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U.S. NUCLEAR REGULATT,Y COMMISSION g

1 Amendment No. 11 |'

q MATERIALS LICENSE
b

I Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 -438), and Title 10, fCode of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations p
'

heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, ,p

source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below; to N

. deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This >
I 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 Regulatory Commission now or hereafter in effect and to any j
conditions specified below. l yi

||
g Licensee In accordance with application dated
( June 14, 1984 |
$ g,St. John liospital 3. License number 34-00869-04 is amended in ;f
I D:partment of Radiology its entirety to read as follows: '>
I i

N E7911 Detroit Avenue 0 0-,.

C. h.nU 4I jg hrltionbate July 31, 19903' Cleveland, OH '44102 p

g)\ p _ -g
q 5. Docket or '"/ 'N 030-00396 bg y

( g Reference No. <x p

( 6. Ilyproduct, source, and/or A 7. Chemical and/or physical V8., Maximum amount that licensee ,5
d special nuclear material form ')Jmay possess at any one time >'

h '. t . ,, g ,' jnder this license
A. Cobalt-60 IQ Y t A.NTeletherapy sealed siiource A. 12,000 curies 'y

/. , j'$ (AECL Model C-146for C-151) O (2 sources of not
y q ;,. y yr g 3 more than 6000
N k, 6 ( v"k , o,k , 4 ;.'

,

} ? *'' curies each) I
si t A, y >' ,% f, .. g . yg~y ,,

I \

9. Authorized Use wd
_

;f i . f,, ,' .2 hE. ,y.e

.y , 1 'q, W' o ~ y~a
R

-

l'n"'
4 g y ; ~a
.4 A. OnesourcetobeinanAECL:Theratron!780 1 therapy ~ unit for'the treatment of
fl humans. One source \ir's its shipp'liig%nt'alner~to-be,;in possesVion of the licensee as
'd necessary to the replacement' of tihe source itiitheiteletherlip) unit only.

$.1 ]/J, G j { }t) '- s 'n % >

|
'

,O nm
*/ CONDITIONS V

( ?L }?i ,

( 10. Licensed material shall be used only'tatdthe,11cchdee'sfacilitieslocatedinthe F
Cobalt Room of the Radiation Therapy Degia'tment, St. John Hospital, kr

7911 Detroit Avenue, Cleveland, Ohio..

| 11. The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal
Regulations, Part 19, " Notices, Instructions and Reports to Workers; Inspections" and g

lPart 20, " Standards for Protection Against Radiation." p

5
N 12. Licensed material shall be used by, or under the supervision of, 5

| Paul S. Lavik, M.D., or Hao K. Hong, M.D.

A13. The teletherapy facility thall be provided with a system permitting continuous
p!q observation of the patient from outside the treatment room during patient irradiatio'i. p
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l I
Amendment No. 11

I I14. A. Teletherapy sources shall be tested for leakage at intervals not to exceed six tj
] months. Records of test results shall be kept in units of microcuries and r
j maintained for inspection by the Commission. In the absence of a certificate t
1 from a transferor indicating that a test has been made within six months prior I

to the transfer, a source received from another person shall not be used until ftested for leakage.
q

] B. The tests shall be sufficiently sensitive to detect 0.05 microcurie of IL}
L

) contamination on the test sample. t
1 I
l C. The test sample shall be taken from selected accessible surfaces of the L

The selected a'ccdssib1 Csurfaces should be those surfaces'on LI teletherapy head. i
1 which one might expect coitsdiria' tion (if' th'ete# dere to be leakage) to accumulate f
] andshallincludetheGnA6rsurfaceofthemost'frdquentlyusedtreatmentcones t
j or beam collimating' device. The test sample shal1 bd'taken with the source in t

#

1 the "off" position. Y (4) [

] 'Y L

1 D. If the test reveals'the presence of 0.05 microcurie o'r more of removable E

] contamination, sib'o licensie shall promptly take action to" prevent spread of f
k

contamination [in'd shall' file 'a report within' fiv'e (5) days of the test with thef
t

jI
Nuclear Materials Safety 3Soction, U;S? Nucica'r2 Regulatory'C6mmission, [
Region III, 799' RoosevelE Roa' / Glee Ellyn\ '1111ools 60137,[ describing the test [d]

j results and (ghd corrective'adt' ion iakenh,Q f.+-
l // .t' -7 [

z , y) tr y /, q t|
, +w iy. of . u

Prior to initiatioh^of a tis $tment$rkidisQeschitslethefapy unit shall be equipped1 15. [
with electrical or mechan'idaOstops''11mitfingidse' of thef p'rimary3 beam of radiation so f

'

p as to ensure compliaisce with|Se'ction?203105(b)dTitle/10, Part40, Code of Federal t
1 Regulations, Chapterili " Standards 0for'Pioiectidd:AyalnstRadiation,"asevidencedby [1

a radiation survey. \ ecessdry us'e restirict! ions shall' be fully' described in radiation [j! N s

1 surveyreportssubmitt6drinaccorddncdgithCohditidnNo. 18 .# I
f '/y Nfh ' &~%16. A set of written emergencyjinstructions shall be postediat the teletherapy machine

g

f control. These instructions'shall inform the machine o'perator of the procedure to be t
f followedshouldhebeunableto.turnthe, machine's|primarybeamofradiation"off" t

! with the controls outside the treatment room. D t

I}1 C

j 17. A. Access to the teletherapy room shall be controlled by a door at each entrance. E

p Such doors shall be normally closed. f
1I E

j Each entrance to the teletherapy room shall be equipped with an electrical ti B.
y interlock system that will turn the teletherapy machine's primary beam of L

]! radiation "off" immediately upon opening of any entrance door. The interlock [
] system shall be connected in such a manner that the teletherapy machine's f
1 primary beam of radiation cannot be turned "on" until all treatment room L

entrance doors are closed and the beam "on-off" control is reset at the control fpanel, tj

] [ ,

1 L

1 L

I L

l L

1 I
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I Amendment No. 11 N

l i
1 iC. Electrical interlocks on entrance doors to the teletherapy room shall be tested yj

] for proper operation at least once every six months. Records of test results |
J shall be maintained for inspection by the Commission. E

l N

l D. In the event of malfunction of any door interlock, the teletherapy machine N

control shall be locked in the "off" condition and not used, except as may be |
) necessary for repair or replacement of the interlock system, until the interlock ;
j system is shown to be functioning properly. p

l I
i 18. Prior to initiation of a treatment program, and subsequent to each installation of a i
l teletherapy source, I

radiationsurvey[sandtestsshallbeperformedinaccordancewithp i[ Gthe following:

1
A. A radiation survey shall be made of: \Gs b

] Y * /' R

The teletheraph' maximum and average radiation levels (at one meter frc c the
|sourcehousing,withthetelether[pysourceinthe"off" i] (i)

position. The WJ
1 teletherapy; source'in the "of f" position shall'nht eiiceed 10 milliroentgens I .!I perhouranM2milliioentgensperhour,res"pectivelyf" E

(ii) All areas adjacent h treaNEntroom th the tel erapy source in thel '

I
J "on" position. TheIsurvey',exdept{Itemi(c),fshallbefferformedwitha p '

1 phantom /R'the primary!b'eam ofhadiatioti and'shall clearly establish: B !
1 t^" M UW' 9''W ,f $ N

' '

] (a) ThatJli adiation lev ~els'in' YestHctedfareas ' hre not. likely to cause E

| Secti6n 20.1016 Title'10,j Par %|f[the limits! spec (fl[ed in |personnelexhds'u'reine(c'es5|d

t 20 Code |of FederaJ Regulations, p3
<g

i Chapt'eitil, "StandArddfor Pio'tectionfA''ainst Ra~diation" (10 CFR 20).
~

That quantities of radiationi n> unrestricted.y '
(pg

{ ik''y f y iX g' -j
1 (b)

~
arcas do not exceed the M

3 limits sploc~ified in Section/20.105 (b)', 10 CFR'20. N I

1 f Q" NV
The intensity #)of the primary beam of, radiation at a specified distance|

9

| f (c)
; f from the teletherapy source., ) y 1w h I
; j #1 m n

N 1

1; B. Tests shall be made to determine proper operation of: p !
1 E

(i) Electrical interlocks on entrance doors to the teletherapy E
,

f treatment room. I

l' N'
1 (ii) The teletherapy source "on-off" indicators, both at the source p |

1 housing and on the teletherapy machine control panel. I
h I
lj u |

8 n
Ji > |
T N

'

t 1! 5
T I |

1 i
i I
I I ,

1 p
'
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I Amendment No. 11 I
l I

(iii) Electrical or mechanical stops installed for the purpose of limiting |
) use of the primary beam of radiation (restriction of source housing y

| angulation or elevation, carriage or stand travel and operation of R

] the beam "on-off" mechanism). N

J I
I (iv) The telethorapy treatment timing device.

.

I
1 ji
1 IC. A report of the results of the above surveys and tests shall be sent to the ;|
j Material Licensing Section, U. S. Nuclear Regulatory Commission, Region III, p

] 799 Roosevelt Road, Glen Ellyn, Illinois 60137, not later than thirty (30) i
1 days following each installation of a teletherapy source. N

- f% A kQ *: n |1 t1 t *I r3 19. A. Any changes made in the,t eatment room s 1 siding', location of the unit within p

] the treatment room, or'*uh 'of the teletherapy unit 7that could result in |
be evaluated by a r[adiation survey made in accordance!Tiith Condition No. increased radiation le'v61s in areas outside the teletherapy treatment room shally)

) 18., [
j and reported to th'c" Commission within thirty (30) dayff.ollowing completion of f
1 the change (s). p' Qs ff /$ N
1

Relocationof,|tkietelethe& ,&vy |,' % ~
1 B. rapy% unit to.a ne / facility is notspermitted without

y
prior approval of the pisnsiand de' tails)b thefCommissionbJFollowing such y

4 approval and relocation,6a 'rAdi'atioE'surve 'shall be made (170 accordance with pt

f ConditionNo[18.,andreportie'd toftheiComdissiori within th'Irty (30) days after p

1 completion of the moved 1 E. N MP /- < N

3{20. The licensee shall(Q
& W}}ffG&5 fh, i1

comply'di'thathe'reguirementsMin Sections 35721 through 35.27, I
inclusive, of Titler10 CliaNer 1, Codsidf2 FEdiral Regulations 2Part 35, " Human Use |

| of Byproduct Materia @ Gh g g

' '

2 V iG%; A s:d >Eachteletherapyb,oomshallbeequippedJwithiajradiatio[@monitoringdevicewhich
s

j21. A. 9

1 continuously monit6rs,,the teletherapy 4eism coridition' aid is equipped with a N

1 back-up battery powe'r, supply for emergency operatidnY This device shall I

f energize a visible signal to,make the operator,coritinuously aware of teletherapy E

y beam condition in order thatfappropriatelemergency procedures may be instituted
3 to prevent unnecessary radiationtexposure6 Operating procedures shall require b
j daily operational testing of the installed radiation monitor. p

1 E

lj B. Whenever the continuous radiation monitoring device is not operational, any N

l person entering the teletherapy room following an irradiation shall enter with

fj an operable, calibrated radiation survey meter and shall determine the beam
g

condition.q p

i I
j! For a period not to exceed sixty (60) days in any calendar year, a visiting physician i22.
j is authorized to use licensed material for human use under the terms of this license, I
l provided the visiting physician: I

d b

(a) Has the prior written permission of the hospital's Administrator and its Medical |
1

Is t Pos Committee, and p

1 I
1 1

1 i
j! R
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Amendment No. 11

l i
j (b) Is specifically named as a user on a Nuclear Regulatory Commission license g

| authorizing human use, and g

i E

l (c) Performs only those procedures for which he is specifically authorized by a 1

I Nuclear Regulatory Commission license. I
l 1

The licensee shall maintain for inspection by the Commission, copies of the written
j permission specified in Subitem (a) above and of the license (s) specified in || !

) Subitems (b) and (c) above. These records shall be maintained for five (5) years I
] from the time the licensee grants its permission under Subitem (a) above. N

I I
y-. n r~

ThefollowingshallbeperformedonigbypersonQspecificallyauthorizedbythe p23.
Commission or an Agreement Stati'to perform such servlces: y

1 rp"
%'N4

I
Installation, reloca'ti(on), or removal of teletherapy units containing sources. p

I i I
J A.
1 & O I

1 B. Source exchange. T I
@) QN f7 p~/1

3 C. Any maintenance,or repair operations on a telethorapy unit' involving work on the
source drawer,'the shutt'er,*ohother,mechanistn'thit could expose the source, | ..

' g

reduce the shielding arouftd 2the')sodrce?(.'or compromise the safety of the unit and1 y

result in increased radistinn# 1'vels. Q+ O I] e
% ~ a1( Juan F$ p

,

PursuanttoTitlel10',Chaphe' CodhofFederaliduations,P 40, " Domestic 11 24. r
1 Licensing of SourcejpateriA1 " th'ejlidsnisijigautliorizedEto possess, use, transfer, EI

and import the uranium contakned, asis 6fe'1 ding inatoriai7in the tel'etherapy units |
3

authorized by this 1 ense c

j 25. Except as specifically proviife otherwiselby(thisylicense, the(licensee shall possess N

'

1 and use licensed material describe'd lit',ItemsN6,) 7Fand 8 ofdh'is license in i
4 accordance with statements',, representati'ott$,Nand pro'cedure I
1 dated June 14, 1984, letthis' dated January 11,1984 (with,s) contained in application Iattached survey report) If and April 4, 1984. The Nucidar Regulatory Commiss,i_on's\ regulations shall govern the
f licensee'sstatementsinapplicationsforye_tters,~unlessthestatementsaremore h
a restrictive than the regulations. 4 A B N

1 8

1 E

1 1

1 1

1 i

f 8

1 I
J B

1 I
I I

For the U.S. Nuclear Regulatory Commission |
1 N

1 1

1 1

] Original Signed i
1 Date June 26, 1985 By Patricia J. Whiston N

I Materials Licensing Section, Region III
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