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MATERIALS LICENSE Amendment No. 29'
-

Pursuant to'the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public 12w 93-438), and Title 10,
Code of Federal Regulations, Chapter I, Parts 30. 31,32,33. 34,35,40 and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer hyproduct,
source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to

,

deliver or transfer such material to persons authorized to receise it in accordance with the regulations of the applicable Part(s). Thisi

N 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, regulations and orders of the Nuclear Regulatorv Co lq > ' ~oi fler in effect and to any

Il <conditions specified below. 3 g,

'"*
4 In accordance with letter dated
5 June 25, 1987, |

|f -
. ,

3. License number 20-10621-01 is amended in il- Framingham U&lon Hospital
Radiology Dept. - Nuclear Medicine its entirety to read as follows: i

2. 115 Lincoln Street -

Framingham, Massachusetts 01701v 4. Expiration date August 31, 1989
5. Docket or

4 030-01931
h Reference No.

% 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee P

di special nuclear material form may possess at any one time k
I

M
,

under this license

'

A. Any byproduct materi 1 Ai]dny' radiopharmaceutical ? A. As necessary for uses %

listed in Groups I and ' listed iniGroups|1 and: authorized in

f II Of Schedule A, Section II;of Schedule AI. Section Subitem 9.A.

35.100 of 10 CFR 35 :35|100 ofr10 CFR/35 .-
4

|'B.Anybyproductmateriil .
B. Ariy,fonn_l,isted in :Gro'up B. 3 curies of each p,

IIIiof SchedulevA,. Section ' byproduct material~

ri listed in Group Illiof
M , #35.100 6f|105CFR 35 authorized in .

\5 Schedule A, Section 1-
% 9 [; iia Subitem 6.B. !

C.Anj!od{idethdtiasbeen35.100 of 10 CFR 35 I
i C. 250 millicuries |;

g C. Iodine 131 manufactured, labeled, i gy
4 package ~d.and distributed pj

y4 in accordance with a
(4 specific license issuedS $

1

1

)g[f pursuant to Section 32./2
of'10 CFR Part|32~or a
specific license issued

|
to the manufacturer by an jj

1

Agreement State pursuant :i
:

i to equivalent State I'
,

regulations t
| t
'

' | D. Gadoliaium 153 D. Sealed Source (Lunar D. Not to exceed i,

I Model GD series) 1.5 curies each, !*'

' '! 3 curies total i,,

!*

,|E. Iodine 131 E. Any E. 6 millicuries
F. Iodine 125 F. Any F. 36 millicuries |-,

! |
G. Sulfur 35 G. Any G. 1 millicurie {!

4 H. Technetium 99m H. Any H. 100 millicuries
L 1. Chromium 51 I. Any 1. 1 millicurie ,I

h J. Phosphorus 32 J. Any J. 50 millicuries
4 K. Calcium 45 K. Any K. 10 millicuries
4 L. Hydrogen 3 L. Any L. 3 millicuries N

(M. Carbon 14
M. Any M. 5 millicuries

e

e<

8801220292 870812 f
eihus1% m----- A m{|



-|st siirmimic1*aniiimgsmsw1gr vammmmin%'aussmq
ymm%'arrnmrasgagressydR REGut.ATORY COMMISSION Vp 2 5 p,U.S. NU ,, OF ,,oes
p R,Cgorrvi 3M A Fucense namter

20-10621-01 >!4

f,i ' ' kMATERIALS LICENSE oocket or Reference number
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D

8 W
4 Amendment No. 29 p
g >
4

E|d 9. Authorized use >i
A. Any diagnostic procedure listed in Groups I and 11 of Schedule A, Section f| 35.100, Title 10, Code of Federal Regulations. p

Preparation and use of radiopharmaceuticals for any diagnostic procedure list- pg

i B.
4 ed in Group III of Schedule A, Section 35.100 of Title 10, Code of Federal >

b
H Regulations. N
4 C. For treatment of hyperthyroidism, cardiac dysfunction, or thyroid carcinoma.

f0. For use in Lunar Model DP3 or OP4 Bone Mineral Analyzer for diagnosis of| patients. p
q

- E. through M. Invitrostudies,anjmalstudies; *,

CON 01IIONS
b

4

)I,| 10. Licensed material shall be used only at 115 Lincoln Street, Framinghain,
Massachusetts, f -

q
d'

p|
s
4 11. Licensed material listed'in item 6 above is author,ized,for use.;by, or under

>
4 the supervision of,'the follosing individual (s),for the materials and uses

g
| indicated: [:,'

'

g ; a

g~
, . ,.

'
~i

4 Luke G. Tedeschi,'N.D. $! Groups I- 11 and-III -

A. d\,\SubitemP,6:0/4hrough 6.M. Nrg
,

g .

1
p' MJM"L _h> .' .i , f L kJ

4 Leonard H. Inker,1 M.D. b . , 7(fGrobps;;Ij [I.I' arid III: ? 5 6'..

4 M tM ~ Subitemsa6;C. through 6.M.< . kf
|

4,j,Zij ' '|W. hi, *

Herbert Weintraub,,M;D. ' ; Groups;I,~lliand III
g|c.

q Subitems 6.0. through 6.H. p
g e

)
/'4

4 Timothy H. Eisaman, M'.0., Groups'I', Il and III
Subitems 6.C. through 6.M. fj

4 Maurice H. Fainsinger, M.D. 7 ' Groups.I,lII'and III f
3 Gadolinium'153 sealed sources for diagnosing p

4 bone maladies
>N4

W
4 Neil A. Grossman, M.D. Groups I, II and Ill

Gadolinium 153 sealed sources for diagnosing g

g/bone maladies
4

d'4 Stuart L. Fuld, M.D. Groups I, 11 and 111 p

Gadolinium 153 si.aled sources for diagnosing i
4 >
i bone maladies

>
4 k

| 1sadore N. Rosenberg, M.D. In vitro studies; animal Studies
TodTne 131 for treatment of hyperthyroidism, f

g cardiac dysfunction and thyroid carcinoma p| i

q
lodine 125 for In vitro studies; animal studies > |

(
4

Phosphorus 32 foFin vitro studies; animal studies ),

4 Technetium 99m for Tn vitro studies, animal studies b
-

P
I Chromium 51 for in vitro studies; animal studies

Calcium 45 for Fvitro studies; animal studies f
.mmt.e s ,#. m .ce e dim m e r 3 - m m . m . m _ w s m m m m z a rr,, . ..m
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i Amendment No. 29i
4

4 (11 continued) CONDITIONS

k|
I

| Garry Goldstein, M.D. Groups I and 11
In vitro studies; animal studies y

| Todine 131 for treatment of hyperthyroidism, |i
4 cardiac dysfunction and thyroid carcinoma h

! Gadolinium 153 sealed sources for diagnosing h

j bone maladies |
6|

i Madeline S. Crivello, M.D. Groups I, 11 and III h

i Subitems 6:Exthrough 6.M. p

u. o- p
q

|
Raymond S. Koff, M.D. Subitems 6.L. and.6.M. |

| Hiroko Kadowaki, M.D. Subitems 6.L. and 6.M. |
>

4

|t 12. Sealedsourcesordetectorcellscontaininglicensedr'ateria9shallnotbeopened y

4 or sources removed from source holders or detector, cells' by the licensee. W

i :' +'. ,/
'

>
s

13. The licensee is suthorized to' h'ol'd. radioactive /mateHal with a ' physical half- k

| life of less than 65 days for decay-in-storage befor.e. disposaicin ordinary fy
' ' ' 2 "

i trash provided: '9- \ nr i s
1 Vn p'1._

Radioactivswastettobedisposedofindh'is'ma'nner.shallbhheldforde- $
,i < ,

4 A.
k2i \ W f .L |A, y! cay a minim'u'm'of 10 half-lives...

,L ,V ~e
s

, , , s
- + i

n

Before dispo' sal as no_rmal;wastei radioac%tiye waste shalj>be surveyed to
~ ,s,. h. ,

| B.
determine thattits radioactivity cannot bFdistinguished _from background, fi

5 .

(k
All radiation labels shall 'be removed or, obl| iterated.Q

( *

1 C. Generator columns #shal.1 be segregated 'so that they'may be monitored sepa- >;

|
ratelytoensuredecay'tobackgroundlevelspriorftodisposal. g

>Foraperiodnottoexceed60baysyinanycalendaryear,avisitingphysiciani p
q 14.
( is authorized to use licensed material for h'uman use under the terms of this p

4 license, provided the visiting physician: y

k>4

4 A. Has the prior written permission of the hospital's Administrator and
] Radiation Safety Committee, and f

b
d

( B. Is specifically named as a user on a Nuclear Regulatory Comission li- p

4 cense authorizing human use, and >;
t

I P

4 C. Performs only those procedures which the physician is specifically au- h
E

| thorized to perform pursuant te a license issued by the Nuclear
Regulhtory Commission. [g

d F
q The licensee shall maintain for inspection by the Commission copies of the p

( written permission specified in A. above and of the license (s) specified in B. p

I and C. above for a period of 5 years from the date permission is granted under >
>! A. above. p

; I
1 4 >

i F
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I (Continued) CONDITIONS &

|R
I

| 15. The licensee may use the Calicheck device for doing linearity tests of its
dose calibrator provided it follows the procedures in the Calcorp, Inc., Manu- p

|
i al dated March 2, 1982. >

>I
I 16. Patients containing Iodine-131 for the treatment of thyroid carcinoma (or pa- h

|
tients containing therapeutic quantities of Gold 198) shall remain hospital- fized until the residual activity is 30 millicuries or less. g..

g
>i

1 17. A. The sealed sources or detector? cells:specified in Item 7.D. : hall be tested for p

i leakage and/or contaminatio6'at intervals not to exceed one year. Any source h

>h
I received from another persbn which is not accompanied by a certificate

E

| indicating that a, test was performed within 6 months .before the transfer shall
not be put into use;until tested. g,,

' Wi
i B. Any scalea source' or detector cell in storage and not tieing used need p

i not be tested; Whe'n .the source or detector cell is' removed from storage >n
>I for use or transfer to ano'ther person, it shall'be tested before use or
h^| transfer. Oh : >,; ,

-M \
The test sh'all be capableiof detecting { the presence of 0.'005 microcurie h

, . ,

,
C.g of radioactive material odihettest~ sample.' {If the test reveals the p#

3

( presence of. 0.005 microcur.ie|36 more of(removable co6tamin'ation, the hf
~

N source or detectorlcell shallitie remoYed >from se~rvice and: decontaminated, F

repaired, or disposedc frin a~ccordanceswith Commission regulations. A k~

i

| report shallibe filed withinc5"days of|the date the leak test result is f
o ^

known with the'U.S. Nuclear Regulatory Commission, Region'I, ATTN: Chief, p
g Nuclear Materials Safety and Safeguards' Branch, 631 Park Avenue, King of p
g

i Prussia, Pennsylvania 19406. The! report shall specify,the source involved, f

4 the test results,/and corrective action taken. Records of leak test N
~

N results shall be kept]in units of microcuries andish'all be maintained for f
| inspection by the Commission. Records may be disposed of following g

Comission inspection. <C - < p|
g '

' >
n
4 D. Tests for leakage and/or contamination shall be performed by the licensee p

N
|

| 4 or by other persons specifically licensed by the Conmission or an Agree-

{
ment State to perform such services. f|

d
4 Replacement-exchange of the source / source-holder combination may be performed by 4;18.g

the licensee in accordance with the instructions conta'ned in the manufacturer's g
|

4 The source will not be removed from the source / source-holder combination d
4 manual.

N
! I by the licensee.

&i >
! >l

\ >
4'

kN
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>
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h
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4
E

4 (Continued) CONDITIONS

| 19. Except as specifically provided otherwise in this license, the licensee shall
conduct its program in accordance with the statements, representations, and ,

i procedures contained in the documents including any enclosures, listed below. i
i
i The Nuclear Regulatory Comission's regulations shall govern unless the state- h

hments, representations and procedures in the licensee's application and corre-I
I spondence are more restrictive than the regulations. |

f
|

i A. Application dated April 23, 1984 p

i B. Letter dated July 27, 1984 |~J C. n

i C. Letter dated October 29,-1985' '- U h

hi D. Letter dated April 28, 1987 /,: je

4 hi
'

. .
>

._

i .

" ' . >
q

- >*

g
h! '

(
-

-

4 /,/ . 't h

JV
|h / l

| f. 3

'

i'

|
.

:
y 5, 7

- : 5, 4 . g>,

'
i . . ~ ,

/J . >'

1|
( a|c : W

4 i(h h

( _' 8,

( T h

hi
h

'

4 -
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4 * ki
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E'

g

k'
4

h(
h
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|
For the U.S. Nuclear Regulatory Conmission f

f | Uriginal signed hp -
12 AUG '987 By

3*" c2 = 9'| ( Date
i Nuclear Materials Safety and k

Ei i Safeguards Branch, Region 1'

|
King of Prussia, Pennsylvania 19406 |

>,
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