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' August' 4,- 1997

U.S.N.R.C. 1

- !, Region-III
_ __

801 Warrenville Road
Lisle, IL- 60532-4351

RE: License. Number- 34-13394-02

To Whom It May Concern:

Please allow this correspondence to serve as notification that
Shereif Khalil, M.D.-has been authorized by the radiation safety committee
to-perform duties as an authorized user on .our byproduct. material license.

-Dr. Khalil will be using materials identified in-10 CFR 35.100, 35.200, and-
35.300. y

Dr.'Khalil is'' certified by the American Board of Radiology'in
.;

Diagnostic Radiation and is named as an authorized user for.the noted '

. materials on NRC license number 34-01856-01. A copy of his certification
-and license number 34-01856-01 is att' ached.

Thank..you for your a'ttention in this matter.

Sincerely,

.

Kenneth Lavin
9709020006 970004 Director
PDR ADOCK 0300 5 8

Clinical & Diagnostic Services

KL: sam
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j. AIATERI ALS LICENSE Amendrnent No. 43
*

''stu.an tc the Ato nic Enci3) .%1 vf 1924, as amended, the racrgy Reorgan!zation Act of 1974 (Public Law 93 433), and 'lltle 10, Code o[
deral Regulata r.s. Cnapte 1. rarts 30,31,32,33,34,35,36,39,40, and 70, and in reliance on statements and repesentations heret) fore made

.

y the lieerr.ee, a hsense is hereby is2aed auhurlains the lacrxt to recei.c, .agviic, ponen, and u nfet by|Huduct, sourec, and $pcClat nuclCar
_

I

muerial decir,nated below; to u>e such nuterial for the pt rpoWt) and at the place (0 d:signited below; to deliver or transfer such notenaltof
;
V

persons wherice.1 to rc<;eive it .n acconLnec with de repbtiona of the applicabts ra-th). This licten shatt be decinvJ tv Svntain the con &dcas I9
specified in S etier.113 M the Atveric Enugy Act of 1934, as arrenj*d, and is subject to all appliesble tcles, regulations, and ordets cf the N

9, Nuclear i egulatory Ccmmiuinn nna ne harmfier ir. effect an.1 to any conditions specined below.
F (
I' E'

In-ands.t.i. with-le t ttesis ted 5
- - -

Licenscc

#{ November 22, 1995, January 2, 1996, E

-

May 15, 1996 and June 11, 1996 itl' l. Columbia St. Vincent Charity }|ospital
3. Licensc Number 34-01856-01 is amended in Et

! its entirety to reaC as follcws: E

2351 Cast 22nd Street i, .,
- -~

i Cleveland, Onio 44115 '

E
~-

4. Espiration Date October 31, 2000 64
'

3 5. Deckt t or E

1 Rc fe rence_No.
030-02689 j4

M* 6. Byproduct Source, a d!ot
. 7, Chemical and/or Physical 8. Matimum Amount that I,icensee (Special kicai Maiciial Form

May Po.ssess at Any One Time
UnderThis License

g

[i
g

A.
-

Any byproduct A. Any A. As needed
b

inaterial identified radiopharmaceutical g
h in 10 CFR 35.100
f'

identified in 10 CFR g

35.100 g
M R. Any byproduct D. Any g
4 material identified B. As needed E
1 radiopharmaceutical

Ii in 10 CFR 35.200 identified in 10 CFR Ea
'

35.200 8
{ C. Any byproduct C. Any

C. As needed
4-

naterial identifien
; in 10 CFR 35.303

radiopharmaceut ical g

identified in 10 CFR g

35.300 g

D. Any byproduct (0. Any trachytherapy D. As needed Imaterial identified
in 10 CFR 35.400 source identified in E

10 CFR 35.400
EE. Any byproduct s'E. Prepackaged Kits E. As needed Urnateri al identifled

in 10 CFR 31.11 g
,

F. Uranium depleted in k
Uranium-235 F. Cadmiurr plated metal F. As needed E,

,

-'

G. Iridium-192 iG. Sealed sources (ByK G. 2 sources, I source EMallinckrodt Model
CI t. BV) not to exceed 444 E

gigabecquerels E

(Gbg)) (12 curies 'd(Ci ), and I source fL not to exceed 370 n
Gbg (10 Ci). s

C V !
R |s1 me a m /ppus' av m ist. m 1st eif avvegual unt;$hqm<mTousueuausues 1st m m m m m tre nr N

-



NUUt4JWLWN-WWW. @W 0G089G0 8900 C3. G 9.

j . is sq Licerise nur%c (.

34-01056-01 1
y MATERIALS LICENSE hear neresi ce nuer ^If SUPPLEMENTA8tY SHtET

_ |- 030-02689
,

Amendment No. 43
| |
I

j
i<

'|
_ . . . - |

9. Authorized Use: 'l
1

,
A. Medical use described in 10 CFR 35.100. (
3. Medical use described in 10 CFR 35.200. l

yQ ,> . < ~o
1C. Medical u.se described in 10,CFR 35:300. * i, ' f 1

''
'

0. Medical use described ,l,n O' CFR 35.400.

[OE. In vitro studios, .t' ''".e I

I
s .- r

iF. Shiciding in a lin acce ator, g
j

G. One source te be used in a Nuclestrun-Oldelf t CorporKtion Microselectron HCd remote I

afterloading brachytherapy devic's ,for /6terstittaf, jintralumiri , and intracavitary (! radiotherapy in liu'tiidris ,
he'.so.utce#as.tiv.ity ma/(Tpontainer fno.t exceed 31 Gba (10 Ci) at the iL '' time of installation. O so'urceSinitsshippi.ng, source replacement. f'

f.fCT< 3 ;hf;r . .'" ,4/,,p- ( lef)
' '

,

1. o |); p 4e ,ge .
!--.

,

m JV
CONDITIONS.?'k/[

#- .' '

%~f
@ C i c.d;,>4

Ohio,vincefit Charity? ospital',4023'51 East [e''hUSts

10. l.ocation of Use: St rd Street, Cleveland,
W D N- s-

.s2, v.> . c' ,
11. A.

Radiation Safety Off.ic,er: RobertJ. Porter,M.Dp |
B. Assistant Radiation Safety.Off}ger fY g.tod.io HOR brachytherapy:li RobertCarl son, B. A. , R.T. (T). M

n

| C. Brachytherapy Physicists: Ronald Scala, H.S., Raymond Kaczur, M.S., ano ,I
Neal Starra, M.S. I

1)12.(( Licensed matorial listed ir. Item 6 above is only authorized for use by, or under the 1
supervision of, the following individuals for the materials and uses indicated: j

I N

{ Authorized Use,rs,
Material and Us_e 5

W
s

A. Robert J. Porter, M.D.
e 10 CFR 35.100, 35.200, 35.300, 34.400, 31.11

and iridium-192 in remote afterloading y

s| brachytherapy unit. W
a

!, C" i
% x m w r m m o m e .x-,_a x ee,x ,,m a m a ,w, m . w m.w}

,
n

- _ - _
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SUPPLEMENT ARY SHEET 030-02689 I

|
4

-

,__.- - - |Amencment No. 43 '

-

,

i: I
y. ll-

i 1
-

1, Authorized Users tiaterial and Use !
I IB. John L. Porter, M.D. 10 CFR 35.100, 35.200, 35.300 (except
| i

iodine-131 for treatment of thyroid I
( carcinoma), 35.400 and iridium-142 in re' rote [d afterloading brachytherapy unit and 31.11. '
I I

~3 'g C. Dong Kim, M.D..

, b, o fl0tCFA35.400, and iridium-192 in remote |g - ' 'afteel'oading brachytherapy unit. i
y V ~Q l
1 D. Christine M. Zirafi \M'.D. 10 CFR 35.10'0Yand 1

e,Q clinical cardiota. 35.200, limited toI
scular studies. I

I % || E. Robert M. Konstan', H.D., 10 CFR 35.100, 35.200 and 35.300.
-in '4 L

i F. Shereif Khal,i1,' H.D. h ,10 CFR.35 9;;35.200,and35.300.
I

I,

i N cs s -.c~. . / s/ 1
N G. # e'
% Dawn Donich,%,M.D.

-*i l A. o.4 /

..100, 35.2'00Qnd 1-131 for

.NIO CF( 100, 35.200fand 35.300. I
" '" '

-

H. Christina Mf-Wirtz,)D.Q ''# ' '10~C
. i

-7 y

l' g3 ' ') "% y -3 ,tfof,hyperthy@reidismandcardiact
4 ,, %,1 - | 0

. ion:ip.-i r, I -

! .S,,

.
~ l#.s , <

| 13. Pursuant to Title 10, Cha'pI '1,fkpf 1.R lations?Part40," Domestic |g' t.icensing of SourceMateriM ,t0e 1. ice si aut rized .ttf possess, use,
.

transfer,. and import.u'p. to 999 Idilocjr'a'ni 'of,depidt d uranin contained as shielding |material in the molybdenem-99/technetiiamM9m generators aIIthorized by this license. ty sV %
The licensee shall estabib and implement Items 6.g"Dircugh 6.k of Appendix C to14. I

g Regulatory Guide 10.8 for measupingxgeometry inifependence of their dose kg calibrator (s). N '' sir 'E '

$
j
i'l

|15.
The licensee's survey instruments shall be calibrated by a commercial service I
licensed by the NRC or an A reement Stato to perform such services.0

, 16. In addition to the possession limits in Item 8, the licensee shall fur ther restrict
1,, the possession of licensed material to quantities below the minimum limit specified

-

g in 10 CFR 30.35(d) for establishing decommissioning financial 43 urance..

5- The licenue shall maintain records of information important to safe and effective( 17. decommissionirg at 2351 East 22nd Street, Cleveland, Ohio per the provisions ofW

.a 10 CFR 30.35(g) until thli, license is terminated by the Comission. |
5 p

h 5

P
i

j| E3 %f I-

| -

e
,
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k )Amendment No. 43
g _ _ _ .

,

I I
| |
| I
1 18. A. The source (s) specified in Dem(s) 7.G. shall be tested for leakage and/or

|I. contamination at intervals not to exceed 6 months. Any source received from
! another person which is not accompanied by a certificate indicating that a test y

i
i was performed within 6 months before the transfer shall not be put into use i
I until tastod. I
I I
I 8. Any source in storage and not being used need not be tested. When the source

]
:

h is removed from storage for use;or.trars.fer[to another person, it shall bcg!
,tested before use or trant,f9r. a * L7
I

.

i. pV- "tj [ti C. The test shall be capable of detecting the presen'ceipf 0.005 microcurie of Wl radioactive material on the test sample. Ifthet$s reveals the presence of I

( 0.005 microcurie [or more of removable contamination > e source shall be |
g removed from service.and decontaminated, repaired, or isposed of in

iduGul'dditce Wl.th CunbhijUn regulations. A re t,shallebe filed within 5 days i
|
l of the date of,/the leQte?st result is know6 .h the U.S. Nuclear Regulatory I

Commission, Region ]IIK80)lials Safety B. Warrenvill,e it6a,d 1: isle, Ilf.inois 60532-4351,
I

d

| ATTN: Chief.,< Nuclear Mate.r ch','. The reporti shall specify the I,source involv'ed, the tesp ys'ults,.and c tive action't'aken. Records of
~ ,leak test results shall'b 'p.t in u'nTf icrocuries a''n'd shall be -ip(

in sp.edian - 4ttje- omnis
maintainedtqr,issionytn,specion)14||.. . Regords may-be disposed ofifollowing Coinm

' .f@ ' 9 I

* dy 4 } n',b ll ie" perform 7d by the licensee or
|

.;.K ' 'u |,.n

byotherpersons' spec /o'r$.cTests for leakige and0. tanif tio
ifical y lijen'se'd,b,GheicommissiIn or an Agreement Stateq

j
g to perform such-services. ' // V % .W- .

g

h'pusing the MicroSelectron-HORj hradiation device shall be19. A. Access to the roo
| controlled by a door at each entrance. 'i
g $. .M
q B. The entrance to the irradiatior}~ room shD1 'be equipped with an electrical
4 interlnck system that will cause the source to return to the shielded position
% immediately upon cpening of the entrance door. The interlock system shall bef connected in such a manner that the source cannot be placed in the irradiationj position until the entrance door is closed and the source "on-off contrcl is |3 reset at the control panel.
N

|g Electrical interlecks on the entrance door tu liie Irradiator room shall beC.
1

tested for proper operation at least once a month. Records of test results
q shall be maintained for inspection by the Commission.

fa 0. In the event of malfunction of t.he door interlock, the irradiation device fq shall be locked in the "off" condition and not used, except as may bc
'

L 6necessary for repdir or replacement of the interlock system, until the
9 interlock system is shown to be functioning properly.

!< C v
i

6 m 2 , m m i.e m x o . - m m m _ m .s _ ., ,. _ u
,

..
.

- _ _ _ _ _ - _ _ _ _ _ _ _ _
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kf Amendment Hu. 43
_ _ . _ - - - ~.

I -

,
' I

| I
'

I Prior to the initiation of a treatment program, and subsecuent to each source I

f] 20.
iexchange for the Micro 5 electron-HDR, radiation surveys anc tests shall be performed i

| in accordance with the following: I
I

d I
A. A radiation survey shall be made of:

|t
I-

(1) The irradiator source housing, with the source in the shinidad position. ]
.

| The maximum radiation levels at:10 Centimeters from the surface of the ii sourceheadshall,notjxceed3milliroe,ntgensperhour. |
I ( 'v V, II (2) All areas adjAgen't to the treatment room wit 1 the sourco in the

|| "irradiati,on"yposition. The survey shall cle establish:
q T
m (a) That ta'diation levels in restricted areas;a.c'not likely to cause 1re

isonnel' exposure in execes of th mits spe"ct fied in I
r

per,t' on 20.'Idli Title 10, Part 21 Sec # de of Federal Regulations, .I
:

| Ch' apter 1, "S,t rd for Protecti, ,ApainstRddiattun.*
, .

I

g

h (b) TbYtquantithes radiatjpkih estricted areas do not exceed the |j
|-

ljmits s ecifie n Section 20.. 11 e. iMg ,3 rm - f ,,. I
'n,

I B. resu1Is shall: i}itainehfor inspection by theRecordsofthe'survej$ 'ji i # C |

,

I

|
'Cunnis s ion, rs

,

Q Mk;; p kk :;The followirg shall-b,e performed only bf ersons:f
g

ag 21,
Commission or an Agreement State to perforrii such' services.]l y authorized by thespecifica )I

-

1i '' J N'- |
<

'(. Installation and rep,lacement of sources containeQn' the Microselectron-HDR
|

A.
1rradiation device. / \

Any maintenance or repair + operatic'ni oidthe irradiator involving work on the|
s .<. '

!i t! .
'

source head, the source driving unit, or other mechanism that could expose the 11

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

{
22.

r; In lieu of 10 CFR 35.404(a), inmediately attor retracting the source from the !patient into its shielded position in the rentote afterlaoding device, a radiation
survey shall be made nf the patient and the remote after1 ceding device with 4 p

% N
portable radiation detecticn survey instrument to conform that the source has been

h removed from the patient. Records of the survey shall be maintained in lieu of the
q record required in 10 CFR 35.404(b). i

(
k>. ii.

R p
e

Y
| DV
k m - m m - _ , n n - n 0. I . t
t

,

__n J
- _ - - _ _ _ _ _ _
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DATE: b /['

CORRESPONDENCE CLARIFICATION SHEET-

REVIEWER: --thMKLTs |,d $ 6M

-( /E % K,A-LICENSEE:

LICENSE NUMBER: M - / 3314' -d )- --

The following correspondence has been received from the above licensee and'it
is not clear-what action (s) .is(are)' required: Please review this
corresmndence and indicate which of the following applies, and please return
to Deb)ie Hersey, as soon as possible.

_

Additional Information to Control No.
Process in as a new action. additional information. and no fee required,

.
,

i

Process as new licensing action. Review has already been started on '

-Control No. and this information cannot be
combined with current in house action.

!

Can be combined with Control No. . Review has not started.

- Appears to be informatior, for the license file file it.
___

Licensee-is adding Nuclear Pharmacists.

Amendment is necessary . Amendment is not necessary .

(Information for license file) '

)cicenseeisaddingauthorizedusers. ~

I A check is included No check is included.
.

Amendment is necessary ' Amendment |isnotnecessar.
.

(This is a Notification)~
Process in as a new licensing action:

-A. Amendment
B. Renewal
C. New License Application

-Other: '

Thank You For Your Help!!! 10/16/96

_ _ - _


