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| St. Joseph Hospital |297 Center Streety p
g Bangor, Maine 04401

In accordance with application dated May 30, 1985, License Number 18-16979-01 is amended
M as follows: E
1

| Items 6., 7., 8. and 9. are amended to read:

N
q 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that
p special nuclear material form ??m licensee may possess yo

H v A*' -G '/> at any one time E
1 -b' i. A under this license E

'*

E A. Any byproduct material A'. Any radiopharmaceutical " 'A. As necessary for uses E

! listed in Groups I and listed in Groups I and ' e authorized in Subitem |
'

-

g II of Schedule A, Section ' II of Schedule A, Section v 6.A.
35.100 of 10 CFR 35

'

x 35.100 of 10 CFR 35 yy 7' ,
B. Any byproduct material -B.'Any form listed in Group. B. 2 curies of each

listed in Group III of. x III of Schedule A, Section bypr.oduct material
Schedule A, Section _35.100 ofL10~CFR,35 a authorized in Subitem 6.B..

35.100 of 10 CFR 35 <_c' \ 7 '- 9'

1

C. Xenon 133 . C. Gas:or gas in. solutio'; C.100injillicuries pn

3 that is the subjectlo_f ,/, q14

.;j an activer(i.e ,: note 4 ""
. .

ith' drawn or; terminated) 2 D
Q w"New Drug Application" - 22 ..

'

. _ . .

:(NDA). approved.by FDA q N g"

' or an active (i.e7not W
% withdrawn, terminated or M, '-"

i on "clinicai' hold") Q-,

" Notice of Claimed In- &< w

5 . vestigational Exemption ^ ?

|l for-a New Drug" .(IND).
y that has'been accepted
g by FDA
hD. Gadolinium 153 D. Sealed source (Gulf Nuclear, D. Not to exceed 1.5
L3 Inc., Fadel GD-1 curies per source
%E E. Sealed source (AECL Models E. Not to exceed 300
f. Iodine 125 C-234 or C-324 or Amersham nillicuries per

|.g Model IMC.P2) source

!9.Authorizeduse E
g
E

A. Any diagnostic procedure listed in Groups I and II of Schedule A, Section 35.100, E
Title 10, Code of Federal Regulations. E

B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in f| Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations. p
< i C. Blood flow and pulmonary function studies. p

| D. For use in Lunar Radiation Corporation Model DP3 bone mineral analyzer. k-
; E. For use in Lunar Radiation Corporation Model SP2 bone mineral analyzer. E
i k
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| (continued)
|
| Conditions 12. and 15. are amended to read:
R

1 12. 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 uses indicated: || 9
y Robert P. Andrews, M.D. Groups I, II and III y
| Xenon 133
| Iodine 125 and Gadolinium 153 sealed sources for
i diagn'osing'. bone maladiess

,ay= w ,y y E

Richard L. Field, M.D. ,9 ' Groups I, II snd III!
| f3" Xenon 133 1\f
g s- Iodine 125 and Gadolinium 153 sealed sources for
i T;'' diagnosingbonemaladieh

'r /f e ,
|4Charles T. Lynch, Jr.y' M.D.' K c Groups I, II and III, -

|,

4 N D Xenon 133 /of |

|
.

a Iodin'e 125 and Gadolinium 153 sealed sources for
'

.~

g -s ./ ' diagnosing bone maladies ^,
y M 7. t L w.e t j g ]

'$ Douglas F. Cowan, M.D. ' Groups I, II .a'nd III ,, 7"

R:W'N % Xenon 133 PME . JQ.N'd

3
' ' ,

!W W '' : Iodine'125 and~ Gadolinium 153' sealed sources for |

N - ~'N ,diagn'osin'gbonemaladiesQ |;

f
g-

g Donald E. Factor, M.D.g M -p;)" k . 4 ; Q O.i M iG Q g' - ' , Group's I,'-II and :III :~.' p,

h' T' , '' Xenon 133 9 WQ J

,

d
R' '

Iodine '125~ and Gadolinium 153 sealed sources for E:'' diagnosing bone maladies E!s E
John Michael Long, M.D. 'bGroupsI,IIandIII fXenon.133 4 gi

*

Iodine 125 and Gadolinium 153 sealed sources for p-

,j diagnosing bone maladies k;
j E;

f}
j Hugh J. Cuggiano, M.D. Groups I, II and III
I Xenon 133 g

Iodine 125 and Gadolinium 153 sealed sources for gj
diagnosing bone maladies p

E
Michael S. Pancoe, M.D. Groups I, II and III E

Xenon 133 E

Iodine 125 and Gadolinium 153 sealed sources for E

!,
diagnosing bone maladies

Michael D. Halber, M.D. Groups I, II and III y

Xenon 133 i
.indiae 125 and Gadolinium 153 sealed sources for k

Magnosing bone maladies
|:
,
E.
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:1

] (12. continued) CONDITIONS

:1
:11 Frank L. D'Amelio, M.D. Groups I, II and III |E

|p:1! Xenon 133 E
:1 Iodine 125 and Gadolinium 153 sealed sources for F
] diagnosing bone maladies E:

1
!$ 15. Except as specifically provided otherwise by this license, the licensee shall possess !

:) and use licensed material described in Items 6, 7, and 8 of this license in accordance
:) with statements, representations, and procedures contained in application dated
i1 October 21, 1981, and letters dated January |8, -1982, February 26, 1982, March 8, 1982,

i]l
October 30, 1984, January 23, 1985, and May 30,=1985. The Nuclear Regulatory
Commission's regulations shall govern the licensee's-statements in applications or i
letters, unless the statements are more restrictive than the regulations. |

:)! |:3 Conditions 16., 17. and 18.Eare added.
;

:1
,

|

!d 16. A. (1) Each sealed-source containing gadolinium 153 shall bd tested for leakage
~

i

3 and/or co'ntamination at' intervals not to exceed six months. In the absence

f' of a certificats fram a transferor. indicating that a-test has been made
!q within six months prior to the transfer, a sealed source received from

:g| another, person shall not be .put. into, use ,until tested ~.

:i
. . . . ii

|8| (2) The periodic leak: test 1 required by;this condition does not apply to sealed |
Ji sources that are! stored and not .being used.' The sources excepted from this j

f;
.

test shall be tested for . leakage prior to any use orTtransfer to another I

ig!
person unless they have been leak tested within six1 months prior to the |'

:g date of use or transfer. |

B. The test shall be capable of detecting' the presence:of'0.005 microcurie of
|4 radioactive material'on the test sample. The test' sample shall be taken M r

f; the sealed source or from the surfaces of the device in which the sealed .ource
g is permanently mounted or stored 09 which one might expect contamination to rp

accumulate. Records of leak test results"shall be kept in units of microcurles j

({ I
3 and maintained for inspection by the Commission. E
L k

4 C. If the test reveals the presence of 0.005 microcurie or more of removable
} contamination, the licensee shall immediately withdraw the sealed source from j

use and shall cause it to be decontaminated and repaired or to be digewd of in
g! accordance with Commission regulations. A report shall be filed withu 5 days |g

M; of the test with the U. S. Nuclear Regulatory Commission, Region I, 631 Park |
'

(M
Avenue, King of Prussia, Pennsylvania 19406, describing the equipment involved, ;

i the test results, and the corrective action taken. j
M

i

f !y
D. The licensee is authorized to collect leak test samples in accordance with the

gj procedures described in the licensee's application dated May 30, 1985, for
| i analysis by Siemens Gammasonics, Inc. Alternatively, leak test samples may be $p
,

;6! collected and/or analyzed by other persons specifically authorized by the F

% Commission or an Agreement State to perform such services. f
M |E
M %
4 !R
% IF

si |W
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(continued) CONDITIONS

kj 17. Sealed sources containing licensed material shall not be opened.
'

s
N 18. The licensee shall conduct a physical inventory every six (6) months to account for

- all bone mineral analyzer sealed sources received and possessed under the license.
- The records of the inventories shall be maintained for two (2) years from the date of '
g the inventory for inspection by the Commission, and shall include the quantities and
g kinds of licensed material, location of bone mineral analyzer sealed sources and the ,

N date of the inventory.
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For the U.S. Nuclear Regulatory Commission |
| r,toral signed Eyf p

AUG 051985 - Cl:23 E
'

Date By W
Nuclear Materials Safety and 5

; Safeguards Branch, Region I b

(King of Prussia, Pennsylvania 19406
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