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U.S. NUCLEAR REGULATOR 7 COMMISSION PAGE - OF PAGES

MATERIALS LICENSE Amendment No. 14aj
Pursuant to the Atomic Energy Act of 1954. as amended, the Energy Reorganization Act of 1974 (Public Law 93 438)
Federal Regulations, Chapter I, Parts 30,31,32. 33,34,35, ",o,39,40, and 70, and in reliance on statements and representati

r.~
- , and Title 10, Code of

i

by the hcensee, a license is hereby issued authorizing the licensee to receive, acquire, possess and transfer byprodons heretofore made j

material designated below; to use such material for the purpose (s) and at the place (s) designated below; to deliser or t
,

uct, source, and special nuclear

5 specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all applicable rules regulationpersons authorized to receive it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contai
-

,

ransfer such material to b{n the conditions

Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified below.s. and orders of the N,,

"t,

9 Licensee a
Beebe Medical Center in accordance with the letter datedE

eB 1. 6,,

9 ber 07-17792-01 ,
3. Lice.rlse Nunlirety to read as followi s en is amended in9

424 Savannah Road s: q3 2. Lewes, Delaware 19958 s'9
a 4. Expiration Date November 30, 2003 !E

_
5. Docket or n

030-13331 2Reference No.u 6. Byproduct, Source, and/or
E Special Nuclear Material 7. Chemical and/or Physical j
r Form 8. Maximum Amount that Licensu si
9 May Possess at Any One Time

Under This License
g|

p A. Any byproduct material 1
et

identified in 10 CFR A. Any radiopharmaceutical
1s

.

35.100 identified in 10 CFR A. As needed9

y B. Any byproduct material 35.100 - !"

identified in 10 CFR B. Any radiopharmaceutical
'y

9 35.200 identified in 10 CFR B. As needed 5

y C. Strontium 89 35.200 3|
C. As identified in 10 CFR E is

9 D. Any byproduct material 35.300 C. As needed h i

identified in 10 CFR D. Any brachytherapy source ny

9 35.400 identified in 10 CFR D. 2 curies b
9 35.400 3l

"'

9 9. Authorized use ~

-%|
"

h

A. Any uptake, dilution and excretion procedure approved in 10 CFR
9

$
B. Any imaging and localization procedure approved in 10 CFR 35 200

g
35.100~ !I

C. Any radiopharmaceutical procedure approved in 10 CFR 35 300
g

E
0. Any brachytherapy procedure approved in 10 CFR 35 400

.

3
.

E
. .

91 . .

5 5
s C0tRTITIONS 9
j 10. I

"

424 Savannah Road, Lewes, Delaware. Licensed material may be used only at the licensee's facilitie%
h3 s located at !j 11. *

i

The Radiation Safety Officer for this license is Frances Esposit Ej%
o, M.D. $!g 12.

Licensed material listed in Item 6 above is only authorized for use b9
supervision of, the following individuals for the materials and uses indi

,y
y, or under the IId

( cated: 3Authorized Users { -i

Material and UseS i k@ Norman H. Boyer, M.D. h\\ s$
,a 35.100; 35.200

\ ML 10 i}
$

,,g g arl J. Abramowicz, M.D.
'

35.100; 35.200 m
9706180287 970513 j $r

{DR ADOCK 030133 1 $y g g 7 g,u ,,,.,. ..'... . . .
- A

, * .
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N FORM 374A U.S. AR REGULATORY COMMISSION 2 3 [iPAGE or paGes-

j License Number p|
y 07-17792-01 g ;
p MATERIALS LICENSE
g SUPPLEMENTARY SHEET Dodet or Reference Numhc6-13331

h|
03 g;|

-9
| Amendment No. 14 $|: R'

|

| Kisan Karapurkar, M.D. 35.100; 35.200 | I
'

: ~

! James W. Lockard, Jr., M.D. 35.100; 35.200 E |s
E 1

$ Frances Esposito, M.D. 35.100; 35.200 E {
g Strontium 89 for radiopharmaceutical Ej -

,

procedures approved in 35.300 E
m

i

?
EIk Jeffrey McCann, M.D. 35.100; 35.200 El |

k Ei
'

$ Andrejs Strauss, M.D. 35.400
E

'

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

s the possession of licensed material to quantities below the minimum limit specified in si I
s 10 CFR 30.35(d), 40.36(b), and 70.25(d) for establishing financial assurance for il
$ decommissioning. j '

5 s
W 14. In addition to the possession limits in Item 8, the licensee shall further restrict jj the possession of licensed material at a single location to quantities below the ,

g| 1
g limits specified in 10 CFR 30.72 which require consideration of the nerd for an s''
y emergency plan for responding to a release of licensed material.

j||a
E| 15. Notwithstanding the requirements of 10 CFR 35.400(d) and (g), the licensee may use

; iridium-192 as seeds encased in nylon ribbon and palladium-103 as a sealed source in g| |
gi seeds for topical, interstitial, and intracavitary treatment of cancer. The licensee g; may deviate from the manufacturer's radiation safety and handling instructions to the : i

,

; extent that the instructions are not applicable to the type of use proposed by the
g{|g licensee.

I

13

f|
16. The licensee is authorized to transport licensed material in accordance with the El

m

provisions of 10 CFR Part 71, " Packaging and Transportation of Radioactive Material." (
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R FORM 374A U.S. AR REGULATORY COMMISSION pace 3 or 3 PAGES
i g License Number g|

g 07-17792-01 E|
! 3 MATERIALS LICENSE Docket or Reference Number (!
| 3 SUPPLEMENTARY SHEET 030-13331 El

b E|
a Amendment No. 14 g|
2 Ci,

' .i; 17. Except as specifically provided otherwise in this license, the licensee shall conduct s|; its program in accordance with the statements, representations, and procedures s|; contained in the documents, including any enclosures, listed below, except for minor s|
, j changes in the medical use radiation safety procedures as provided in 10 CFR 35.31.

j||
'

q The U.S. Nuclear Regulatory Commission's regulations shall govern unless the g
statements, representations, and procedures in the licensee's application and gj

d
correspondence are more restrictive than the regulations. g|

a ,

g A. Letter dated June 15, 1993 E i

g|
0 B. Letter dated October 5, 1993 Di|

| # C. Letter dated September 19, 1994 "|
$ D. Letter dated November 13, 1996 $
8 E. Letter received April 17, 1997 $|8

3I
$ |Eg i,.|

i

!
h

$
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E| '
9|
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|
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!
| $j

s 5for the O.R. Nuclear Regulatory Commission
EIGINAL SIGNED BY:il MAY I 31997

'

t ;1 Date By - TARA L. WEiDNER ?|
g',

! ) fluclear Materials Safety Branch g|
- Region I O
! King of Prussia, Pennsylvania 19406 ys o
5 b1
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L
i MAY I 31997 i

;-

Jeffrey M. Fried, FACHE -
;

President /CEO,

| Beebe Medical Center
j 424 Savannah Road '

2 Lewes, DE 19958-0226
i

: Dear Mr. Fried: ;

1- ;

"

This refers to your license amendment request. Enclosed with this letter is the |
'

amended license.
,

i'
- Please review the enclosed document carefully anc be sure that you understand and '

! fully implement all the conditions incorporated into toe amended license. If there are j

any errors or questions, please notify the U.S. Nuclear Regulatory Commission, Region ;

I Office, Licensing Assistance Team, (610) 337-5093 or 5239, so that we can provide ;

appropriate corrections and answers. i

Thank you for your cooperation.

Sincerely,

ORIGINAL SIGNED BY: :

TARA L.WE!DNER
Tara L. Weidner
Division of Nuclear Materials Safety ,

!
!

License No. 07-17792-01 !

Docket No. 030-13331
Control No. 123960

,

Enclosure: :'
Amendment No.14

.

DOCUMENT NAME: R:\WPS\MLTR\0717792.01 '

*

To receive a copy of this document, Indicate in the box: "C" = Copy w/o attach /enet *E' - Copy w/ attach /enci 'N' = No copy

OFFICE DNMS/RI ) |N DNMS/RI | | |1

NAME Weidneg\F i

DATE 04/10/97 04/ /97 04/-/97 04/ /97 i

i

.

f,il10
OFFICIAL RECORD COPY

i

)

_. - . - - - ,
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%7ecstat a totyns< -

| Tunnell |-
,

| Cancer
~

'Center
<

\.

l
!

! April 10,1997

Tara Widner I

U.S. Nuclear Regulatory Commission
Region I

'

275 Allendale Road
King of Prussia, Pa 19406-1415

'

.

Dear Ms. Widner,

This letter is in addendum to the previous letter sent providing information for our license
amendment.

We requested brachytherapy sources listed in 10 CFR35. 400. The possession limits on
these sources would be no more than two to three Curies.

If you require additional information, please contact Joy Bartell at 302-645-3310 or Jack I
Merkin at 908-788-9440.

b

*

Sincerely, -

.

.

<

J ry M. Frie< , President
"be Medical Center f

i
.

.

f

| !

!

424 Savannah Road
, ,

f } Q [Irwes, DE IW58 0226

OFFICIALRE00RD00PY nione s u 4so m
APR I 719J/

ML 10 rax su4s.sm
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[
ROBERT & EOLYNE

;.

Tunnell i
i

[ Cancer |
*

Center i
i |

|. Tara Widner -

1 U.S. Nuclear Regulatory Commission
,

- Region I'
!

; 275 Allendale' Road
! King of Pr"1sia, PA 19406-1415 RE: Mail control 123960
l l
| |
|. i

| Dear Ms. Widner:

,

,

I am writing to provide you with the additional information which
you requested regarding our request for license amendment.

The brachytherapy sources requested are all sources listed or
| available in 10 CFR35.400. The short-lived interstitial implant
! sources are requested with an "as needed" possession limit.
|. There are no present plans to purchase Cobalt-60 or Strontium-90 '

| sources, however, if a possession limit is necessary, please
; advise and the possession limit will be provided before purchase. i

|*

An additional NaI probe for the Ludlum survey meter specified in I
the application will be purchased. This will be used in surveys.

for Iodine-125 or Palladium-103 seeds. The probe is Ludlum model
44-3 NaI detector. i

i
<,

! If you require any further information, please contact Joy A. i

| Bartell, R.N. at (302) 645-3310, or Jack J. Merkin,'M.S. at |
| (908) 788-9440. !

I. |
t . ;

Sincerely, I
i

1 l '
|

|
.

/

[ J ffery M. Fried, President
'

| B.ebe Medical Center
:

.

,

7$O421 Savannah Road,

i,m mo w ou6 , gy -

0FFICIAL RECORD COPY ML10"'"""*""" ,'

fax 302 64W1H
. . , _ , _ - _ __ . . - _ _ ,
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February 20,1997

!
| !
f Tara Widner

Nuclear Regulatory Commission i;

| .
5

<

Dear Tara, |
L !

Last week per our telephone conversation, we discussed the items necessary for '

the amendment to our NRC license. I told you that I would fax it to by Friday. This did !

not turn out to be true!! Jack Merkins, our physicist, did not come on site last week and I j
was unable to get the letter stating we wanted all sources and the specific survey |

instrument as you requested. Jack is suppose to be here this week, and I hope to get the,

| information from him then. In the meantime, I'm faxing the materials that I do have. I

| apologize for the delay. Please call me with any questions or problems. Thank you.
| i

f Joy Bartell, RN,BSN,0CN
| Tunnell Cancer Center

Beebe Medical Center
! Lewes,DE 19958

Telephone: 302-645-3310
Fax: 302-645-5718

|

|
|
|

|

1

i i

!
\

!

i
e

,,

i
I

|

_ - _. _ . . _ _
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-EEB-05 '97 UED 14:34 ID:PVH RAD OHCOLOGY TEL NO 201-358 3657 #122 P06' ' ' ~ ~ ~~

Procedures for Prsvent the Loss of I-125 Seeds
.

1. Supervise handling of the seeds at all stages and visually monitor the use of
seeds during the implant procedure.

|

| 2. Collect and survey surgical sponges and drapse in the operating room

3. Carefully survey the wound drainage apparatus including the collection vessel
with drainage fluid.

1
! 4. Monitor operating room personnel prior to leaving the procedure rooom.
!

5. Visually inspect and survey implant instrumentation prior to removal from the
operating room. An obturator may be passed through implant needles to
discharge any seeds that may have been retained.

6. If the patient is cathetenzed and if urinary discharge is e possible route of s,eed
. migration, the catheter and urine bag should be saved and surveyed. Collect all

! urine for the duration of the patient's hospital stay and survey prior to disposal if
! seed migration through the intestinal tract is possible (e.g., following a tongue

implant) focal monitoring should be performed

7. Obtain radiographs of the implant site as soon after the implant as possible to
confirm the number of implanted seeds and to identify seeds that could possibly

| becomo displaced

8. During hospital confinement patient linen and bedclothes should be stored in the
| patient's room and surveyed prior to removal. Dressing matorial used around
| superficial implants should also be saved and surveyed

9. Survey the patient's hospital room carefully prior to cleaning after the patient is |
| discharged. !
:

10. Communication with the patient and personnel involved with caring for the
patient is extremely important.

i 11. Surveys for lost seeds should be conducted with a sensitive instrument, e.g., a
j portable survey meter with a Nai detector.
!

|

|

-

.

i |
,

t

_. - - _ _ - . . _ .
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-- CEB-05 '97 LIED 14:33 ID RAD 0 OGY TEL NO:201- 3657 #122 POS ' -~ '
,

Patient Name: Patient Number:

Total number seeds /actwity implanted: Time and date of impiant

...ms.n.v.ee+ %.;.mcctf erec.:$n +M.nmak. s,.. _ uc:n:rs ahm . .-.m..usnametyr:E
. .

.. . ._.<.o
e % s. ..Rn;n4id.-.% f

,
; .* + b 'b 'b #*

Survey Arees: mR/hr m R/hr

Preparation table: Suction containers:
Instrument table: Gauze & drosamg:
0.R. Table: Personnel within restricted area:

! Floor surrounding table: Background:
;

1

| Survey meter Date oflast calibration:

Surveyor: Date:

.

. ~ . . - u m n r.r:u n3::.. . .. .~.;w w.e-..aete:3 c- .
. . .c .r.st:;:,::;:n. :e ::w\?':,,..+iefKlitoogi;#ns Enn ;itge:;pa : n;n m .:.r:.:rr.n.eu:..2a u m.m.n,

.

.,
. . .

, Pat . r is = a n = . . , ~
a

- e ~ - - -

| Survey Areas: mR/hr *,

Bodelde: One meter from patient;
implant Site: Doorway to room:
Adjacent Room: Other:
Background:

Survey meter Date oflast calibration:

Surveyor: Date:
,

l
,

--. w h : m a g e.v::r.n., ; n: o.m s' / u.. inash mw''.I'II INEN NJ'i.e.'.em.m. ,c
e%ddi6fk, r.1:.il5f9fd5GN?lis EES9:9:'h 'hi W i;BWfdi E M M A"' W "h'''[.$m' e t e&

- .
. . . . $561e M bc.:- Ikeh he s,.

QlSt
n: m+#t M * ' ""# ~ *:

! Survey Areas: mR/hr mRAir

Bedside: One meter from patient:
Background;

i

|
Survey meter: Date oflast calibration:

,

| Surveyor Date:

Patient may be rolessed when exposure rete is less than 5 mR/hr at 1 meter

,.g. e.. ,.r.o. . . = .
.

o sa, y ,... . . .,x m . .n, . e+ ;;m * e we ~. a ~ wm".aw%w. ..L .h ::=:.,n. =. , =., .,... p u % 6 . . ,,,. . . , ,, n , .,.. % ,
, ,m gnm -- .= "m='

.
. .y,

k. N.3.F.[.. f}h."M. E. . NkN6REiG{[-
y.. 6 c. r%

c - -

~ ~ ' ' , . . . . - .~
_

; A low-range GM survey of the room measured mR/hr Background: mR/hr
i
.

Comrnents:

Survey meter: Date of last calibration:'

Survey 6r: Date:
,

| n m...
I

e

.

!
I
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|

IEB-05 '97 LED 14 32 ID:PUH RAD ECOLOGY TEL NO:201-358-3657 #122 PO4 I
.

rh<

berJE $1 el Nan. rte. $6efna CW
up c.n , ra ..., m,.m. .e ..........%

Dis.pgpali ::hW S.:;m ,,.,,, o a v
. . . . . , .. . .. u - ,

M4 NAA :n 'y% er''",. , n.:" a g:e,. p.;c :arr ... .. . : v:6v; ba"41FbW7@: N Hwa m L'Oa t . :.e.: . . .. ,mna . .
. .i re 2 :, v. I

~ ' * * ~ " * "
a
'

Sources retumed |

Manufacturer:

Total ActMty; mci |

1

Number of seeds:
s 1

1

ActMty/ seed: mCl
i

Assay Date:
,

1Package
iSurvey; mR/hr at surface of outaide package
!

Back0round: mR/hr

Wipe: (dom) !
1

Survey meter: Date oflast calibra8on: )
i
i

Surveyor: Date:
"

,

1s

1

, , . . .. . . . _. a..
m u. ..wa.c.:. :d: m.r,my.e.i ni n u.:. n.a.y u,ndr, :t?..r:,:n,,t t:?..:ds. is. .s9.m::ry i ""=m'm tanuJiT5E "MnW H@ ,Ti n.Js,sC.t..W... : t ar:rc.:

. w-
,Pebact. . . . , . 0 L: m e rfolM.pp[[[i,Mi?! Brit!w.,,m u .:. . g.,w , . .. . .m .ra ,

,=do'a f S F=em:;; >6

Date: ,

'

Number of seeds: Counted by-

Probable Disposson:
,

Date: I'

. |
! ,

!Number of seeds: Courrted ty
i.

_ _ _ _ |
i

Probable Disponmon:
4

4

1

Date: 1

1Number of seeds- Counted by: '

i

Probable Disposdion:
1

Date:

Number of seeds: Counted by-

Probable Disposition:

.

1

l
,

1

1
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FEB-05 '97 LED 14:32 ID:PUH RAD ONCOLOGY TEL NO: 01-358-3657 #122 P03m
| (
! lodine-125 Source status
1 -
,

.r.,h;..w.-. ~ .. -=.. %m.
... ..uneewm==.uu ue . . .u

m. . rn=H. ,i, .=ue a.,,,,.~.n.t. im, .. a. i.r.;:.;.a."sm.- :m-. m. g.w;=u'p wru..n.. .y=.u=g.w mu m ram 4r .Em,sw"
~

1 m . ....
g.. g mm.tunm = n.cy, g4: n . --

m.-. .gn;vyn . .ma. : p-;:n. .,>,: ,w m- . w. ,
mg am.

Patent Name? Pabent Number:

Sources ordered
Manufacturer:

.

Total ActMty; m CI

Number of seeds:
_

Actmty/ seed: mci

Date ordered: Order number- '

1Phyekian: Ordered ty
( Authortrod User)

1

I

''?M***''''*'=k-/ o . . . . ..YmI Nt.........a,I7$* pin a.Ed5 DUN ekM4Y+-4. * A=k[[
. .. . , . , , ,

.M ab. k 1 * d A + * *'-*$** - - - - 4k-
5 '' ~'

..y.t"(.U..t.* tt'.:.1...s.iV,;T"J.t.d+5:"g*"*',T.P; O.;dRT :?"*la. 'c,% ,4. . . COM4' f F;:r r*n.P'd:
. m. m.m.,J._,., .r,.g g~UUY'*U/MI> NUT * 22'."*tt.M.:.0.I.: u.n ys. ,3.;.a,, . i

n

!. h . n. ., f ;. nyn,m
- . : ncr.tmne. g.m. t ,yn

:; -- .s a
.

,
-

.

, . ..n

Sources received
1

I

1

Manufacturer:

Total ActMtr mci

Number of seedsE

ActMey/ seed: m3

Assey Date: l

,

._

Package intact-_ yes __no

Survey- mR/hr at surface of outside package
i
I

i

Bacireround: mR/hr t

1
1

W'Pe: (dpm)

Survey meter. Date oflast cahbraton:
-

_

Surveyor: Date:
4

1

uww 6-6.- i--h;;snt;944ggigj;g ydgg *}igp' gg. ;,.;. ;ggan;;;;g.;*gkg., ; n;;gg

;ej+%..ii4T:f;;' M..Yh 4' 7. 4hjhM. .;t$..x..N. red %.%... _.M...&. aDa Mw.y,;;gpypfg[hg ; 4,,,,E.,d h b.|;,, . . . . ' . . y.m
a'

..d f . .- ..-
h y . jib :r= fd2W d.1%..u, _;

-

. -ms ..n.

e

Implant date:

| Number of seedsin OR:

j Number of seedsimplanted:.
I

J

Number of weds retumed to hotlab:

Retumed by:;
,

|

I

ud

I
.

I
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FEB-05 '97 LED 14:31 ID:PUH RAD ONCOLOGY TEL NO:201-358- 657 tt122 P02
- '~

D .

WrittWil Directive: lodine-125 Permanent implant
,

, . i

g s g . g ra;t/ S g y g g g y(j g g j g j Q jjQ y g p
,

liMffQ3

Patient Name: Patient Number-
_

Radioisotope: Treatment Site:

Prostate Volume (ce): Total AchntyRequired: mci
(See nomogram on reverse side)

i ActMty por seed:
mci TotalNumber cf Seeds to be Ordered:

Ordered By: Date:
(Authortzed User)

_ _ _ _

|

,

..._..;.

,lhdSt M ,
..a. .,_..;.. ~ _ m .

# W ESNejl C : ,p m y ~.a

g z e u =;;;3ru p .,.333 m = = t,.q .......,u.:i 3'QMyk stln E p+!ii*2 55 k ney3M E5 Eld!.idilijj N1

!

la the Written Directive complete?
Yes No

Are the received materials in agreement with the Written Direceve? Yes No

Patient ideritity venfied by two methods?
Yes __ No

y any Nom is answered No._DO NOT PRQCEED

Atus[Fe ? *1 '/""'3%iserdaiiilshi"de'gNa5Mifjdd!,N@w- @E5!j!(!!$$EUM/M!$$iM53$
,

..

. . . _ . . .
. . . . . . . . ._

-

Implant Caten Radioisotope-

Prostate Volume (cc): Total ActMty Required: mci
Activity per seed:

mci Total Number of Seeds Required:
._

,

TotalNumberof Seedsimplanted:
,

1

Treatmentin accordance with plan? Yes _No
l

Comments:

Ordered By:-
I

Date:
t

(Authorized User)
I

._

i

!
1

|

|

!

i

I

I
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Beebe Medical Center
,

| November 13,1996

1

License Amendment Reviewer
Nuclear Materials Safety Section
Division of Safety & Safeguards
U.S.N.R.C. - Region 1

,

475 Allendale Road I

King of Prussia, PA 19406

To Whom It May Concern:

Please find our $440 check payable to the N.R.C. enetosed for the purpose of amending our by-
product materials license (07-17792-01) to include Andrejs Strauss, M.D., A.B.R., certified in

I
radiation therapy as an authorized user and the supervisor of any procedure in 10CFR 35.400. Wej |
are requesting a possession limit not to exceed 1 Ci for Cesium 137 brachpherapy seeds. j j

Dr. Strauss has been licensed under and within the last seven years at Peninsula Regional Medical |

| Center, Salisbury, Maryland, Maryland License # MD-45-001-003.

1. Please find our diagram of the basement storage facility for the brachytherapy source
storage room and handling equipment.

2 Our brachytherapy sources storage closet is locked at all times to prevent unauthorized
access. The seeds will be stored in a 4" thick lead " safe". The closet will have 2" thick
lead L-block. Additional 2"x4"x8" lead bricks will be configured to reduce exposure
outside the sealed source storage and handling closet to less than 2.0mR in one hour at all
times. Transportation carts for these radionuclides will be 1 1/2" thick lead. We also have
remote-handling tongs and devices, as well as clinical after-loading equipment. Sources
will be loaded in the patient's room. A mobile 1" thick lead shield will be positioned for
optimal safety in the patient's room.

3. We confirm we will follow the model radiation safety procedures outlined in the N.R.C 's
Regulation Guide 10.8 Rev. 2, August 1987, Appendix Q, including nursing forms
equivalent to Exb.1.15, Exb.1.16, and Exb.1.17. We confinn we will follow all the
regulations in 10CFR 35.404,406,415,420 and 10CFR 35.59.

4. Nursing personnel attending to these patients will have an initial radiation safety in-service
,

| prior to actual paticat handling along with ongoing ir service education annually as
! specified in 10CFR 35.410.

5. Brachytherapy use logs will be maintained to assure accountability following use. (Logging
in and out will be required.)

424 Savannah Roaci P.O. Box 226 Lewes Delaware 19958 302 645 3300



O) (~*

w, s

.

; Nuclear Materials Safety Section
November 13,1996

Beebe Medical CenterPage Two

|

|

6. Quanerly surveys and inventories will be performed on all possessed brachytherapy
sources.

7. Semi-annual wipe / leak tests will be performed to an accuracy of 0.005 uCi detectability.

8. All brachytherapy patient rooms will be surveyed following installation of the source, and '

this record kept in a log book.

9. The patient will be surveyed prior to discharge to assure all sources have been retrieved
from temporary implants and to satisfy criteria in 35.75.

10. _Our personnel handling and loading the applicators will be monitored with ring-type T.LD.
personnel monitors as well as total body badges, processed monthly. Personnel caring for
the patient will wear personnel monitors.

I 1. Unused, retrieved, or expired sources will be returned to the manufacturer for disposal.

Enclosed is our amended Quality Management Plan to reflect this change.

Please include in this amendment a request to add a room for the sole purpose ofimaging
procedures.

Enclosed is our diagram that represents this change.

No radioactive materials will be stored in this room. The location will be included on our daily and'
weekly monitoring logs.

Please also include in this amendment to add Jeffrey McCann, M.D., A.B.R., as an authorized user
of 10CFR 35.100 and 200 by-product materials. His A.B.R. certificate is enclosed.

If you have any questions pertaining to the brachytherapy portion af the amendment, please contact
our Consultant Radiation Physicist, Mr. Jack Merkin, at 901-788-9440.

If you have any questions regarding other aspects of this amendment, please contact our Consultant
Medical Radiation Health Physicist, Mr. Jack Olley, at 717-291-9813, vmb #3.

Sincerely, , ,

\

+# .

Jeffrey M. Fried, FACHE
President /CEO '

JMF/kw
Enclosures

424 Savannah Road P.O. Box 226 ! ewes Delaware 19958 302 645 3300
. . . . . . - . . -
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TELEPHONE CONVERSATON RECORD Date: 4-10-97 Time: 3:00

Mail Control No.: 123960 License No. : Docket No.:
07-17792-01 030-13331 ;

| Person Called: Joy Bartell Licensee:Beebe Telephone
',

L Medical Center Number:
302-645-3537

| Person Calling: .Tara Weidner 337-5272 '

l

Subject: Amendment

i Summary: She will state the possession limit for 35.400 and attach the
i

|: 3rocedures that were enclosed with the unsigned 2/97 fax. Also she will -i
'

lave everything signed by management. !

.

Action Require 4/Taken://W5)it f9r info '
,

SignaQej[ j_ g _97Date:

7
- ,

t

:
3

1
I

l

l
s

I

! J

i

|

| OFFICIALRECORDCOPY ML10
:

!

l

. r , ,- .- ,- ,a- ,, .,
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TELEPHONE CONVERSATON RECORD Date: 2-4-97 Time: 11:00

Mail Control No. M License No.: Docket No.-
/23 % 07-17792-01 030 13331

; Person Called: Jack Merkin Licensee: Beebe Telephone i

3 Medical Center Number: 908-
788-9440

Person Calling: Tara Weidner 337-5272 |<

1

i-

; '

Subject: License amendment

Summary: * Indicate where the bracny source storage is going to be in the
basement:' confirm that they will survey the brachy patient's bed linen
prior to laundering: confirm whether they want 35.400 totally or just Cs-
137. *1f they want 1-125 seeds they need to provide a description of the.

1

survey procedures to locate dislodged seeds in the o.r or the patient's :

room. Indicate which survey instrument will be used (dO91). j

ActionRequiredfkaken: h/it '70r jnfo
Signa re:/ / ' Date: 2-4-97

-- ..

,

|

b[bb![.! ISEOb[$ ObbY (
, a,

___
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Beebe Medical Center

c30-13531

November 13,1996

License Amendment Reviewer
Nuclear Materials Safety Section
Division of Safety & Safeguards
U.S.N.R.C. - Region 1 ;

475 Allendale Road
King of Prussia, PA 19406

To Whom It May Concern:

Please find our $440 check payable to the N.R.C. enclosed for the purpose of amending our by-
product materials license (07-17792-01) to include Andrejs Strauss, M.D., A.B.R., certified in
radiation therapy as an authorized user and the supervisor of any procedure in 10CFR 35.400. We

! are requesting a possession limit not to exceed 1 Ci for Cesium 137 brachytherapy seeds.
Dr. Strauss has been licensed under and within the last seven years at Peninsula Regional Medical
Center, Salisbury, Maryland, Maryland License # MD-45-001-003.

|

1. Please find our diagram of the basement storage facility for the brachytherapy source i
storage room and handling equipment. !

!
2 Our brachytherapy sources storage closet is locked at all times to prevent unauthorized

access. The seeds will be stored in a 4" thick lead " safe". The closet will have 2" thick j
lead L-block. Additional 2"x4"x8" lead bricks will be configured to reduce exposure |
outside the sealed source storage and handling closet to less than 2.0mR in one hour at all I

i times. Transportation carts for these radionuclides will be 1 1/2" thick lead. We also have ;

remote-handling tongs and devices, as well as clinical after-loading equipment. Sources
'

will be loaded in the patient's room. A mobile 1" thick lead shield will be positioned for
.

optimal safety in the patient's room. |

3. We confirm we will follow the model radiation safety procedures outlined in the N.R.C.'s
Regulation Guide 10.8 Rev. 2, August 1987, Appendix Q, including nursing forms ;
equivalent to Exb.1.15, Exb.1.16, and Exb.1.17. We confirm we will follow all the i
regulations in 10CFR 35.404,406,415,420 and 10CFR 35.59. l

l,

! 4. Nursing personnel attending to these patients will have an initial radiation safety in-service
! prior to actual patient handling along with ongoing in service education annually as i

specified in 10CFR 35.410. )
|
|

5. Brachytherapy use logs will be maintained to assure accountability following use. (Logging j,

in and out will be required.) |
|

123960
| OFFICIAL RECORD COPY ML 10 NOV 2 T 1996 :

424 Savannah Road P.O. Box 226 Lewes Delaware 19958 302 645 3300
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! Nuclear Materials Safety Section-

November 13,1996
Page Two Beebe Medical Center

6. Quarterly surveys and inventories will be performed on all possessed brachytherapy
'

sources.
.

,

7. Semi annual wipe / leak tests will be performed to an accuracy of 0.005 uCi detectability.

8. All brachytherapy patient rooms will be surveyed following installation of the source, and
this record kept in a log book.

9. The patient will be surveyed prior to discharge to assure all sources have been retrieved ;

from temporary implants and to satisfy criteria in 35.75. '

10. Our personnel handling and loading the applicators will be monitored with ring-type T.L.D. )
personnel monitors as well as total body badges, processed monthly. Personnel caring for

|
the patient will wear personnel monitors. i

11. Unused, retrieved, or expired sources will be returned to the manufacturer for disposal.

Enclosed is our amended Quality Management Plan to reflect this change. I

g lease include in this amendment a request to add a room for the sole purpose ofimaging

g ' procedures.

w
, Enclosed is our diagram that represents this change.

N
No radioective materials will be stored in this room. The location will be included on our daily and'"
weekly monitoring logs.

Please also include in this amendment to add Jeffrey McCann, M.D., A.B.R., as an authorized user |
of 10CFR 35.100 and 200 by-product materials. His A.B.R. certificate is enclosed.

If you have any questions pertaining to the brachytherapy portion of the amendment, please contact
o,ur Consultant Radiation Physicist, Mr. Jack Merkin, at 901-788-9440. {

Ifyou have any questions regarding other aspects of this amendment, please contact our Consultant )!

Medical Radiation Health Physicist, Mr. Jack Olley, at 717-291-9813, vmb #3.

Sincerely, I,

&fC Y"

- 3

Jeffrey M. Fried, FACllE
,

J

President /CEO I

|
.

JMF/kw

|, Enclosures
f

|

| 424 Savannah Road P.O. Box 226 Lewes Delaware 19958 302 645 3300
|
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A Lead Fort !-
'

.

.. B. Dose Calibrator
C. Hot Lab Sink i

1

D. Survey meter ;
.

E. Lead lined trash can
F. Imaging room floor j
G. Imaging Room i
H. Xenalert Monitoring Unit !

New Camera Room 1. Survey Meter j

J. Imaging Room Exit '

y K. Injection area i

L. Imaging Room Floor
M. Imaging Room Floor ;

N. Treadmill :
'O. Stress counter

L P. Stress room entrance ;

Q. Treadmillrail i
I
,

I
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DEPARTMENT OF THE ENVIRONMENT

RADIOLOGICAL! HEALTH PROGRAM
RADIOACTIVE plATERIAL LICENSE 8

Page 1 of pages

Pursuant to um Maryland Radiation Act, and in reliance on statements and representations heretofore made by the licensee, ai
license is hereby issued authorizing the licensee to receive, acquire, possess and transfer radioactive material listed below; andl
to use such radioactive material for the purpose (s) and at the place {s) designated below. This license la subject to all appIlcab e
rules, regulations and orders of tho Maryland State Department of the Environment now or hereinatter in effect and to anyIn accordance with applicatirm dated Fet2rtary 23,1003 Iladioactive
conditions specified beluw.Material License MD-45-001-05 is w+rded in its entirety.

UCENGEE 3. Ucanse No.
MD-45-001-05Peninsula Regional Medical Center -----

1.N:me 100 East Carrall Street 4. Atnendment No. 20
4 Salisbury, t1D 21801-5493

- ;
-

2. Address 5. Expiration Date November 30, 1990

n. Radicactive material (element and mass
7. Chemical and/or physical form 8. Maximum amount of radioactivity which .

licenom inay possess at any one time
number)

R. Any radioactiue material R. Any radioactive material A. As nee *ded f or o .es

listed in Group IU ot- list.ed in Group IV of authcrized ir . tem 9A:

Schedule C, Part C, COMAR Schedule C, Pert C,
COMAR 26.12.01.01.26.12.01.01. '

B. Any radioactiue material B. Any radioactive material B. As recessary for uses

insted in Group U, of insted in Group V of authorized in Item 98.
Schedule C, Part C, COMAR Schedule C, Part C,

CDMAR 26,12.01.01.
26.12.01.01.

C. 7 curies total of source < ;

C. Any source or deuice con- C. Any source or deuice and devices authorized in
'

listed in Group UItaining radioactive mater-
tal listed in r,roup VI of of ' hedule C, Part C, Item 9C,

Schedule C, Part C, COMAR CONF.R 26.12.01.01.

26.12.01.01. . __

For any therapeutic procedure listed in Group IV of Schedule C, Part C, COMARs. Auttuned use
A.

26.12.01.01.

For any therapeutic procedure listed in Group V of Schedule C Part C. CONARB.
26.12.01.01.

For any certain tredical use . listed in Group VI of Schedule C, Part C, CDMARC.
26.12.01.01.

.

MDEH L1 (11/9o)
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DEPARTMENT OF THE ENVIRONMENT
.

RADIOLOGICAL HEALTH PROGRAM :
i

RADIOACTIVE MATERIAL LICENSE ;

Page 2 _ og 6 pages !
!!

Supplementary Sheet
.-

i ~
Amendment No. 2c3Econse No. 1-D- n-nol-ns

. . re.tl.:w:tiv+ rnat-rz al 7 dwnneal and/or ctivsical 8. Mixintun w:nunt of rilicactivity
_

e +.errent a:ri mes for n 4tich licensee may r.ossess

at any one tine ,nwm+r 1 F

D. Iridium-1N D. Sealed source D. No source to e.vceed 10 curies
(Mallinckro.it un3el plus 201: Total cossession
262.20 001: or RTS 7. Mettrees .
Tecnnology nry3el 722
or 7231

1

E. Depletr.1 uranlun E. Steel encased nwtal E. 40 kilecrams,

shieldino naterial
|

escurx3 sourea )For use in Ggma Med Il-:. remote afterloader Ivr treatrrent of hununrD.
:er rep 2acenent as necied. ,

!

E. utielding f(r Garma Med II-i rennte arterloa.)er, 1

)

|
1

CCEDITICHi ,

;

*ihe'nte authorized place of use ic the licensee's address stated in Item 2.10 licensee nust notify the Radioloaical Health Program 30 days prier to vacating a
26.12,01.01.pennanent use address as is required by Section D.407 of CGTAR

The rad 2ation protection prrrrran. shall be under the supervision of Jeffrey Reed11A.
assisted by Stanley skubic. Ph.D.

.

_

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT

i

l
|

Date
|

- ADMINISTRATOR, RADIOLOGICAL HEALTH PROGRAM

I

uoER.L1 (mm) (11/a0)

|
~

~
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DEPARTMENT OF THE ENVIRONMENT ;

|:
'

RADIOLOGICAL H EALTH PROGRAM
|

RADICACTIVE MATERIAL LICENSE
Page of p ,,, . |3 8

Supplernentary Sheet

|

-.Ucense No, M>-45-001-OS Amendment No. 20~

rnan Eco rverr'D l
|'

Radioactive seterial shall be used by, or under the supervision of Andrejs V. ;

118. !

Strauss, M.D. ; vincenzo Da Nasi, M.D. and/or Catherine A. North, M.D.
>

'!he licensee shall conply with pewisions of Part D, " Standards for Protection j
12.

Against Dadiation", Part C, "Use of halart Radioactive Sources in the Healing Arts"
and Part J, " Notices, Inst. ructions and Reports to Workers; TP T a-tions of tte j

_

.

Maryland Pelations 26.12.01.01 " Regulations for Control of Ionizing Radiaticn". |

For a period not to exceed sixty (60) days in any calendar year, a visiting ,

13.
physician is authorized to use licensed material for human use under the terns of |

this license, suovided the visitir4 S ysicians |h
J

(A) Has the prior written permission of the hospital's Adrednistrator and its
Medical Isotopes corimLttee; an$,

Is authorized as a user by a specific license issued by the Depart *nant, the(B) U.S. Nuclear Regulatory Conmission, or another %. -t stato authorizirq

human use, and perforum only those rh for t&tich he is authorized by
that license.

'1he licensee shall maintain for inspection by the Lopu.6-.t, copies of the written
permission specified in subitem (A) above and the license (s) specified in subitam
(B) above. 'Ibese race shall be naintained for five (S) years trun the tim the
licensee grants its permission under subitam (A) above.

| Noodles or standard medical applicator calls containing Cobalt-60 as wire shall not14A.
be opened by the licensee smiess specifically authorized by a condition in this
license.

145. Patients containing Cesium-137 or Iriditan-192 Winnts shall renain hospitalized
until the in=1mts are rmouwt

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT

j Date ADMINISTRATOR, RADIOLOGICAL HEALTH PROGRAM

|
|

MDEFL1 (supp) (11/04

!

.1
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DEPARTMENT OF THE ENVIRONMENT
i

RADIOLOGICAL HEALTH PROGRAM
!RADICACTIVE M4TERIAL LICENSE

. - 4 o, e ..... !-

Supplemeotary Sheet i
!

a. __
_

Amendment No. 20i' Ucense No. MD-45-001-05

CQtg1IIDLffMT'D
3
''! Patients containing Iodine-131 for the treatnent of thyroid carcinoma or patients15'

containing therapeutic quantitles of r,nid-198 shall remain hospitalized until the ;

residual actiutty is 30 millicuries or less.
1
^

i Eacle sealed source contsining radioactive material, other than Hydrogen-3 with aidA.
half-1tfe greater than thirty days and in any form other than gas shall be tested'

In thefor leakage and/or contamination at interuals not to exceed six (6) months.
absence of a certificate from o transferor indicating that a tm t has been made

.
,

:

uithin six (6) months prior to the transfer, the sealed source shell not be put into,

>

use until tested. If there is reason to suspect that a sealed source might have'

been damaged, or might be leaking, it shall be tested for leakage before further
,

use.
4

168. The test shall be capable of detecting the prewnce of 0.005 microcurie of'

radicactiue material on the test sample. The test sample shall be taken from the
sealed source or from the surfaces of a device in which the realed source is
permanently mounted or stored on which one might expect contesnination to occumulate.j

16C. Records of leek tests shall be kept in units of microcuries and maintained for<

; inspection by the Departwmt.

160. If the test reveals the presence of 0.005 microcurie or more of removable |

contamination, the licensee shall irmediately withdrau the sealed source from use j

and shall cause it to be decontaminated and repaired or to be disposed of in |

accordance with Department regulations. A report shall be filed uithin five (5)
days of the test with the Administrator, Radi'olngical Health Program, 2500 Broening i

Highway, Baltimore, Maryland 21224 descr thing the equipment involved, tre test i

results, and the corrm tite action taken.
.

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT

|

!Date
ADMINIGTRATOR. RADIOLOGICAL HEALTH PROGRAM

I
4

MDER L1 (supp) (11/90)

1

I . . . _ .
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DEPARTMENT OF JHE ENVIRONMENTa

RADIOLOGICAL HEALTH PROGRAM
j:
'

RADIOACTIVE MATERIAL LICENSE 5 8

Page_ of pages
!|

Supplementary Sheet

f10-45-001-05 Amendment No.Ucense No. ;|
CUNDIllush LunFu ,

j''

Test for leakege and/or contamination shall be performed by the licensee or by other'

S. Nuclear Regulatory
persons specifically authorized by the Department, the !). |

idE.
Conmission or another Agreement State to perform such seruices.

Scaled source s containing radioactive meterial shall not be opened. '17.

The licensee shall conduct a physical inventory every three (3) months to accountThe records of the ;

for all sealed snurces received and possessed under the license.18.
inventories shall be maintained for two (2) years from the date of the inventory for

'

|i

inspection by the Department, and shall include the quantities and kinds of|

redluactive material
location of sealed sources, and the date of the inventory. |

A set of uritten energency instructions shall be posted at the Ganma 1%d 11-1These instructions shall inform the device operator of the19. ii
procedures to be followed if the source falls to return to the shielded pos t nn.

1

operator console.'

Access to the room housing the Gmme Pied II-i irradiation device shall be controlled
by a door at each entrance. Such doors shall normally be closed.20A.

j

The entrance to the irradiation room shall be equipped with an electric interlockdietely

system that util cause the source to return to the shielded position innerThe interlock system shall be connected in such208.

upon opening of the entrance door. t i the
a manner that the source cannot be placed in the irradiation position unt t l

entrance door is clored and the source "on-off" control is reset at the con ru
panel.

Electrical interlocks on the entrance door to the irradiator room shall be testedRecords of test results shall be20C. for proper operation at leest once a month.
maintained for inspection by the Radlulogical Health Prngram.

__

FhR THE MAT 4YLAND DEPARDAENT OF THE ENV RONMENT

Date ADMINISTRATOR. RADIOLOGICAL HEALTH PROGRAM

MDER-L1 (supp) (1990) i

. . _ .
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DEPARTMENT OF THE ENVIRONMENT

RADIOLOGICAL HEALTH PROGRAM
RADIOACTIVE MATERIAL LICENSE

8Page 6 ,, _ p.g.,
I

Supplementary Sheet

|Amendment No. 20Ucanse No. 110-45-001-05

CONDITIONS f*fMT'D

In the event of malfunction of the door interlock, the irradiator shall be locked in ;

20D. the "off" condition and not used, except as may be necessary for repair or !,|

!replacement of the interlock system, until the interlock system is shoun to be '

functioning properly.

21. Prior to initiation of treatment program, and subsequent to each source exchange for ';

the Gamma Med 11-1, radiation surveys and tests shall be performed in accordance |

with the folloaings

A. A radiation survey shall be made afs
i

(i)
The irradiator source housing, with the sources in the shielded '|
position. The rneximum radiation levels at 20 centimeters from the f
surface of the source head shalI not exceed 7 milliroent. yens per hour. ,

(ii) All areas odiscent to the treatment room uith the source in the !

" irradiation" position. The survey, except item (c), shall be performd
with a phantom in the primary beam of radiation and shall clearly
establish q

(a) That radiation levels in restricted areas are not likely to cause
personnel exposure in excess of the limits specified in Section
D.101 of COMAR 26.12.01.01 ' Radiation Dose to Individuals in
Restricted 9rees".

(b) That quantities of radiation in unrestricted areas do not exceed
the limits specified in Sec.D 105 of COMAR 26.12.01.01.

(c) The intensity of the primary beam of radiation at a specified I

distance from the source.
FOR THE MARYLANO DEPARTMENT OE THE ENV;RONMENT

Date ADMINISTRATOR, RADIOLOGICAL HEALTH PROGRAM

i

MDEM.I Supp) 01M

!

8 .-
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DEPARTMENT OF THE ENVIRONMENT'

RADIOLOGICAL HEALTH PROGRAM |

RADIOACTIVE MATERIAL LICENSE
7 of _ 8 pagesI Page

|Supplementary Sheet
\

I' Arnendment No. 20l_icanso No. IT-45-001-05
,

l

ElRfDJTIONS CONT'D

B. Records of the survey results shaIl be maintained for inspection by the
Radlaiogical Health Progr e.

22. The following shall be performed only by persons specifically authorized by the
U.G.Huclear Regulatory Comission or and Agreement State to perform such services *

Installation and replacement of sources contained in the Genma tied II-i radiationA.
device..

B. Any maintenance or repair operations on the irradiator involving uork on the
or other mechanism that could ewpose thesource head, the souruw driving unit,

reduce the shielding around the source, or convpromise the safety of thesource,
unit and result in increased radiation levels.

1 23. Food and beverage containers shall not be discarded in radioactive or normal trash
containers in licensee's areas utilizing radioactive materials.

24A, The licensee shell not make any false staterrent, representation, or certification in
any application, record, report, plan, or other docunent regarding radiation levels,Nor 3h 11 the licenseetests performed or radiation safety conditions or practices.
falsify, tamper with, or render inecourate any monitoring device or method.=

4

Uiolation of any term, condition, or regulation could subject the licensee to248. administrative or civil penalty or criminal prosecution, as specified in Title 8,
Radiation, of the Article Environnent of the Annotated Code of f1aryland.

.

~

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT

Date ADMINISTRATOR, RADIOLOGICAL HEALTH PROGRAM

|

MOEFM.1 (w) (11/AO)

i

. -. . L . - .. . .- . j
. . . . . ... ..

., ,w..... . .. q ,, ,.t

L . _ , , , _ _ ,,. _,_,, |
. . , _.- . . , . -._ . . _ . . . . , _ . .
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,

:: .
.

i g.

i ./
, -

DEPARTMENT OF THE ENYlRONMENT g

RADIOLOGICAL: HEALTH PROGRAM [. "
RADIOACTIVE MATERIAL LICENSE

|
Page 1 of 6 p.g,.

! Pursuant to the Maryland Radiation Act, and in reliance on statements and representations heretofore made by the licensee, e
i license le hereby lesued authoriasnt the leceneee to npcohe, acquire, pamamme and transfer radioactive enatadal listed below; and

to use such radioecove material for the purpose (s) and at the place (s) designated below. This lloonee is subject to all applicable
rules. regulations and orders of the Maryland State Department of the Environment now or hereinafter in effect and to any I

eenditione epocified below. In a::cordance with application dated September 27, 1990, Radioactivo
Material T.4 r en ts __Mn-4 %-oni -n't 4= ven.wM c n 4ee .ncir.eu_ -

;

UCENSEE 3. License No.
,

4
Peninsula General Hospital MD-45-001-03 q
100 Carroll Street j*'

Salisbury, MD 21801 41 -

1

!

|
2. Address

; 6. Empiration Date !

!
November 30, 1996 |

* li

i 8. Radioactive rnatorial (element and mass 7. Chemical and/or physical form 8. Maximum arr. cunt of radioactivity which )
number) liconeos may po%ess at any one time

,

I
,

i A. Any radioactive Jnatarial - A..Any.cadioactiva.matheial ' g .,As pp% Jp, per,fpre.

* int'eE 3.d proups I & II''.T.M1W6 Tin'bdp)M ' . . TTidinghm 3 c )$4 tid.' '
*

'

:

cf Schedule C, Part C, .cf Schedula C., Part C,
*'

-

3

! COMAR 26.12.01.01 COMAR 26.12.01.01

B. Any radioactive material B. Any form listed in B. 6 curias of each
! listed in Group III of Group III of Schedule C, radionuolide authorized

Schedulc C, Part C, Part C, COMAR 26.12.01.0 1 in Item 63.*

; CCHAR 26.12.01.01
!

{ C. Any radioactive material C. Any radioactive material C. As necessary for uses

; listed in Group IV of listed in Group IV of authorized in item 90.
I Schedule C, Part C, Schedule C, Part C,

! COMAR 26.12.01.01 COMAR 26.12.01.01 *

.

|
9, Authortred Use

j

i

) A. Any diagnostic procedure listed in Groups I & II of Schedule C, Part C, COMAR 26.12.01.01
i

B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in Group ,

i III of Schedule C, Part C, COMAR 26.12.01.01. ;.

! .C. For any therapeutic procedure listed in Group IV of Schedule C, Part C, COMAR
..~ 26.12.01.01.

"

' t:j

) !'
1

,,

i

MDER L1 (11/90) i
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DEPARTMENT OF THE ENVIRONMENT

RADIOLOGICAL HEALTH PROGRAM '

RADICACTIVE MATERIAL LICENSE
2 of _ 6 p.g., i

Page
,

Supplemehtary Sheet
,

^""#*"I "'' 41j License No. MD-45-001-03 ___

CONT'D
.

.

6. Radioactive material 7. Chemical and/or 8. Maximum amount of

(element and mass physicalform radioactivity which

number)
' licensee may possess at

any one time

D. Any radioactive material D. Any radioactive material D. As necessary for uses

listed in Group V of listed in' Group V of authorized in Item 9D.
Schedule C, Part C, Schedule C, Part C,

COHAR 26.12.01.01 COMAR 26.12.01.01,

i E. Cobalt-57 s. Sealed source z. 30 millicuries

.,(NENmode$s ;.jii;. ~
:...,-

* 'f?~.* ,'~~* ' NE$-392, EES-391, .
,

. - .:: .tA T'- NES-206;-Atomic.-0.',,1 | :4.;{j};;'; ; ; ' ; , ;3 ;' ;* ;- ;,' ?
~

|products $62-297,"'i- -

062-392. 063-261, |

i
<

I Amersham models
CPR.29, C;PR.30,
CTV.VI) N;Jelear
Associates r.odels,

i

! 67-297,61-298,
67-206)8

F. Xenon-133 F. gas or gas in solution F. 200 millicuries
-

) 9. Authorized use
26.12.01.01.D. For any therapeutic procedure listed in Group V of Schedule C, Part C, COMAR

! E. Calibration standard
F. Pulmonary ventilation studies

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT
.

D:te ADMINISTRATOR, RADIOLOGICAL HEALTH PROGRAM

wDEnti (supp) (11m)
.

;
:

|
"' N : s _.

'
.
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DEPARTMENT OF YHE ENVIRONMENT
~

;..

RADIOLOGICAL H| ALTH PROGRAM
'

E
RADIOACTIVE M4TERIAL LICENSE

Page 3_._ of 6 pg ,

Supolementary Sheet

License No. MD-45-001-03 Amendment No. 41
i

..

, CONT'D-

6. Radioactive material 7. Chemical and/or 8. Maximum amount of

(element and mass physical form radioactivity which (

number)
licenses may possess at i

Iany one time
!

G. Rubidium-81/ G. generator G. 50 mil 11 curies |

Krypton-81m
,

H. Technetium-99m H. Hertiatide H. 30 millieuries

I. 10 mil 11 curiesI. Orine ._.. ...,J.9 gndium-1 Q._.. .
.

- -,,

,,,,. . ..,,,

9. Authorized use
||j||;, ;jjj;j,27 " '"-- . ,= . ,t.n y '-i.: ;;-!q,j.|,'-|; . ,

-

C. Pulmonary ventilation htudies
- '- **- ****

.

I

H. Renal tubular imaging

I. Laukocyte and platelet labeling
~ CONDITIONS

10 The authorized place of use is the licensee's address stated in Item 2. The licensee
must notify the Radiological Health Pro 6 ram 30 days prior to vacating a permanent use
address as is required by Section D.407 of COMAR 26.12.01.01.

11. A. The radiation protection program shall be under the supervisich of Jeffrey S. Reed.

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT

D:te -

.. . . _

ADMINISTRATOR, RADIOLOGICAL HEALTH PROGRAM

MDER41 (supp) (11/90)
9

..

5 .
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DEPARTMENT OF THE ENVIRONMENT
-

RADIOLOGICAL HEALTH PROGRAM
RADIOACTIVE MA. ERIAL LICENSET

I Page ,. L of ft pages

Supplementary Sheet
,

Uconse No. MD.Il5-oo1-03 Amendment No. 41
-

CONDITIONS CONT'D |
.

B. Radinactive material in Groups I, II, III and gases Xenon-133 and Krypten-85 may be
used by or under the supervision of Robert Corcoran, M.D.; Christopher Conyers, M.D.;
Charles Derrickson. H.D.; John P. Keane, M.D.; Theophane *.3ughrey, M.D.; William j

.

Reid, M.D.; Thomas Riccio, M.D.; William Van de Graaff, M.D.
.

C. Radioactive materials in Groups IV and Y may only be used by or under the supervision
of Robert Corocran, M.D. and./or Andrejs V. Strauss, M.D. j

I
; D. Radioactive material used onl/ for cardiology may be used by Clayton Raab, M.D.; John
1 HoLean, M.D. and/or Jctfrey Howard Etherton, M.D.

12. The licensee shall comply with pro:visioris' of Part D. 'Stah!!ihdh !fbr. Prot *btion Against
Radiation" and Part J, " Notices, Inetructions and Reports to Workers; Inspections" of

401.af Radiation". ..i i

. .. A.,..be Maryland Regulations.26._1,2.,01.01 'Begulationa. for_ Con 9 g.; ~ - qqq . ,. Mis' 'g;i; . 3;i (-

, . . . p7.. .. y
i 13. For a period not to exceed sixty (60) days in any calendar year, a sia'itias physician is

authorized to use licensed material for human use under the terms of this license,
; provided the visiting physician:

(A) Has the prior written permission of the hospital's Administrator and its Medical (
4

Isotopes Committee; and,'

(B) Is authorized as a user by a specifio license issued by the Department, the U.S.
Nuclear Regulatory Commission, or another Agreement State authorizing human use, and
performs only those procedures for which he is authorized by that license.

The licensee shall maintain for inspection by the Department, copies of the written
permisaton specified in item 13 (A) above and of the license (s) specified in item 13 (B)
above. These records shall be maintained for five (5) years from the time the licensee
grants its permission under item 13 (A) above.

!

FOR THE MARYLAND CEPARTMENT OF THE ENVIRONMENT
|

!

|
D:t2

ADMLNISfRATOR, RADIOLOGICAL HEALTH PROGRAM
. '' |

|'
1.MOER4.1 (supp)(1160)
i

|
.

.

J
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DEPARTMENT OF THE ENVIRONMENT'

RADIOLOGICAL HEALTH PROGRAM'

RADIOACTIVE MATERIAL LICENSE:
Pege_ 5 et 6 pogos

Supplementary Sheet

| Amedmem No. 43License No. MD-45-001-03
',

CONDITIONS COWT'D
'

i
j

131. Patients containing Iodine-131 for the treatment or thyroid carcinoma or patients
containing therapeutic quantities of Gold-198 shall remain hospitalized until the
residual activity is 30 mil 11 curies or le.as.'

.

:

15. A. Each sealed source containing radioact4ve material, other than Hydrogen-3 with a'

hair-11 te greater than thirty days and in any form other than gas shall be tested for j
leakage and/or contamination at intervals not to exceed 6 months. In the absence of j

a certificate from a transferor indicating that a test has been made within six (6)
-

'

months prior to the transfer, the' scaled source shall not be put into use until
j tested. If there is reason to suspect that a sealed source might have been damaged,

, , , , jar'. night.h leakingg it ahall be . tested for leakage before further use.,

'ij !!;;.

'

i jbe presence of 0.005 miermrio or
B. The test shall be capable of detecting $n?he-e af ~assfile! ' phal $ WiUM h Nda the ;$i

radioaotive mate'iisil YC toik sample'

sealed source or troi' tie" surfaces of a' devi~65 in which' th& sea'1' t addece is
'

e

permanently mounted or stored on which one might expect contamination to accumulate.
;

i

|
C. Records or leak tests shall be kept in units of microcuries and maintained for ;

inspection by the Department. j
)

D. If the test reveals the presence at 0.005 microcurie or more of removable
contamination, the licensee shall immediately withdraw the sealed source from use and i
shan cause it to be decontaminated and repaired or to be disposed of *in accordance.

with Department regulations. A report shall be filed within five (5) days of the
: test with the Administrator, Radiological Health Program, 2500 Broenins Highway,
:
j Baltimore, Maryland 21224 describing the equipment involved, the test results, and

the corrective action taken.

:
__

FOR THE MARYLAND DEPARTMENT OF THE ENVIRONMENT

Date ADMINISTRATOR, RADIOLOGICAt HEALTH PROGRAM
'**
..

I

MDESL1 (supp) (11/90)

i

1
j
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DEPARTMENT OF TNE ENVIRONMENT
,

'

RADIOLOGICAL HEALTH PROGRAM I

RADIOACTIVE MATERIAL LICENSE
Psje _6 of _f peges

'

Supplementary Sheet

Amendment No. g3
License No. gg.ag.coj.03

. - _

CONDITIONS CONT'D'

E. Test for leakage and/or contami. nation shall be performed by Jeffrey Reed or by other
persons specifically authorized by the Department, the U.S. Nuclear Regulatory
Coaaission or anothat Agreement State to perform such services.

16. Sealed sources containing radioactive material shall not be opened.

17. The licenses may use the 1.icoator davico manufactured by Atonio Products Corporation for
doing linearity of his dose calibrator proirided he follows the procedure in the Atoric20, 1983,Froducts Corporation Lineator Instructica Mantw1 dated June

18.Exceptasspecificallyprovidedotherwisebythislicensejhdalicedsee.,shallpossess
and use radioactive materihl authoiir,ed by this licanie in accordance''vith statements

~

e( 1po,representations, and pocoedures contained in application dated .5epton
Ame'adsent request datied%1]QliiG99f; facsialle?TaTid 3sitWa%i;16hl ij hiletter i;

17,1991. ' COMlR 26.12.01.01 "F.sgdiatians ro'r bhntrok OI izingdated September
Radiation * shall Govern the licensee's statements in applications or letters, unless t,he,

!

statements are more restrictive than the regulations.

.

*
,

I

l

|
- .

; F0Fi THE MAAYLAND DEPARTMfMT OF THE ENViltONMENT
-.-

Date November 1, 1991 ,, _ , ,

_ ,,

ADMIN S1HAlOR, RAI.1tO80GICAL NEALTH PROGRAM

' CRT/ arse

MDEMI (supp)(1U90)

- I

$$1 ' |DbL
'

- - - - - - - - - -

,
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NRC FORM E77 U.S. NUCLEAR RE .ULATORY COMMISSION
**

LIC FEE AND DETT COLLECTION BRANCH ).

DlV OF ACCOUNTING AND FINANCE
LICENSE FEE R QUIREMENTS OFFICE OF THE CONTROLLER

U.S. NUCLEAR RE AULATORY COMMISSION
-

WASHINGTON, DC 20555-0001
.

TYPE OF ACTION

] NEW LICENSE

[ RENEWAL OF LICENSE

BEEBE MEDICAL CENTER 1

[ AMENDMENT TO LICENSEATTN: JEFFREY M. FRIED, FACHE
PRESIDENT /CEO REQUESTED DATE

424 SAVANNAH ROAD 11-13-96
P.O. BOX 226 6CENSEI[UUlBER

^

LEWES, DE 19958
08-17792-01

8 HECK 77092 ($440) DATED 9/20/96, IS BEING RETURNED CONTROL NUMBER l

BECAUSE CHECK NOTES VOID IF NOT CASHED IN 30 DAYS. 123960
L APPLICATION FEE DUE II. FEE NOT REQUIRED

Your request for a licensing action is subject to the fee (s) in the
icategory (ies) noted below in accordance with Section 170.31 of the Enclosed is Check No. which accompanied your

ecciosed Federal Register netice. Payment of the fee is required prior to request. The fee is not required because:the issuance of 'he license. renewal, or amendment.

cd b
. . _ _ _ . . . . _ . . _ . We received your Check_..

APPLICATION i RENEWAL { AMENDMENT _ . _ . . _ . . . _ . p | No. In payment of
;g ] |g

- L J ! the fee.

|5 18 j5
i5 !5 % i r- ; The Licensing staff has informed us thSt your request is to be

s js 'I !L j considered as a continuation of your request dated'

!8 !8 , Control No.
i._ _!5 !$ s.

'5 i5 I5' ,

' Your request was combined, prior to review, with your-

5 :s :s request. Control
;$ .s _ __ __ _7,s__ _ No.

5 ;5 |5t

lli. CHECK RETURNED

h11 | Enclosed is Check No.f*MNIFEE (s) DUE 8
b 77092

PAYMENT RECEIVED 8 ,

AMOUNT DUE 84

_

n Your request was received without the prescribed apphcation -] | INSUFFICIENT FUNDS
a fee.

[ ] ACCOUNT CLOSED

IM|I OTHER - SEE NOTE ABOVE
4

._] | Wo received your Check, No. in the amount of r16
~ '$ Payment of the additionalfee noted

* * 'N"
MAIL THE REPLACEMENT CHECK TO THE ADDRESS LISTED AT THEn Your request will increase the scope of your h.eense program. TOP OF THIS FORM AND REFERENCE THE ABOVE CONTROL--> Therefore, your request is subject to the application fee (s) noted NUMBER.

above. Refer to Section 170.31 and Footnote 1(d)(2).
IV. LICENSE ISSUED WITHOUT THE REQUIRED FEE

f__ ',1.lcense[ Your license expired prior to the receipt of your application for
'

, Amendment ~~~~'

L | No. No. , issued onrenewal. Therefore, your request is subject to the apphcation fee (s)
noted above. Refer to Section 170.31 and Footnote 1(a) was issued without the required fee being

_ _ _ _ collected. The fee required is noted in Section 1 of this

O request is subject to the application fee (s) noted in Section 1 of thisNs~ cope of your licensed program was increased Therefore, yourMAKE PAYMENf6F TII5 TEE S T6TiiE' ES. NUCLEAR
-~

~~ ~)'REGULATORY COMMISSION D MAIL THE PAYMENT TO THE
ADDRESS LISTED AT THE TOP OF THIS FORM. IF WE DO NOT form. Refer to Section 170.31 and Footnote 1(d)(2).RECEIVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS FROM
THE DATE LISTED BELOW WE SHALL ASSUME THAT YOU DO NOT - - -

WtSH TO PURSUE YOUR APPLICATION AND WILL VOID THIS p | Because of the urgency of.your request, the license was issued
ACTION. _dl without remittance of thenkescribed fee noted in Section 1 of this

form.

SIGNATURE- LICENSE F EE ANALYST LFDCB LFDCB Distribution: DATE

BB '.
Region ! MARS R/r-

Pending oC/DAr R/r
BRENDA BROWN 301-415-6055 12/16/96 marown oc/DAr s/r (s.ro.s.n : 12-16-96
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(FOR LFMS USE)-

: INFORMATION FROM LTS
3ETWSEN. ,

:
LIC ENSE FEU M AN AGEMENT BRANCH, ARM = PROGRAM CODE: 02120

AND : STATUS CODE: 0
REGIONAL LIC ENSING SECTIONS : FEE CAT 5 GORY: 7C

: EXP. DATE: 20031130-

: FEE COMMENTS: , , _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

t' : DECOM FIN ASSUR REQD: N
: : :: : :: :: : : :: : :: : :: : : :: : : :::: : :: :::: ::

LICENSE FEE TRANSMITTAL

A. REGION

1. APPLICATION ATTACHED
APPLICANT / LICENSEE: BEEBE ME DIC AL C ENTER
RECEIVED DATE: 9611 27
DOCKET NO: 3013331
CONTROL NO.: 123960 $
LICENSE NO.: 07-1 7702-01 "-

ACTION TYPE: A MENDMENT C,
r

2. FEE ATTACHED I.
AHOUNT: . S p_=_O d _
CHECK NO.: _T'l A 1

_

M

+
3. COMMENTS 9

-c

SIGNED - , crm_ _,, __

DATE .6 & f4. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ +

3. LICENSE FEE MANAGEMENT BRANCH (CHECK WHEN MILESTONE 03 IS E NT E R ED / _V )_/

b______,,__________________,,____,,_0T ,,1. FEE CATEGORY AND AMOUNT:

2. CORRECT FEE PAID. A PP3IC ATION M AY BE PROCESSED FOR:
AMEN 0 MENT _________/_____
RENEWAL _ _ _ _ _ , , _ _ _ _ _ _ _ _

LICENSE ^

. . , _ _ _ _ _ _ _ , , _ _ , , _

3. OTHER ,[_ _ , , , , _ _ , , , , , _ _ , , , , _ _ , , , _ _ _ , , _ _ , , _ _ _ _ , , _ _ _ , , , ,

________________._________________
,

g yeo _____________ _________________;_SI

_____________________________,___
^
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