abrsham H. 14 millicuries >I

|j>>
Model No. AMC.24), <

I|1. Hydrogen 3I 1. Any' 1. 10 millicuries'

3

[J. Carbon 14
J. Any |* J. 10 millicuries

e, K. Cachium 109 K. Sealed source; I K. Two sources of 1,'

;

(Dupont (NEh) Model 50 millicuries each j
g)i

d' NER 465) >

I{L.Anybyproductmaterial L. Any 1, As specified in >

)j>I listed in Schedule A. Section 33.ll(c) of

[i Column !!, Section 33.100, 10 CFR 33 for a Type C^

License of Broad Scope !

f10 CFR 33
s'M. Cerium 141 H. Microspheres M. 25 millicuries
gjN. Strontium 85 N. Microspheres N. 25 millicuries yr'
I.
I,l0. Chromium 51 0. Microspheres 0. 25 millicuries )

P. lodine 125 P. Microspheres P. 25 millicuries )
[Q. Iodine 125- Q. Any Q. 75 millicuries j
g' R. Cesium 137 't. Sealed source R. 10 millicuries ,
i
I' (Nuclear Associates) e

,

.

It
t

Aushorized use j
{9.,

[A. Any diagnostic procedure listed in Groups I and !! of Schedule A. Section |
35.100. Title 10, Code of Federal Regulations. t

s, B . Preparation and use of radiophariraceuticals for any diagnostic procedure list- p

I, >ed in Group 111 of Schedule A, Section 35.100 of Title 10 Code of FederalI.
8vI Regulations,

C. Any therapeutic procedure listed in Group IV of Schedule A. Section 35.100 of jt

[i Title 10 Code of Federal Regulations. ,

s' O. Any therapeutic procedure listed in Group V of Schedule A. Section 35.100 of p

1 Title 10, Code of Federal Regulations, ja
D

4 E. Any procedure listed in Group VI of Schedule A Section 35.100 of Title 10, <

|
Code of Federal Regulations, j

M W M W X.EE E.E N MW.E.X E.E.E' W. T T.W EM M M T W W W W W W * * * h

~ - . - - .
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| t
I (Item 9 continued)
I

>
I F. In vitro studies.

h|
'

G. BTo3TTTow and pulmonary function studies.'

| H. For use in Searle Analytic Model 55-10244 Anatomical Marker,
- I 1 and J. Tracer studies.in humans as approved by a Radioactive Drug Research Comittee ja

I established with the Food and Drug Administration (FDA). jt
I

I K. Human research on 50 patients in accordance with protocol "Renal Sequelae of
j|IsExcessive Lead Stores" as described in the licensee's letter dated June 28. 1982.

|l The Licensee shall file a report no later than December 1. of each calendar year
g

ij discussing the results of the research. 4't
I| L. through Q. Research and development as defined in Section 30.4(q) of 10 CFR 30;

IlI Animal studies.

e(| R.
For use as a calibration source,

,

C0hDITION5 j
a 't
I| 10. Licensed ntaterial shall be used only at V. A. Pedical Center. East Orange. New II

Jersey. j
(11. Licensed material listed in item 6 above is authorized for use by, or under
q the supervision of. the following individual (s) for the materials and uses |
I indicated: ja
4; 6i

!j>
:

'| Gerald Salen. M.D. Tracer, Studies in humans as approved by a'
,

[ Padioactive Drug Research Comittee.
:,

<
d! Maimu Ohanian. M.D. Group VI >

h)d

4| Ralph Lilienfeld, M.D. Groups 1. 11. and !!!
>In vitro studies

4( !}>Enon TJ3
I,
n! Robert Modlinger. M.D. broup il

i>t
<

I' I

|?
h

4! Richard P. Weedeen. M.D. Groups 1. II. Ill. IV, and V
'i in vitro studies

En5F133 d
[: Cadmium 109 sealed source s'i
a- at, listed in Subitem 6.K p

ir
d,

!8
'

8i John R. Mathew, M.D. Groups 1. 11. and 111
J

h In vitro studies
EnoiiT!3 $

: Iodine 131 for treatment of hyperthyroidism. 'tq

I; cardiac dysfunction and thyroid carcinoma |>
>t

f Melvin A. Freundlich M.D. Groups I, 11. 111. IV, and V j:'

! In vitro studies
!),

g
I Enon'133

e
n

l|I
:P!

l' )l,

' Jiin vi rimf_YXEir_w~ .a5iiffi3mDufanamQifu aDmDr.xmmiutwhii'.iGrm sr.ar.d
d m
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i >I (11. continued) CONDITIONS
eI

h Candido Quinones, M.D. Groups I, !!, and 111
'in vitro studies

| UnoirTJ3 \,
'

lodine 131 for treattnent of hyperthyroidism and flt
I cardiac dysfunction ;k

II

f;! Bodh 045 M.D. Technetium 99m radiopharmaceuticals
in Groups 11 for cardiac imaging b

g .and diagnosis of cardiac function )'as'
I
I dayant N. Barai, M.D. Groups I, 11 and 111 |I

e
(i

4|f Julianna Pisch, M.D. Group VI
g! Phosphorus 32 as soluble phosphate

W|
for treatment of polycythemia vera, $

s leukemia and bone tretastases )
[i . lodine 131 for treatment of hyperthyroidisr, b

j

,|
' cardiac dysfunction and thyroid carcinoma i|,

'

's
Licensed material listed in Items 6.L. through N R. shall oe used by, or under the jI

| 12. supervision of, individuals who meet the requirements se. forth in Stetton 33.150) W
I;
E, of 10 CFR Part 33 and have been designated +by.the V.A. Medical Center, Radiation |j

1,

[ Safety Committee. :iii,)
'

,,n 1 ..

s]13. The licensee is authorized to hold radioactive material with a physical half- b
,

life of less than 6F days for decay-in-storage before dispcsal in ordinary 1
d

!r
'

1 I trash provided: t
s

'- A. Radioactive maste to be disposed of in this manner shall be held for de- il

| cay a minimum of 10 half-lives, {
6

. s.

a; B. Befcre disposal as nonnal waste, radioactive waste shall be surveyed to I)tI, determink that its radioactivity cannot be distinguished from background.

[ All radiation lebels shall be removed or obliterated.

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

s i
e
1 14. For a period not to exceed 60 days in any calendar year, a visiting physician ,8

'; is authorized to use licensed reterial for human use under the terms of this ja

[ licehse, provided the visiting physician: j
't

t
i: A. Has the prior written permission of the hospital's Adrainistrator and 't

I. Radiation Safety Cocynittee, and 3)

i B. 15 specifically nared as a user on a Nuclear Regulatory Cormission 11- 9|i

cense authoriring human use, and !,

!>I
)
b

- ' nns i w w af agmyggwW wr sirsir- - - - v #sw - w w r-w - - e # - -w,d,i

.
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|| (14. continued) flI CON 0!TIONS
II

[ C. Perfoms only those procedures which the phy;ician is specifically au- |
thorized to perform pursuant to a license issued by the Nuclear

|yg-
gRegulatory tomission.

a. .
The licensee shall maintain for inspection by the Comission co it
written pemission specified in A. above and of the license (s) pies of theI lspecified in 8. i1

[.
and C. above for a period of 5 years from the date penission is granted under j

l A. above. ;g
g

.I
si 15. The licenste may use the Calicheck device for doing linearity tests of its |t
I| dose calibrator provided it follows the procedures in the Calcorp, Inc.. Manu- jt

[ al dated March 2, 1982.

i)I16. Patients containing lodine-131 for the treatment of thyroid carcinoma (or pa-
si tients containing therapeutic quantities of Gold 190) shall remain hospital-.

4! ized until the residual activity is 30 millicuries or less. it

s[17 Experimental animals administered licensed materials or their products shall },,
>

'
not be used for human consumption. ,

g

I|18. A(1) The sources specified in Items,7H, 7K, 7L, 70, and 7R shall be tested for )bt
e, leakage and/or contamination'at intervals not to exceed 6 months. Any source 1

8 received from another person which ,is not accompar.ied by a certificate ;>'

| indicating thatwa test was performed within 6 months before the transfer shall j
not be put into use until tested, j,

j q

. !>ki t.
(2) Notwithstanding the periodic leak test required by this enndition, anyI

licensed sealed source is exempt frce such leak tests when the source ,a
*
8 contains 100 microcuries or less of beta and/or garera emitting uaterial 8

or 10 microcuries or less of alpha emitting nuterial, j>

g. 4

)ks! B. Any source in storage and not being used need not be tested. khen thes

! I source is removed from storage for use or transfer to another person, it ,

8 shall be tested before use or transfer, j
f C. The test shall be capable of detecting the presence of 0.005 microcurie }ja of radioactive material on the test sample. If the test reveals theq

presence of 0.005 microcurie or more of removable contaminition, the )b
'

a
8 source shall be removed frca tervice and decontaminated, repaired, or ,

8; disposed of in accordance with Comission regulations. A report shall be it

! filed within 5 days of the date the leak test result is known with the ])U.S. Nuciear Regulatory Comission, Region I, ATTN: Chief. Nuclear Mate-
e rials Safety and Safeguards Branch. 031 Park Avenue, King of Prussia, i
e
i Pennsylvania 19406. The report shall specify the source involved, the |t
8 test results, and corrective action taken. Records of leak test results ,8

t

|.
shall be kept in units of microcuries and shall be maintained for inspec- i

tion ey the Com ission. .ecords may de disposed of foiiowing Co ission j
,
e inspection, j

|a' I :)l'
:D

I
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(18. continued) CONDITIONSu >I

D. Tests for leakage and/or contamination shall be performed by the licensee || or by other persons specifically licensed by the Conuission or ar. Agree- y
g

d ment State to pe"form such services. p

>
4

' 19. Sealed sources or detector cells containing licensed material shall not be >

| opened or sources removed from detector cells by the licensee. |

| 20. The licensee shall conduct a physical inventory every 6 months to account for all |
Sources and/or devices listed in items 7.H. J7.K. , 7.L. , 7.0. and 7.R., Records p

|
I of inventories shall be maintained'for 2' years from the date of each inventory. >

>I
'

N, 21. Ey. cept as specifically provided otherwise in this license, the licensee shall (
conduct its program in accordance with the statements, representations, and p

q
precedures contained in'the documents including any enclosures, listed below. p

q

The Nuclear Regulatory Commission's regulations shall govern unless the state- p

1<4 ments, representations and procedures in the licensee's application and corre- >

|
spondence are more restrictive than the regulations, g

Item 3 of letter dated May.28,) 1980 k f| A.
'

'

>( B. ALARA Program dated November,3,.1980- .

d C. Letter dated June 28, 1982. s:
4 0. Application dated May'25, 1985-

| E. Letter dated March 17,'1986 4

pp;\3ii . ' )P
F. Letter dated March 12 '1986 6 '

4
q. G. Letter dated May-2, 1986 pj

( H. Letter dated September 15, 1986 &
>

4 1. Letter dated April 15, 1987

j%9 J. Letter dated December 2, 1967

h)
K. Letter dated December 24, 1987

'

t
4

t ? R
, ,

i
; >i '* 4

dj >
d >(
q

4,

$ h>
1; ft >
4 h
4 >

) 4

|
For the U.S. Nuclear Regulatory Connission |

!h1hbC M origini 31%ed syi

I By JGhc 3. Glenn
'

>

|Date IEcTear Materiais safety and |~"

Safeguards Branch, Region ! ,
q King of Prussia, Pennsylvania 19406 >
a

RI >
4
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