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MATERIALS LICENSE Amendment No. 53 i

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Pubhc Law 93-438), and ~1itle 10, f'
Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations S

2

'

heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, p
; source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to 4

deliver or transfer such matenal to persons authorized to receive it in accordance with the regulations of the applicable Part(s);and to !b

f|j
,

| j import such byproduct and source material. This license shall be deemed to contain the conditions specified in Section 183 of the
; Atomic Energy Act of 1954, as amended, and is subject to all applicable rules, re'ulations and orders of the % c t gegulatory ?

] fCommission now or hereafter in effect and to any conditions specified below. 88

b
"#'"'"

In accordance with application dated h
H Apri| 23, 1985 ij

h 1. Newton-Wellesley Hospital
3. License number 20-02615-01 is amended in its QH %

Q entirety to read as follows: W
Il2014 Washington StreetM ,
h'

M Newton Lower Falls, Massachusetts 02162 4. Expiration date July 31, 1990 kJd E

eferen No. 030-01848-

d 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee E!..

p special nuclear material form may possess at any one time k
yunder this license

? A. Any byproduct material A. Any radiopharmaceutical A. As necessary for uses 'B!

(;listed in Groups I and listed in Groups I and authorized in Subitem5
,

.j II of Schedule A, Section II of Schedule A, Section 9.A. g ,

j 35.100 of 10 CFR 35- 35.100 of 10 CFR 35 y
:1 B. Any byproduct material B. Any form listed in Group B. 3 curies of each ||
? listed in Group III of III of Schedule A, Section byproduct material B1
? Schedule A, Section 35.100 of 10 CFR 35 authorized in Subitem 6.B. El
9 35.100 of 10 CFR 35 8 '

jC.Anybyproductmaterial C. Any radiopharmaceutical C. As necessary for uses Ij listed in Group IV of listed in Group IV of authorized in Subitem 9.C. y
1 Schedule A Section y Schedule A, Section g

:1 35.100 of 10 CFR 35 . 35.100 of 10 CFR 35 0
R D . ny byproduct material D. Any radiopharmaceutical D. As necessary for uses E!A

j] listed in Group V of listed in Group V of authorized in Subitem 9.D. I
Schedule A, Section Schedule A. Section fj 35.100 of 10 CFR 35 35.100 of 10 CFR 35 g

1 E. Any byproduct material E. Prepackaged kits D. 3 millicuries of each p
1 listedinSection31.11(a) byproduct material ki
1 of 10 CFR 31 authorized in Subitem 6.E. 0

) fF. Xenon 133 F. Gas or gas in solution F. 200 millicuries I
g that is the subject of fj an active (i.e., not gj
1 withdrawn or terminated)

31 "New Drug Application"
11 (NDA) approved by FDA R;I or an active (i.e., not E13 withdrawn, terminated or El

| 8509190151 850906 on " clinical hold") h
1 REG 1 LIC30 PDR " Notice of Claimed In- pj
1 20-02615-01 vestigational Exemption kji for a New Drug" (IND) ij
U that has been accepted k!

| by FDA h
g G. Gadolinium 153 G. Sealed source (Gulf Nuclear, G. Not to exceed 300 gi

I| Inc., Model GD-1 per source
j 8 i q !
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MATERIALS LICENSE
nocket or nererence num

1 SUPPLEMENTARY SHEET h
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1 #
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1 h

j(continued)

| hH. Iodine 125 H. Sealed source (AECL Models H. Not to exceed 1500
'

1 C-234 or C-324 or Amersham per source
i|1 Model IMC.P2) >

4 i
'

j 9. Autnorized use
|

,| A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section 35.100, fj
1 Title 10, Code of Federal Regulations. l'

'1 B. Preparation and use of radiopharmaceutic51s'for any diagnostic procedure listed in
H Group III of Schedule A, Section 35.100 of Title .10, Code of Federal Regulations.
4 C

f
. Any therapeutic procedure liste'd'in Group IV of Schedule A, Section 35.100 of Title,

10, Code of Federal Regulations. ,.

i D. Any theraueutic procedu're listed in Group V of Schedule 'A,'Section 35.100 of Title fS

yI 10, Code of Federal llegulations. *1 y'

3 E. In vitro .tudies, u. x $
4 F. BTood flow and pulmonary function studies. .c . - |~.~-

'

3 G. For use in Lunar Radiation Co'rporation Model DP3 bone mineral analyzer. i

|H. For use in Lunar Radiation Corporation Model SP2 bone mineral analyzer. i

_ y,. .. - .., ,

, -

j g g CONDITIONS j ..'
, _,

P ya A- . ,
;i

3|. Licensed material:shall be Osed 9n% ,:
, .

Id 10. ly,at the-licensee's facilities, at 2014 Washington j
4; Street, Newton Lower Falls, Massachus'etts;t; L

'

'
j

f
. The licensee shall comply with <the_ provisions 1of Title 10, Chapter 1, Code of Federal

C Me$ Al f il i t b. - C i

'

'

g 11,

1
3 Regulations, Part 19, " Notices', Instructions, and Reports to' Workers; Inspections".

! and Part 20. " Standards .for Protection Against R'adiation."?'
$jg .n g|A - y j
M|12. Licensed material listed 2in-Item 6 above is authorized.for use by, or under the 1'

Mi supervision of, the follow'ing individual (s) for the materials and uses indicated: '

~

q|f
| Harold Simon, M.D. oupII,Il,il'I,IV,andV
'

3 In vitro studies p

1 Xenon 133
1 Iodine 125 and Gadolinium 153 sealed sources for R

diagnosing bone maladies |
f Ralph Scott, M.D. Group I |'

3 I_n vitro studies y

A h

Mj Theodore Spielberg, M.D. Iodine 131 for treatment of hyperthyroidism and b
'

il cardiac dystunction i:

k >

f13 Licensed material shall be used in accordance with the provisions of Section |
!

1|-
35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulation:. p3

p

1 h

1 i
1 > !.

'

1 I
1 p
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| I5'8#3 License number |
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SUPPLEMENTARY SHEET

I l-
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| (continued) CONDITIONS [
q 14. For a period not to exceed sixty (60) days in any calendar year, a visiting physician >i
t

p
q is authorized to use licensed material for human use under the terms of this license, I;
M provided,the visiting physician: jn;>
31 :

| (a) Has the prior written permission of the hospital's Administrator and its Medical
(!p[, Isotopes Committee, and

E F:
q (b) is specifically named as a user on a Nuclear Regulatory Comission license p;

N authorizing human use, and, ; R{g ;F;
il u-s- m E

4 (c) Performsonlythosepreheduresforwhichhe s specifically authorized by a I
| Nuclear Regulatory Commission license. fa

| 8 .'. p
q The licensee shall maintain for the inspection by the Commission, copies of the p

written permission specified in subitem (a) above and of the license (s) specified in 4

subitems (b) and (c) abovebThese records shall be niaintained for five (5) years from k{the time the licensee grants its permissi.on under subitem (a) above.
t -- Es i ~w; c, s-_

Sealed sources containing licensed material,shall not be opened.i p:,

15. p

3 d i Qwm )? - p,

|16. The licensee is authorized.to hold radioactive, material with a physical half-life of p

| less than 65 days (for decay ,in-sto' rage-beforeidisposaliin ordin.ary trash provided: E:

j MV w t L [[[i LO ~

h:' &

minimumoften(10)$Edi5 pose'd"o'f;in'thismannershall".beheldfordecaya
|

Radioactive waste to Ei A.
half-lives; Mid].l M L Y 4i

Prior to disposal as normal waste'$.g; p ' T,jradioact'ive waste s'h'all be monitored toy

V. R > %.g ,, --'s! p,

! B.

| determine that its' radioactivity ~cannot'be distinguished from background with R:

typicallow-levellaboratorysurveyinstruments.Qll'radiationlabelswillbe li:,

removed or obliterate'dt Ew,. w i
,

| C. Generator columns shall be segregated ~so that they may be monitored separately g

| to ensure decay to background levels prior to disposal. p
'

k
17. A. (1) Each sealed source in a bone mineral analyzer shall be tested for leakage i,

i and/or contamination at intervals not to exceed six months. In the absence I
i of a certificate from a transferor indicating that a test has been made E

| within six months prior to the transfer, a sealed source received trom f
j another person shall not be put into use until tested. p
' W',

11 (2) Notwithstanding the periodic leak test required by this condition, any I
'I licensed sealed source is exempt from such leak tests when the source it

| contains 100 microcuries or less of beta and/or gama emitting material or [ ,

y 10 microcuries or less of alpha emitting material. g j
N E

'
,

' [n i
I I
I I
I I
I I
I I
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| (17. continued) CONDITIONS

i
1 (3) The periodic leak test required by tilis condition does not apply to sealed
1 cources that are stored and not being used. The sources excepted from this
1 test shall be tested for leakage prior to any use or transfer to another
4 person unless they have been leak tested within six months prior to the i

| date of use or transfer.
1
g B. The test shall be capable of detecting the presence of 0.005 microcurie of
1 radioactive material on the test sample. The test sample shall be taken trom
1 the sealed source or from the surfaces of'the device in which the sealed source

23 is permanently mounted or' stored on which cne might expect contamination to
j accumulate. Records of leak test results shall be kept in units of microcuries
y and maintained for inspection by the Commission. e-

D' ~) MIf the test reveals the presence of 0.005 microcurie (or more of removable1

J C. p
1 contamination,gthe licensee shall immediately withdraw the sealed source from ;-
4 use and shall cause it:to be decontaminated and_ repaired /or to be disposed of in
1 accordance with Comission regulations. A report shall be filed within 5 days
| Tof the test with the U. S.tNuclear Regulatory Comission, Region I, 631 Park g
j Avenue, Kinggot Prussia, Pennsylvania 19406i' describing the. equipment involved, f
1 the test results, and th'e correct _1ve..a.ction!taken. Il p

Tests for leakage and/or contamination shall.be performed:[by the licensee or by!" , M 3 'd M& ,ff R,i '

H D. El'

M other persons'specifically, autho~r,ized by the Commission o,r;an Agreement State to hi
~

i

perform such service's.'5 h i ' } }[.)li gb A , .
Ef k ,/ ,,

'': - A k f.? (!
-o

{18. Patientscontaining' Iodine 131"for,thet'reatme(6f thyroid carcinoma shall remain gi

;)|
hospitalized until the residual activity,is 30 millicuries 'or less. p-

.q 'g ~ L . 4. v. ' () - y
1 19. Except as specifically provided otherwise by this licenseT the licensee shall possess k|
3 and use licensed material 'de' scribed in Items 6, 7, and 8 of this license in accordance E

) with statements, representationi, and proced.ures-contained in application dated f
j April 23, 1985 and letter dated June' 25,7 1955. The Nuclear Regulatory Comission's g
1 regulations shall govern the licensee's statements in applications or letters, unless
1; the statements are more restrictive than the regulations.
1

1!
&
:1 pl

'l 5
1 i
'l i
I l Ill I'

| For the U.S. Nuclear Regulatory Commission |
I Original Signed By: U

SEP 0 61985 John E. Glenn |Data gy
1 Nuclear Materials Safety and I
l Safeguards Branch, Region I I

| King of Prussia, Pennsylvania 19406 |
i ,
1 1
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